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Premarket Notification 510(k) Submission 
Traditional 510(k) Cover Letter 

Date of Submission: Feb.3.2015 
Submitters Name: Tyece Ltd. 

Contact Person: Parshid Falahati 
Tel.: 852 2 3497456 
Fax: 852 2 3499166 

e-mail: sales@tyece.com 
--------------------------------------------------------------------------------------------------------------------- 

Official Correspondent: Guenter Ginsberg 
Media Trade Corporation 
11820 Red Hibiscus Drive 
Bonita Springs, FL 34135 

Tel 239 948 2001 
Fax 239 948 2002 

e‐mail: g.ginsberg@mediatradecorp.net 
 

The manufacturer is Savia Ltd. a medical device establishment in Shenzhen, China that  
manufactures medical devices. Their OTC TENS Device, Model SEM44 is the one now being  

submitted for a 510(k). We are submitting a traditional 510(k) application for the marketing of a  
class II medical device as defined by 21 CRF 868.5890. This device is a therapeutic device with  

many substantial equivalent devices on the US market and around the world.  
This device is substantial equivalent to the predicate device from Counter Scientific  

Development Ltd., Model PTS‐IV, K132993. 
The Savia device has been evaluated according to IEC60601‐1, IEC60601‐1‐2, IEC60601‐2‐10 

and IEC60601‐1‐11 standards. It has been proven to be safe and effective to help patients with  
relief from pain associated with sore and aching muscles due to strain from exercise or normal 

household work activities. 
 

We believe that this device should be classified under the category as follows: 
Device: TENS Device (Transcutaneous Electric Nerve and Muscle Stimulator) 

Regulation Number: 882.5890 
Panel Review: Neurology 

Product Code: NUH 
Device Class: II 

Thank you very much for your consideration or our 510(k) application and please contact me, 
the official correspondent, should any additional documentation be required. 

Sincerely, 
Guenter Ginsberg 

Official Correspondent 

Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

 

 
 

                                   

510(k) SUMMARY 

Date of Summary Prepared: 02/05/2015 

1. Submitter’s Name: Tyece Ltd. 

Address: 
Unit 801, Block A, Po Lung Centre, 11 Wang Chiu Rd., 
Kowloon Bay, Kowloon, Hong Kong, SAR 

Contact person: Parshid Falahati 

Tel: 852- 2 - 3497456 

Fax: 852 -2 - 3499166 

E-mail sales@tyece.com  
 

 

 

2. Proposed New Device: 

         Trade Name: Tyece OTC TENS Device, Model SEM44 

Classification Name: TENS 

Regulation Number: 882.5890  

Product Code: NUH 

Device Class: II 

3. Predicate (cleared) Device: 

Counter TENS Device, Model PTS-IV 

510(k) Number: K132993 

Manufacturer: Counter Scientific Development Ltd. 
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4. Description of Proposed Device: 
 
The SEM44 is a dual channel TENS device operated by DC 4.5V (3 AAA batteries). It is made up of 
one main unit, two electrode cables, and two pairs of electrode pads. There are 12 selectable, 
pre-programmed output waveforms (modes) to choose from, plus 3 programmable modes. The two 
channels can be individually adjusted for intensity from 1 to 50. Running time can be selected from 5 to 
100 minutes.  
All parameters (Menu, Program Number, Impulse intensity for channels, low battery, key-lock, 
frequency, pulse width and timer) are displayed on a full screen display. 
The only patient contacting components are the Electrode Pads. The patient contacting materials are 
FDA cleared under K070612. 
The device has been tested to and meets the requirements of the following recognized consensus 
standards: 
  
IEC 60601-1:2005+Corr.1(2006)+Corr.2(2007) + AM1 (2012), EN 60601-1:2006/A1:2013 general 
requirements for basic safety and essential performance 
 
IEC 60601-2-10 Edition 2.0 2012-08 basic safety and essential performance of nerve and muscle 
stimulators. (Neurology) 
 
IEC 60601-1-2  Edition 2007-03 medical electrical equipment - part 1-2: general requirements for 
basic safety and essential performance - collateral standard: electromagnetic disturbances - 
requirements and tests. (General II (ES/EMC) 
 
IEC 60601-1-11 First Edition: 2010 medical electrical equipment – part 1-11: general requirement 
for basic safety and essential performance – collateral standard: requirements for medical electrical 
equipment and medical electrical systems used in the home healthcare environment 
 
 
5. Indication for Use: 
 
This Savia OTC TENS Device, Model SEM44 is to be used for temporary relief of pain associated 
with sore and aching muscles in the upper and lower back, arms, or legs due to strain from exercise or 
normal household work activities.  

6. Environment of Use: 

Clinics, Hospitals and home environments 

7. Contraindications: 

Do not use this device if you have a cardiac pacemaker, implanted defibrillator, or other 
implanted metallic or electronic device. Such use could cause electrical shock, burns, 
electrical interference, or death. 
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Do not use this device together with a life-supporting medical electronic device such as an 
artificial heart or lung. 

Do not use this device together with a body-worn medical electronic device such as an ECG. 

8. Technological Characteristics Compared to the Predicate Device 

 
The Tyece OTC TENS Device, Model SEM44 is substantially equivalent to the Counter healthcare 
product OTC TENS for muscle and joint pain relief, Model PTS-IV, The function, performance, 
and intended use of the two devices are very similar. Both systems are designed to relief pain in the 
muscle and Joint Pain. Outputs are almost the identical, Each can produce square electronic pulses 
and positive-going, reverse and bidirectional waveform output. Each can produce an asymmetrical 
biphasic pulse with peak voltages up to 60/70 volts on 500 Ohms load. Both devices have selection 
modes to allow users to select preset programs and adjust intensity level by pressing the keypad on 
the main unit. Both device are transiting pulses by the use of Electrode Pads. Both are portable 
devices. Technological characteristics, features, specifications, materials and intended uses of the new 
device are substantially equivalent to the quoted predicate device. The differences that exist between the 
devices are insignificant in terms of safety or effectiveness.  
 
Differences: 
1. Device SEM44 has 15 preset programs, while the predicate device has 7. 
2. Intensity levels of SEM44 are selectable from 1 to 50, while the predicate device is from 1 to 16, 
3. All other parameters such as waveform, frequency, output current and voltage are very similar. 
However, the output of the SEM44 has a pulse width of 360μS, and the predicate device has 
200μS. 

9. Discussion of Non-Clinical Tests Performed for Determination of Substantial 
Equivalence is as follows: 

Savia did not conduct, nor rely upon, clinical tests to determine substantial equivalence of 
the SEM44 vs. the predicate. Non-clinical testing was performed in order to validate the 
design according to the company's specified design requirements, and to assure 
conformance with the following voluntary design standards: 

 
IEC 60601-1:2005+Corr.1(2006)+Corr.2(2007) + AM1 (2012), EN 60601-1:2006/A1:2013 general 
requirements for basic safety and essential performance 
 
IEC 60601-2-10 Edition 2.0 2012-08 basic safety and essential performance of nerve and muscle 
stimulators. (Neurology) 
 
IEC 60601-1-2  Edition 2007-03 medical electrical equipment - part 1-2: general requirements for 
basic safety and essential performance - collateral standard: electromagnetic disturbances - 
requirements and tests. (General II (ES/EMC) 
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IEC 60601-1-11 First Edition: 2010 medical electrical equipment – part 1-11: general requirement 
for basic safety and essential performance – collateral standard: requirements for medical electrical 
equipment and medical electrical systems used in the home healthcare environment 
 

 a. EMC and electrical safety 
 
IEC 60601-1:2005+Corr.1(2006)+Corr.2(2007) + AM1 (2012), EN 60601-1:2006/A1:2013 general 
requirements for basic safety and essential performance 
 
IEC 60601-2-10 Edition 2.0 2012-08 basic safety and essential performance of nerve and muscle 
stimulators. (Neurology) 
 
IEC 60601-1-2  Edition 2007-03 medical electrical equipment - part 1-2: general requirements for 
basic safety and essential performance - collateral standard: electromagnetic disturbances - 
requirements and tests. (General II (ES/EMC) 
 
IEC 60601-1-11 First Edition: 2010 medical electrical equipment – part 1-11: general requirement 
for basic safety and essential performance – collateral standard: requirements for medical electrical 
equipment and medical electrical systems used in the home healthcare environment 
 
 

 b. Biocompatibility 

The electrode pads are the only body contacting parts. They have been FDA cleared 

under K070612. 

 

 c. Software 

Based upon the test results it was concluded that the software performs within 

specifications and is safe to the stated intended use. Since a permanent hazard 

analysis is implemented in the software development process, and due to the clear 

software architecture, it is believed that the test protocol sufficiently verifies the 

software’s main functional operation.  

 

      d. Cleaning  

The cleaning instructions as described the Instruction Manual have been tested to be 

sufficient. Testing involved validation of the manual cleaning method as per the 

instructions. All testing concluded that that the Pain Therapy System can be cleaned 

by the use of the methods described in the Instruction Manual. 
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      e. EMC and Electrical Safety 

Performance testing has established that, with respect to EMC and electrical safety 

in its intended operational environment, the device conforms to all applicable 

requirements of IEC 60601-1 and IEC 60601-1-2.  

 

 
8. Conclusions: 
 
The Tyece OTC TENS Device, Model SEM44 has the same intended use and technological 
characteristics as the predicate device. Moreover, bench testing and safety report 
documentation demonstrate that the submitted device could maintain the same safety and 
effectiveness as that of predicate device. In the other words, the differences do not affect 
the intended use and do not raise any new questions of safety or effectiveness or alter the 
fundamental scientific technology of the device. Thus, the Tyece OTC TENS Device, Model 
SEM44 is substantially equivalent to the predicate device. 
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1. Submitter’s Name: Tyece Ltd. 
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Unit 801, Block A, Po Lung Centre, 11 Wang Chiu Rd., 
Kowloon Bay, Kowloon, Hong Kong, SAR 

Contact person: Parshid Falahati 

Tel: 852- 2 - 3497456 

Fax: 852 -2 - 3499166 

E-mail sales@tyece.com  
 

 

 

2. Proposed New Device: 

         Trade Name: Tyece OTC TENS Device, Model SEM44 

Classification Name: TENS 

Regulation Number: 882.5890  

Product Code: NUH 

Device Class: II 

3. Predicate (cleared) Device: 

Counter TENS Device, Model PTS-IV 

510(k) Number: K132993 

Manufacturer: Counter Scientific Development Ltd. 
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4. Description of Proposed Device: 
 
The SEM44 is a dual channel TENS device operated by DC 4.5V (3 AAA batteries). It is made up of 
one main unit, two electrode cables, and two pairs of electrode pads. There are 12 selectable, 
pre-programmed output waveforms (modes) to choose from, plus 3 programmable modes. The two 
channels can be individually adjusted for intensity from 1 to 50. Running time can be selected from 5 to 
100 minutes.  
All parameters (Menu, Program Number, Impulse intensity for channels, low battery, key-lock, 
frequency, pulse width and timer) are displayed on a full screen display. 
The only patient contacting components are the Electrode Pads. The patient contacting materials are 
FDA cleared under K070612. 
The device has been tested to and meets the requirements of the following recognized consensus 
standards: 
  
IEC 60601-1:2005+Corr.1(2006)+Corr.2(2007) + AM1 (2012), EN 60601-1:2006/A1:2013 general 
requirements for basic safety and essential performance 
 
IEC 60601-2-10 Edition 2.0 2012-08 basic safety and essential performance of nerve and muscle 
stimulators. (Neurology) 
 
IEC 60601-1-2  Edition 2007-03 medical electrical equipment - part 1-2: general requirements for 
basic safety and essential performance - collateral standard: electromagnetic disturbances - 
requirements and tests. (General II (ES/EMC) 
 
IEC 60601-1-11 First Edition: 2010 medical electrical equipment – part 1-11: general requirement 
for basic safety and essential performance – collateral standard: requirements for medical electrical 
equipment and medical electrical systems used in the home healthcare environment 
 
 
5. Indication for Use: 
 
This Savia OTC TENS Device, Model SEM44 is to be used for temporary relief of pain associated 
with sore and aching muscles in the upper and lower back, arms, or legs due to strain from exercise or 
normal household work activities.  

6. Environment of Use: 

Clinics, Hospitals and home environments 

7. Contraindications: 

Do not use this device if you have a cardiac pacemaker, implanted defibrillator, or other 
implanted metallic or electronic device. Such use could cause electrical shock, burns, 
electrical interference, or death. 
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Do not use this device together with a life-supporting medical electronic device such as an 
artificial heart or lung. 

Do not use this device together with a body-worn medical electronic device such as an ECG. 

8. Technological Characteristics Compared to the Predicate Device 

 
The Tyece OTC TENS Device, Model SEM44 is substantially equivalent to the Counter healthcare 
product OTC TENS for muscle and joint pain relief, Model PTS-IV, The function, performance, 
and intended use of the two devices are very similar. Both systems are designed to relief pain in the 
muscle and Joint Pain. Outputs are almost the identical, Each can produce square electronic pulses 
and positive-going, reverse and bidirectional waveform output. Each can produce an asymmetrical 
biphasic pulse with peak voltages up to 60/70 volts on 500 Ohms load. Both devices have selection 
modes to allow users to select preset programs and adjust intensity level by pressing the keypad on 
the main unit. Both device are transiting pulses by the use of Electrode Pads. Both are portable 
devices. Technological characteristics, features, specifications, materials and intended uses of the new 
device are substantially equivalent to the quoted predicate device. The differences that exist between the 
devices are insignificant in terms of safety or effectiveness.  
 
Differences: 
1. Device SEM44 has 15 preset programs, while the predicate device has 7. 
2. Intensity levels of SEM44 are selectable from 1 to 50, while the predicate device is from 1 to 16, 
3. All other parameters such as waveform, frequency, output current and voltage are very similar. 
However, the output of the SEM44 has a pulse width of 360μS, and the predicate device has 
200μS. 

9. Discussion of Non-Clinical Tests Performed for Determination of Substantial 
Equivalence is as follows: 

Savia did not conduct, nor rely upon, clinical tests to determine substantial equivalence of 
the SEM44 vs. the predicate. Non-clinical testing was performed in order to validate the 
design according to the company's specified design requirements, and to assure 
conformance with the following voluntary design standards: 

 
IEC 60601-1:2005+Corr.1(2006)+Corr.2(2007) + AM1 (2012), EN 60601-1:2006/A1:2013 general 
requirements for basic safety and essential performance 
 
IEC 60601-2-10 Edition 2.0 2012-08 basic safety and essential performance of nerve and muscle 
stimulators. (Neurology) 
 
IEC 60601-1-2  Edition 2007-03 medical electrical equipment - part 1-2: general requirements for 
basic safety and essential performance - collateral standard: electromagnetic disturbances - 
requirements and tests. (General II (ES/EMC) 
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IEC 60601-1-11 First Edition: 2010 medical electrical equipment – part 1-11: general requirement 
for basic safety and essential performance – collateral standard: requirements for medical electrical 
equipment and medical electrical systems used in the home healthcare environment 
 

 a. EMC and electrical safety 
 
IEC 60601-1:2005+Corr.1(2006)+Corr.2(2007) + AM1 (2012), EN 60601-1:2006/A1:2013 general 
requirements for basic safety and essential performance 
 
IEC 60601-2-10 Edition 2.0 2012-08 basic safety and essential performance of nerve and muscle 
stimulators. (Neurology) 
 
IEC 60601-1-2  Edition 2007-03 medical electrical equipment - part 1-2: general requirements for 
basic safety and essential performance - collateral standard: electromagnetic disturbances - 
requirements and tests. (General II (ES/EMC) 
 
IEC 60601-1-11 First Edition: 2010 medical electrical equipment – part 1-11: general requirement 
for basic safety and essential performance – collateral standard: requirements for medical electrical 
equipment and medical electrical systems used in the home healthcare environment 
 
 

 b. Biocompatibility 

The electrode pads are the only body contacting parts. They have been FDA cleared 

under K070612. 

 

 c. Software 

Based upon the test results it was concluded that the software performs within 

specifications and is safe to the stated intended use. Since a permanent hazard 

analysis is implemented in the software development process, and due to the clear 

software architecture, it is believed that the test protocol sufficiently verifies the 

software’s main functional operation.  

 

      d. Cleaning  

The cleaning instructions as described the Instruction Manual have been tested to be 

sufficient. Testing involved validation of the manual cleaning method as per the 

instructions. All testing concluded that that the Pain Therapy System can be cleaned 

by the use of the methods described in the Instruction Manual. 
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      e. EMC and Electrical Safety 

Performance testing has established that, with respect to EMC and electrical safety 

in its intended operational environment, the device conforms to all applicable 

requirements of IEC 60601-1 and IEC 60601-1-2.  

 

 
8. Conclusions: 
 
The Tyece OTC TENS Device, Model SEM44 has the same intended use and technological 
characteristics as the predicate device. Moreover, bench testing and safety report 
documentation demonstrate that the submitted device could maintain the same safety and 
effectiveness as that of predicate device. In the other words, the differences do not affect 
the intended use and do not raise any new questions of safety or effectiveness or alter the 
fundamental scientific technology of the device. Thus, the Tyece OTC TENS Device, Model 
SEM44 is substantially equivalent to the predicate device. 
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Manufacturer

The device can emit effective output values above 10 mA, aver-
aged over every five second interval

1. Getting to know your instrument
1.1 What is a digital EMs/TEns unit and what can it do?
Digital EMS/TENS units fall into the electrostimulation device cat-
egory. They provide three basic functions suitable for combined 
operation:
1. Electrical stimulation of nerve tracts (TENS)
2. Electrical stimulation of muscle tissue (EMS)
3. A massage effect triggered by electrical signals
The unit also features two independent stimulation channels and 
four self-adhesive electrodes. It offers a wide range of functions for 
increasing general well-being, pain relief, maintaining physical fit-
ness, relaxation, muscle revitalisation and combating tiredness. For 
these purposes, you can either choose from pre-set programs or 
specify your own to suit your individual needs. 
The principle of electrostimulation units is based on the imitation 
of impulses in our bodies that are transferred to nerve and muscle 
fibres with electrodes via our skin. The electrodes can be applied to 
many parts of the body; the electrical impulses are completely harm-
less and virtually painless. In certain applications you will merely 
notice a slight tingling or vibrating sensation. The electrical impulses 
that are sent into the tissue influence the transmission of stimula-
tion into nerves, nerve centres and muscle groups in the application 
area.
Electrostimulation usually only has an effect after regular applica-
tions. With regard to muscles, electrostimulation does not replace 
regular training. However, it is a sensible, supplementary training 
element.

TEns, or transcutaneous electrical nerve stimulation, relates to 
the electrical stimulation of the nerves via the skin. TENS is an effec-
tive non-pharmacological method of treating different types of pain 
that have a variety of causes. It has no side-effects if administered 
correctly. The method has been clinically tested and approved and 
can be used for simple self-treatment. The pain-relieving or pain-
suppressing effect is achieved by inhibiting the transference of pain 
to nerve fibres (caused mainly by high-frequency impulses) and by 
increasing the secretion of endorphins in the body. Their effect on 
the central nervous system reduces the sensation of pain. The meth-
od is scientifically substantiated and approved as a form of medical 
treatment. 
Any symptoms that could be relieved using TENS must be checked 
by your doctor. Your doctor will also give you instructions on how to 
carry out a TENS self-treatment regime.
TENS is clinically tested and approved to treat the following com-
plaints:
• Back pain, particularly in the lumbar/cervical spine area
• Sore joints (e.g. knee, hip and shoulder joints)
• Neuralgia 
• Menstrual cramps in women
• Pain resulting from injury to the musculoskeletal system  
• Pain caused by circulatory disorders
• Chronic pain with various causes.
Electrical muscle stimulation (EMs) is a widespread and gener-
ally recognised method and has been used in sports medicine and 
rehabilitation for years. In sports and fitness, EMS is used to com-
plement conventional muscle training, to increase the performance 
of muscle groups and to adjust physical proportions to achieve the 
desired aesthetic results. There are two different types of EMS ap-
plication: one is for targeted strengthening of the muscles (activat-
ing application), and the other is to achieve a relaxing, restful effect 
(relaxing application).
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• In humid environments (e.g. in the bathroom) or when bathing or 
showering

• Do not use after consuming alcohol
• Do not use if connected to a high-frequency surgical device
Before using the device, consult your doctor if any of the follow-
ing applies to you: 
• Serious illnesses, in particular if you suspect or have been diag-

nosed with high blood pressure, a blood coagulation disorder, 
propensity to thrombo-embolic conditions or recurrent malignant 
growths

• Any skin conditions
• Unexplained chronic pain in any part of the body
• Diabetes
• Any sensory impairment that reduces the feeling of pain (e.g. 

metabolic disorders)
• If you are receiving medical treatment 
• In the event of complaints linked to stimulation treatment 
• If you suffer from persistently irritated skin due to long-term stim-

ulation at the same electrode site

 IMPORTANT!
Only use digital EMs/TEns units:
• On people
• For the intended purpose and as specified in these instructions 

for use. Improper use can be dangerous. 
• For external use
• With the original accessories supplied, which can be re-ordered. 

Failure to do so invalidates the warranty.

PRECAUTIONS:
• Always pull firmly on electrodes to remove them from the skin to 

prevent injuries in the unusual case of highly sensitive skin. 
• Keep the device away from sources of heat and do not use it in 

close proximity (approx. 1 m) to shortwave or microwave devices 
(e.g. mobile phones), as doing so can result in unpleasant current 
peaks. 

• Do not expose the device to direct sunlight or high temperatures.

• Protect the device from dust, dirt and humidity. Never immerse 
the device in water or other liquids.

• The device is suitable for self-treatment.
• For hygiene reasons, the electrodes may only be used on one 

person.
• If the device does not work properly, or you feel unwell or experi-

ence pain, stop using it immediately.
• Switch off the unit or the respective channel first before removing 

or relocating electrodes to prevent unintentional stimulation.
• Do not modify electrodes (e.g. by cutting them). This increases 

the current intensity, which is potentially hazardous (max. recom-
mended output value for the electrodes is 9 mA/cm², an effective 
current intensity beyond 2 mA/cm² requires increased aware-
ness).

• Do not use the device whilst asleep, driving a vehicle or operating 
machinery.

• Do not use whilst undertaking any activity where an unexpected 
reaction (e.g. strong muscle contractions even at low intensity) 
could be dangerous.

• Ensure that no metallic objects (e.g. belt buckles or necklaces) 
come into contact with the electrodes during stimulation. If you 
are wearing jewellery or have piercings in the area to be treated 
(e.g. a navel piercing), these must be removed before using the 
device. Failure to do so could result in spot burns.

• Keep the device away from children.
• Make sure not to confuse the electrode cables including contacts 

with your headphones or other devices and do not connect the 
electrodes to other devices. 

• Do not use the device whilst using other devices that transmit 
electrical impulses into your body.

• Do not use in the vicinity of highly flammable substances, gases 
or explosives.

• Do not use rechargeable batteries and always use the same bat-
tery types.

• During the initial few minutes use the device while sitting or lying 
down to minimise the risk of injuries as a consequence of isolated 
cases of vagal responses (feeling of faintness). If you feel faint, 

Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



19

Intensity Adjustable from 0 to 50

Operating conditions 10°C – 40°C (50°F – 104°F) at a relative 
humidity of 30 – 85%

Storage conditions -10°C – 50°C (14°F – 122°F) at a relative 
humidity of 10 – 95%

Dimensions 132 x 63 x 29.5 mm (including belt clip)

Weight 101 g (including belt clip, without bat-
teries), 127 g (including belt clip and 
batteries)

Note: If the device is not used according to the instructions speci-
fied, perfect functionality cannot be guaranteed!
We reserve the right to make technical changes to improve and de-
velop the product.
This device complies with European standards EN60601-1 and 
EN60601-1-2 and is subject to special precautionary measures with 
regard to electromagnetic compatibility. Please note that portable 
and mobile HF communication systems may interfere with this unit.
More details can be requested from the stated Customer Services 
address or found at the end of the instructions for use.  
This device meets the requirements of European Directive 93/42/EC 
for medical devices, as well as those of the Medical Devices Act.

12. Warranty / service centre
We provide a 3-year warranty covering faults in materials or manuf-
acture of the product from the purchase date.
The warranty does not cover:
• Damage resulting from improper use.
• Wear parts.
• Defects that were known to the customer at the time of purchase.
• Damage for which the customer was responsible.
This warranty does not affect the customer’s legal rights.

The customer must provide proof of purchase in order for any war-
ranty claims within the warranty period to be honoured.
Claims under the warranty within a period of 3 years from the date 
of purchase are honoured by

 Hans Dinslage GmbH, Riedlinger Straße 28, 88524 Uttenweiler, 
Germany

G Tel.: 02030 249 050;  ? Tel.: 0152 451 32;  W Tel.: 800 92440

In the event of a warranty claim, the customer has the right to have 
the goods repaired by our own workshop or a workshop authorised 
by use. The device must not be opened for any reason. Opening or 
modifying the device invalidates the warranty.
This warranty does not grant any additional rights to the customer.
In many cases the reason for complaints is operating errors. They 
can be easily corrected by  telephone. Please contact the service 
hotline.

G Tel.: 02030 249 050;  ? Tel.: 0152 451 32;  W Tel.: 800 92440
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Tyece OTC TENS Device 
Model SEM 44 

 

Instructions for Use 
 
 
 
 
 

 
 
 
 
 
 
         
 
 
 
 
 

 
 
 

Please read these instructions carefully before use 
 
 

Indication for Use: 
 
The Tyece OTC TENS Device, Model SEM44 is to be used for temporary relief of 
pain associated with sore and aching muscles in the upper and lower back, arms, or 
legs due to strain from exercise or normal household activities.  
 
 
 
 
 
Rev: 02.10.15 
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Warning: 
This device should not be used by patients with: 

 Pacemakers, Defibrillators or extreme Cardiac Irregularities 

 Metals Implants or Electronic Auxiliary Devices 

 Diabetes or Abnormal High Blood Pressure 

 A tendency toward internal Bleeding 

 Epilepsy 
 Pregnant Women 
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User Instructions 
Safety Precautions 
·The graphic warning symbols indicated below are for the purpose of ensuring the safe and correct use of the 
“Tyece OTC TENS Device, SEM44”. 
·Please take time to read them as they will prevent harm to yourself and other parties through improper use of 
this product and its accessories. 
 

Warning Symbol Meaning 

Danger 

This device must not be used in combination with the following other 
devices: pacemakers, respirators, electrocardiographs and other electronic 
equipment.  

Warning 

Indicates a potential hazardous situation which, if not avoided, could 
result in death or serious injury. 

Caution 

Indicates a potential hazardous situation which, if not avoided, may result 
in minor or moderate injury to the user or patient. 

 
Graphic Symbol 

Refers to prohibitive action in the proper use of the unit. The specific forbidden 
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content is indicated inside the circle. The left picture means no dismantling. 

Refers to required action in the proper use of the unit. The specific enforced content 

is indicated inside the circle. The left picture means general compulsion. 

BF Isolated Applied Part 

 

    1. Warnings 
1) The long-term effects of chronic electrical stimulation are unknown. 
2) Do not use stimulation over the main arteries around your neck.  
3) Do not use stimulation over the neck or mouth. Severe spasm of muscles may occur and the contractions may be 
strong enough to close the airway or cause difficulty in breathing. 
4) Do not apply stimulation directly to the heart area across the chest or on the chest. 
5) Do not use stimulation on your head or across your head. 
6) Do not use stimulation over swollen, infected, or inflamed areas or skin eruptions, e.g., phlebitis, thrombophlebitis, 
varicose veins.  
7) Do not use stimulation over, or in proximity to, cancerous lesions. 
8) Do not use stimulation when charging the device. 
 

     2. Precautions 
1) Do not use the muscle stimulator during pregnancy. 
2) Do not use if you have heart problems.  
3) Do not use if you have epilepsy. 
4) Do not use the device 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 areas of the skin which lack normal sensation. 

5) Do not use the products near the heart; it may cause fast or irregular heartbeat. 
6) 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 (like gel), or 
alternate electrode placement. 
7) The TENS Device, SEM44 must be kept out of the reach of children. 
8) The TENS Device, SEM44 should be used only with the leads and electrodes recommended for use by the 
manufacturer. 
9) Never apply the pads to your skin with the power on, which will result in sudden shock. If, during application, you 
want to move the pads to another body part, please shut down the device first, and then move the pads to the place that 
you want to stimulate. 
10) Never use this product near the following devices: pacemakers or any other embedded electronic medical devices, 
heart-lung machine and any other life keeping electronic medical devices, electrocardiograph and any other medical 
screening and monitoring devices. Simultaneous use of the TENS Device, SEM44 and any of the above devices will 
cause malfunction and can be very dangerous to the users. 
11) Two pads should be used together as a pair.  Always peel off the protective film on the pads before use. To avoid an 
electrical shock, do not connect two pads to each other 
12) Do not apply pads to the same spot for over 40 minutes at a time. 
13) Do not use the TENS Device, SEM44 while driving, operating machinery, or during any activity in which 
involuntary muscle contractions may put the user at undue risk of injury. 
14) Do not use the product in bathroom or a moist environment. Do not use while bathing. 
15) Do not use the product in the condition of air mixed with flammable gases.  
16) Never use this product in concurrence with high frequency surgical equipment; it may result in burns at the site of 
the stimulator electrodes and possible damage to the control unit. 
17) Never use this product near a microwave oven, or other high frequency equipment. 
18) Do not operate the product in close proximity (e.g. 1m/3ft)) to shortwave therapy equipment, it may produce 
instability in stimulator output. 
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3. Contraindication 
1) Do not use this device on patients who have a cardiac pacemaker, implanted defibrillator, or other implanted metallic 
or electronic device, because this may cause electric shock, burns, electrical interference, or death. 
2) Do not use this device on patients whose pain syndromes are undiagnosed.  
3) Do not use this device during pregnancy. 
4) Do not use this device on babies or infants who cannot express themselves. 
 

    4. Adverse Reactions 
1) Patients may experience skin irritation and burns beneath the stimulation electrodes applied to the skin; 
2) Patients may experience headache and other painful sensations during or following the application of electrical 3) 
Patients should stop using the device and should consult with their physicians if they experience adverse reactions from 
the device. 
 
 

    PAIN MANAGEMENT WARNINGS 
If you have had medical or physical treatment for your pain, consult with your physician before using this device. 
If your pain does not improve, becomes seriously chronic or severe, or continues for more than five days, stop using the 
device and consult with your physician. The mere existence of pain functions as a very important warning telling us that 
something is wrong. Therefore, if you suffer from any serious illness, consult your physician in order to confirm that it 
is advisable for you to use this TENS Device, SEM44. 
 

    WARNINGS AND PRECAUTIONS REGARDING THE PADS 
Apply pads to normal, healthy, dry, clean skin (of adult patients) because it may otherwise disrupt the healing process. 
If you experience any skin irritation or redness after a session, do not continue stimulation in that area of the skin. 
 
NEVER APPLY THE PADS TO: 

- The upper neck or any area of the throat because this could cause severe muscle spasms resulting in closure of 
the airway, difficulty in breathing, or adverse effects on heart rhythm or blood pressure. 

- The head or any area of the face.  
- Both sides of the thorax simultaneously (lateral or front and back), 

              or across your chest because the introduction of electrical current may cause rhythm disturbances which 
              could be lethal. 
Do not bend or fold because the pad may not function properly. Store on the plastic pad sheet when not in use. 
Do not apply ointment or any solvent to the pads or to your skin because it will disrupt the pads from functioning 
properly. 
The pads are already pre-gelled and will adhere to your skin. 
To avoid damage to the adhesive surface of the pads, put the pads only on the skin or on the plastic pad sheet provided. 
Place the pads at least 5 cm (1 inch) apart on your skin. The pads should never touch each other. 
Always place clean pads in accordance with illustrations provided. Make sure the components are connected well and 
the pads are fixed on the part of the body you wish to treat or the therapy may not be effective. 
 
DO NOT USE YOUR PADS THIS WAY 
Pads should not touch each other when placed onto your skin. 
Do not place on your spine or backbone. 
Pads should not touch any metal object, such as a belt buckle or necklace. 
Pads should not be placed simultaneously on the soles of both feet. 
Pads should not be placed simultaneously on the calves of both legs. 
Do not share pads with another person. This may cause a skin irritation or infection. Pads are intended for use by one 
person. 
Do not place or relocate the pads while the device is on. 
Always turn the power off before removing or changing the pad location. 
Do not leave pads attached to the skin after treatment. 
 
  

   CAUTION WHILE USING UNIT 
If the unit is not functioning properly or you feel discomfort, immediately stop using the device. 
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Do not use for any other purpose except for what it is intended for. 
Do not insert the electrode plug into any place other than the jack on the main unit. 
Do not mix Alkaline and Manganese batteries as this will shorten the battery life. 
Do not pull on the electrode cord during treatment. 
Do not use the device while wearing electronic devices such as watches as this may damage the device. 
Do not use near a cell phone as this may cause the stimulator to malfunction. 
Do not bend or pull the end of the cord. 
When pulling out the cord from the device, hold the plug and pull. 
Replace the cord when broken or damaged. 
Do not throw the batteries into a fire. The batteries may explode. 
Dispose of the device, batteries, and components according to applicable legal regulations. Unlawful disposal may 
cause environmental pollution. 
The size, shape and type of pads may affect the safety and effectiveness of electrical stimulation. 
The electrical performance characteristics of pads may affect the safety and effectiveness of electrical stimulation. 
Using pads that are too small or incorrectly applied, could result in discomfort or skin burns 

    General Precautions 
• The long-term effects of electrical stimulation are unknown. 
• Apply stimulation to only normal, intact, clean, dry, and healthy skin. 
• TENS is not effective in treating the original source or cause of the pain, including headache. 
• TENS is not a substitute for pain medications and other pain management therapies. 
• TENS devices do not cure disease or injuries. 
• TENS is a symptomatic treatment and, as such, suppresses the sensation of pain that would otherwise serve as a 
protective mechanism. 
• Effectiveness is highly dependent upon patient selection by a practitioner qualified in the management of pain 
patients. 
• 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. 
• If you have suspected or diagnosed epilepsy, you should follow precautions recommended by your phycician 
• 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 areas of skin that lack normal sensation. 
Keep unit away from young children. The unit contains small pieces that may be swallowed. Immediately contact your 
physician.    
• Use this device only with the leads, electrodes, and accessories recommended by the manufacturer. 
Keep unit out of the reach of young children. The electrode cord can cause strangulation. 
• Use caution if you have a tendency to bleed internally, such as following an injury or fracture. 
 
 

What is it? 
 
The Tyece OTC TENS Device, Model SEM44 is a multi-program, portable device designed for adults only. It is 
designed to reduce and relieve muscle and joint pain, stiffness and numbness in the arms, legs and foot by applying 
electrical nerve stimulation to the surface of the skin near the site of the pain. It can be successfully used in conjunction 
with any other pain treatment or medication. 
This type of therapy, called Transcutaneous Electrical Nerve Stimulator (TENS), has been used for over 30 years by 
medical professionals such as physical therapists and chiropractors.  
 

How does it work? 
 
Scientific theory suggests that electrical stimulation therapy may work in several ways: 
1. The gentle electrical pulses move through the skin to nearby nerves to block or shut out the pain message from ever 
reaching the brain from the source of the pain. 
2. The gentle electrical pulses increase the production of the body’s natural pain killer, such as endorphins. 
3. Furthermore, it is thought that the electrical stimulation improves blood circulation as well.  
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Symbols 

Symbol Meaning 

 

Attention, consult accompanying documents 

 BF Isolated Applied Part 

CE0120 CE Mark 

 

MANUFACTURER 

 

AUTHORISED REPRESENTATIVE IN THE EUROPEAN COMMUNITY 

 
Direct current 

 
Class II equipment 

 Re-back label 

 
Indoor use only 

 
 
Included in the delivery 
– 1 x digital TENS unit (including belt clip) 
–  2 x connection cables 
–  4 x adhesive electrodes (50x 50 mm) 
–  3 x AAA batteries 
–  These instructions for use 
 
Replacement items 
8 x adhesive electrodes (50 x 50 mm), item no.: 661.22 
4 x adhesive electrodes (50 x 100 mm), item no.: 661.21 
 
 
 
Damage 
• If the device is damaged, do not use it and contact your retailer or the specified Customer Services address. 
• Check the device for signs of wear and tear or damage. If there are such signs of wear and tear or damage or if the 
device was used improperly, it must be returned to the manufacturer or retailer before further use. 
• Switch the device off immediately if it is faulty or not working properly. 
• Do not attempt to open and/or repair the device yourself. Repairs may only be carried out by Customer Services or 
authorised retailers. Failure to comply will result in voiding of the warranty.  
• The manufacturer is not liable for damage resulting from improper or careless use. 
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Current parameters 
Electrostimulation units operate with the following current settings, which may affect stimulation effects differently, 
depending on the setting: 
 

Impulse form 
This describes the time function of the electrical impulse. 
It distinguishes between monophasic and biphasic pulse currents. In monophasic pulse currents, the 
current flows in one direction and in biphasic pulse currents the electrical impulse alternates its 
direction. 
 
 

Impulse frequency 
The frequency indicates the number of individual impulses each second and is given in Hz (Hertz). It 
can be calculated by determining the cyclic value for the time period. The relevant frequency 
determines which types of muscle fibres react favourably. Slow-reacting fibres react more easily to 
lower impulse frequencies up to 15 Hz, whereas fast-reacting fibres only respond from 
approximately 35 Hz onwards.  

 
Impulse width 
This indicates the duration of an individual impulse in microseconds. The impulse width therefore 
determines, among other things, the penetration of the electricity, where usually: larger muscle 
masses require larger impulse widths. 

 
Impulse intensity 
Setting the intensity levels depends on the individual sensitivity of each user and is determined by a 
variety of variables, such as site of application, blood circulation to the skin, skin thickness and the 
quality of the electrode contact. The setting used should be effective but should never cause an 
unpleasant sensation, such as pain, at the site of application. While a gentle tingling indicates sufficient stimulation 
energy levels, any setting that causes pain should be avoided. During longer applications it may be necessary to make 
readjustments due to the adjustment processes over time at the site of application. 

 
Cycled impulse parameter variation 
In many cases it is necessary to cover the overall tissue structure at the site of application by applying several impulse 
parameters. In the TENS Device SEM44, this is achieved by the provided programs, which automatically make a 
cyclical impulse parameter change. This also prevents individual muscle groups at the site of application being affected 
by fatigue. 
The TENS Device SEM44 unit provides sensible default current parameter settings. With this, you can change the 
impulse intensity at any time during use. For 6 programs you can also set various parameters for stimulation yourself. 
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Unit description 
 
Buttons: 
1 ON/OFF button  
2 ENTER  button 
3 Intensity setting buttons (Ch1 +/- left,  Ch2 +/- right) 
4 Keylock  
5 Selection button  UP and  DOWN 
6 MENU  button 
 
Display (full screen): 
1 TENS  
2 Program number 
3 Impulse intensity channel 2 (CH2) 
4 Impulse intensity channel 1 (Ch1) 
5 Low battery 
6 Keylock 
7 Frequency display (Hz), pulse width (µs) or pause time 
8 Timer function (remaining time display) or working time 
 
Accessories: 
• 2 x connection cables 
• 4 x adhesive electrodes (45 x 45 mm)  
• 1 x belt clip 
 
Button functions 
Each time you press a button, the unit emits an acoustic signal to notify you in case you are pressing any buttons 
unintentionally. This acoustic signal cannot be switched off. 
ON/OFF  
(1) Press briefly to switch the device on. 
(2) Press once to interrupt stimulation treatment. 
(3) Press and hold to switch off the device (approx. 2 seconds). 
UP  and DOWN  
Choice of treatment program, treatment time, frequency, pulse width, working time and pause time. 
MENU  
(1) Navigation between the ,  and   MENUs. 
(2) Return to program selection screen or MENU selection. 
ENTER  
(1) MENU selection 
(2) Confirmation of a selection made using UP  / DOWn , except channel intensity 
Intensity setting buttons ( +/- left,  +/- right) Adjusting the impulse intensity 
Keylock  
Locks the buttons to avoid them being pressed unintentionally. 
1) To activate the keylock, hold down the  button until the  symbol is visible in the display (approx. 3 seconds). 
(2) To deactivate the keylock, hold down the  button until the  symbol disappears from the display (approx. 3 seconds). 
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Initial use 
1. Remove the belt clip from the unit (if attached). 
2. Press the battery compartment cover on the rear of the device and slide it downwards. 
3. Insert the three alkaline AAA 1.5 V batteries. Make sure that the batteries are inserted the correct way round. 
4. Close the battery compartment lid again carefully (Fig. 1). 
5. Reattach the belt clip, if required. 
6. Connect the connection cables with the electrodes (Fig. 2). 
    The electrodes feature clip closures to make connection particularly easy. 
7. Guide the connection cable plugs into the socket on the top of the device (Fig. 3). 
8. Do not pull, twist or make sharp bends in the cables (Fig. 4). 
    Please note that when the battery is replaced or removed, all settings are 
    restored to the factory default settings. 
 
 
 
Program overview 
Fundamentals 
The TENS Device SEM44 features a total of 15 programs.  
 
In all programs you can set the impulse intensity of both channels individually.  
You can also set various parameters in the TENS programs 13 – 15 to adjust the stimulating effect to the application 
area. 
 

Information regarding the positioning of electrodes 
It is fundamental to the intended success of electrostimulation applications that electrodes are positioned sensibly. We 
recommend that you consult your doctor to establish the ideal electrode positions for your intended application area.  
 
The figures displayed are intended as an initial aid to help you position the 
electrodes.  
 
 
The following applies to the selection of electrode positions: 
 
Electrode distance 
The larger the distance between electrodes, the larger the stimulated tissue volume. This applies to the area and depth of 
the tissue volume. At the same time, however, the stimulation intensity of the tissue falls the further the electrodes are 
apart. As a result, greater distances between electrodes mean a larger tissue volume is stimulated, but less intensively. 
Consequently, you must increase the impulse intensity to boost stimulation. 
 
The following guideline applies to selection of the electrode distance: 
• Sensible distance: approx. 2-6 inches 
• At distances below 2 in, the unit primarily stimulates surface structures intensively 
• At distances in excess of 6 in, large areas and deep structures are stimulated very weakly 
 
Relation between electrodes and muscle  fibre structures 
Adapt the current flow direction to the fibre structure of the muscle  
according to the muscle layer you would like to treat. If you are targeting superficial muscles, 
position the electrodes in parallel to the fibre  
structure (A – B / C – D) and if you are targeting deeper layers of tissue, position the electrodes 
across the fibre structure. You can do this by positioning electrodes as crosses (i.e. diagonally), 
such as A – D / B – C. 
 

As part of pain relief treatment using the digital Tyece OTC TENS Device and its two separately adjustable channels 
and two adhesive electrodes each, it is advisable either to position the electrodes of a channel so that the area affected 

by the pain is between the electrodes or to position one electrode directly on the area affected by the pain and the other 
electrode at a minimum distance of 2 in. 
You may use the electrodes of the second channel to simultaneously treat additional areas affected by pain or use them 
in conjunction with the electrodes of the first channel to restrict the area affected by pain (position electrodes opposite). 
In this case, we once again recommend positioning electrodes as crosses. 
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Use the electrodes on skin that is clean and preferably free from hair and grease, in order to extend the lifecycle of 
the electrodes. If required, clean the skin with water and remove hair prior to treatment. 

 
If an electrode should come loose during use, the impulse intensity of both channels is reduced to the lowest level. 
Apply the electrode again and reset the desired impulse intensity. 

 

 
 TENS programs 13 – 15 can be set individually, see pages 12-13 
 

Note: The electrode positions should surround the area affected by pain. In the event that groups of muscles cause pain, 
group the electrodes around the affected muscles.  
To relieve joint pain, surround the joint with electrodes at the front and back as well as on the left and right of the joint, 
providing this is feasible with regard to the electrode distances. The minimum electrode distance must not fall below 
2 in or exceed 6 in.  
Please note Figures 25 and 28, which apply to the knee and ankle joints.  
Burst programs are suitable for all areas of application to be treated with changing signal patterns (to minimise the level 
of accustoming to the treatment). 
 
 
Position the electrodes so that they surround the affected muscular segments. For optimum effect, do not exceed an 
electrode distance of approximately 6 in. 
 
Do not apply the electrodes to the front wall of the chest, i.e. do not massage the large left and right pectoral muscles. 

 
                              Suggested Electrode Pad placements 
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TENS program table 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
    
 
Burst programs are suitable for all areas of application to be treated with changing signal patterns (to minimise the level 
of accustoming to the treatment). 
Position the electrodes so that they surround the affected muscular segments. For optimum effect, do not exceed an 
electrode distance of approximately 6 in. 
Do not apply the electrodes to the front wall of the chest, i.e. do not massage the large left and right pectoral muscles. 
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Use 
Information regarding application 
 
• The device switches itself off automatically if you do not use it for two minutes (automatic switch-off). When the unit 
is switched on again, the LCD screen displays the MENU selection and the most recently used MENU flashes. 
• A brief acoustic signal is output when a valid button is pressed. Two brief acoustic signals are output when an invalid 
button is pressed. 
• You can pause the stimulation at any time by briefly pressing the ON/OFF button . To continue the stimulation, briefly 
press the ON/OFF button  again and set the desired impulse intensity again. 
 
Procedure for TENS programs 1 – 12,  
• Select a suitable program from the program tables (page 11). 
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode positions ( page 10) 
and connect them to the device. 
• The figure on the display is intended as an additional aid to help you position the electrodes. 
 
Selecting a program 
• Press the ON/OFF button  to switch on the device. 
• Press the MENU button to activate the TENS program (Fig. 1, example of a TENS   display) and 
press the ENTER button to confirm your selection. 
• Using the UP/DOWN buttons, select the desired program and confirm your selection with the 
ENTER button (Fig. 2, example of TENS program 03). 
 
. 
 
General information 
If you wish to return to the previous selection menu, press the MENU button. By holding down 
Setting the impulse intensity  
At the start of the stimulation treatment, the impulse intensity of Ch1 and Ch2 is set to 00 by  
default. No impulses are sent to the electrodes yet. 
 
• Using the INTENSITY SETTING buttons, select the desired impulse intensity. The impulse  
intensity display is adjusted accordingly (Fig. 3). The impulse intensity of Ch1 and Ch2 can be  
set individually. 
• If the program is in a pause phase, the intensity cannot be increased. 
• If you wish to end the stimulation treatment early, press the ON/OFF button. 
 
 
Setting your own parameters for individual programs 
Setting the treatment duration 
(TENS programs 13 – 15 only). 
Using the UP/DOWN buttons, select the desired treatment time. You can set a treat-ment time 
 of between 5 minutes and 100 minutes (Fig. 4, example shows a treatment duration of 20 min). 
Confirm your selection with the ENTER button.  
 

Setting individual TENS programs 
 
Procedure for TENS 13 program 
TENS 13 is a preset program that you can also personalise. In this program, you can set the 
 impulse frequency to between 1 and 120 Hz and the impulse width to between 50 and 250 µs.  
• Place the electrodes on the desired area for treatment (for positioning suggestions see  
electrode positions, page 10) and connect them to the device. Select the TENS 13 program, as  
described in section “Selecting a program” (p. 12). 
 
• Select the desired impulse frequency using the UP/DOWN buttons and press the ENTER  
  button to confirm (Fig. 1, example shows an impulse frequency of 100 Hz).  
• Select the desired impulse width using the UP/DOWN buttons and press the ENTER  
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  button to confirm (Fig. 2, example shows an impulse width of 200 µs). 
• Select the desired treatment time, as described in “Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
 
 
 
 
Procedure for TENS 14 program 
TENS 14 is a preset burst program that you can also personalise. In this program you can set an impulse width of 
between 50 and 250 µs.  
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode 
positions, p. 10) and connect them to the device. Select the TENS 14 program,  as described in 
section“Selecting a program” (p. 11).  
• Select the desired impulse width using the UP/DOWN buttons and press the ENTER button (Fig. 
1, example shows an impulse width of 200 µs) to confirm. 
• Select the desired treatment time, as described in “Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
Procedure for TENS 15 program 
TENS 15 is a preset program that you can also personalise. In this program, you can set the impulse frequency to 
between 1 and 120 Hz. The impulse width changes automatically during the stimulation treatment. 
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode positions, p. 10) and 
connect them to the device. Select the TENS 15 program, as described in section  “Selecting a program” (p. 11). 
• Select the desired impulse frequency using the UP/DOWN buttons and press the ENTER button to 
confirm (Fig. 1, example shows an impulse frequency of 100 Hz). 
• Select the desired treatment time, as described in“Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
 
Changing the settings 
 
Changing the intensity (during treatment) 
• Ch1 +/- and Ch2 +/-: changes the intensity of each channel 
Interrupting stimulation. 
Press the ON/OFF button.  
Changing application (completely or individual parameters) 
• ON/OFF : interrupt stimulation 
• Setting the programs, see page 12; setting your own parameters, see page 12. 
 
Doctor’s function 
The Doctor’s function is a special setting to allow you to access your personal program even more easily and directly. 
Your individual program settings are instantly recalled and activated when the device is switched on.  
You may wish to adjust this individual program following advice from your doctor. 
 
Setting the Doctor’s function 
• Select your program and the corresponding settings as described on page 12. 
• At the start of the stimulation treatment, the impulse intensity of Ch1 and Ch2 is set to 00 by default. No impulses are 
sent to the electrodes yet. Before setting the desired impulse intensity using the intensity setting buttons, press and hold 
the Ch2 - button for 5 seconds. Storage in the Doctor’s function is confirmed with a long acoustic signal.  
If you switch on the device again, the program you saved using the Doctor’s function is automatically opened directly. 
 
Deleting the Doctor’s function 
To clear the device again and to re-allow access to other programs, press and hold the Ch2 - button again for approx. 5 
seconds. To do this, the impulse intensity of Ch1 and Ch2 must be set to 00. Deletion of the Doctor’s function is 
confirmed with a long acoustic signal.  
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Cleaning and storage 
 
Adhesive electrodes 
• To ensure that the adhesive electrodes remain adhesive for as long as possible, clean them carefully with a damp, lint-
free cloth or clean the underside of the electrodes under lukewarm, running water and pat dry with a lint-free cloth.   

 Before cleaning with water, remove the connection cables from the electrodes. 
• Reapply the electrodes to the carrier foil following treatment. 

 
Cleaning the unit 
• Remove the batteries from the device before cleaning. 
•  Clean the device after use with a soft, slightly damp cloth. If they are very dirty, you can also moisten the cloth with a 
mild soapy solution. 
• Do not use any chemical or abrasive cleaning agents.  

 Ensure that no water ENTERs the device. 
 

Storage 
• Remove the batteries from the device if you will not be using it for a prolonged period of time. Leaking batteries may 
damage the device. 
• Do not make sharp bends in the connection cables and electrodes. 
• Disconnect the connection cables from the electrodes. 
• Reapply the electrodes to the carrier foil after use. 
• Store the device and accessories in a cool, well-ventilated space. 
• Never place any heavy objects on the device. 
 
Disposal 
Warning! 
Danger of explosion if wrong type of battery is used as replacement! Replace only with the same or equivalent type 
recommended by the manufacturer. 
DO NOT dispose of batteries in domestic waste. Dispose of the batteries according to the local regulations dealing with 
the disposal of these special materials (e.g. to the collecting points for disposal of batteries). 

 
 
Problems/solutions 
The device does not switch when the On/OFF button  is pressed. how to proceed  
(1) Ensure batteries have been inserted correctly and are in contact with the terminals. 
(2) Replace batteries, if applicable. 
(3) Contact Customer Services. 
 
 
Electrodes do not adhere to the body. How to proceed: 
(1) Clean the adhesive surface of the electrodes using a damp, lintfree cloth. Replace the electrodes if they still do not 
adhere securely. 
(2) Clean the skin prior to any application; do not use skincare lotions or oils prior to treatment. Shaving may increase 
the life of electrodes. 
 
There is no noticeable stimulation. How to proceed: 
(1) Press the ON/OFF button  to interrupt the program. Check the connection cables are correctly connected to the 
electrodes. Ensure the electrodes are in firm contact with the treatment area. 
(2) Ensure the connection plug is firmly connected to the device. 
(3) Press the ON/OFF button  to restart the program. 
(4) Check electrode positions and ensure that adhesive electrodes do not overlap. 
(5) Gradually increase the impulse intensity. 
(6) The batteries are almost empty. Replace the batteries. 
 
The battery symbol is shown. How to proceed: 
Replace all batteries. 
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You have an unpleasant sensation at the electrodes. How to proceed: 
(1) The electrodes are not positioned correctly. Check their positions and re-position, if necessary. 
(2) The electrodes are worn. This may cause irritated skin as even distribution of the current across the entire area is no 
longer guaranteed. For this reason, replace the electrodes. 
 
Skin in the treatment area turns red. How to proceed: 
Immediately stop treatment and wait until your skin has returned to its normal condition. If the redness is under the 
electrode and disappears quickly, there is no risk – this is caused by the locally stimulated, increased blood flow.  
However, consult your doctor before you continue treatment if the skin irritation persists and this is accompanied by an 
itchy sensation or inflammation. This may be caused by an allergic reaction to the adhesive surface. 
 
 
 
 
Technical specifications 
 
Name and model  SEM 44 
Output wave form Biphasic rectangular pulse 
Pulse length  50 – 450 µs 
Pulse frequency  1 – 150 Hz 
Output voltage  max. 100 Vpp (500 ohm) 
Output current  max. 200 mApp (500 ohm) 
Voltage supply  3 x AAA batteries (3 x 1.5 V) 
Treatment time  Adjustable from 5 to 100 minutes 
Intensity   Adjustable from 0 to 50 
Operating conditions 10°C – 40°C (50°F – 104°F) at a relative humidity of 30 – 85% 
Storage conditions -10°C – 50°C (14°F – 122°F) at a relative humidity of 10 – 95% 
Dimensions  132 x 63 x 29.5 mm (5.2 x 2.5 x1.2 inches, including belt clip) 
Weight   101 g (3.5 oz, including belt clip, without batteries),  
   127 g (4.5 oz, including belt clip and batteries) 
Product Life  5 years 
Electrode Pads, Size 50 x 50 mm (2 x 2 in)  
 
 
Note: If the device is not used according to the instructions specified, perfect functionality cannot be guaranteed! 
We reserve the right to make technical changes to improve and develop the product. 
This device complies with US and European standards and is subject to special precautionary measures with regard to 
electromagnetic compatibility. Please note that portable and mobile HF communication systems may interfere with this 
unit. 
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ELECTROMAGNETIC IMMUNITY 

1) This product needs special precautions regarding EMC and needs to be installed and put into service according to the 
EMC information provided, and this unit can be affected by portable and mobile RF communications equipment. 
2)* Do not use a mobile phone or other devices that emit electromagnetic fields, near the unit. This may result in 
incorrect operation of the unit. 
3) Caution: This unit has been thoroughly tested and inspected to assure proper performance and operation! 
4)* Caution: this machine should not be used adjacent to or stacked with other equipment and that if adjacent or stacked 
use is necessary, this machine should be observed to verify normal operation in the configuration in which it will be 
used. 
5) Warning: 
The use of ACCESSORIES, transducers and cables other than those specified, with the exception of transducers and 
cables sold by the MANUFACTURER of the OTC TENS Device SEM44 as replacement parts for internal components, 
may result in increased EMISSIONS or decreased IMMUNITY of the ME EQUIPMENT or ME SYSTEM. 
 
 
 
 
 

Guidance and manufacture’s declaration – electromagnetic emission 

The OTC TENS Device SEM44 is intended for use in the electromagnetic environment specified below. 

The customer of the user of the OTC TENS Device SEM44  should assure that it is used in such an 

environment. 

Emission test Compliance Electromagnetic environment – 
guidance 

RF emissions 

CISPR 11 

Group 1  

 

OTC TENS Device SEM44 use 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 emission 

CISPR 11 
Class B  

The OTC TENS Device SEM44 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 

Class A  

Voltage 
fluctuations/ flicker 
emissions  

IEC 61000-3-3 

Complies  
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Guidance and manufacture’s declaration – electromagnetic immunity 

The OTC TENS Device SEM44  is intended for use in the electromagnetic environment specified below. The customer 

or the user of OTC TENS Device SEM44  should assure that it is used in such an environment. 

Immunity test  
IEC 60601 test 
level IEC60601  

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 
floor are covered with 
synthetic material, the 
relative humidity should be 
at least 30%. 

Electrical fast 
transient/burst  

IEC 61000-4-4 

±2 kV for power 
supply lines 

  

±2kV for power 
supply lines 

  

 

Mains power quality should 
be that of a typical 
commercial or hospital 
environment. 

 

Surge  

IEC 61000-4-5 

± 1 kV line(s) to 
line(s)  

  

±1 kV differential 
mode 

  

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 0.5 cycle 

  

40% UT 

(60% dip in UT) 

for 5 cycles 

  

70% UT 

(30% dip in UT) 

for 25 cycles 

  

Mains power quality should 
be that of a typical 
commercial or hospital 
environment. If the user of 
the OTC TENS Device 
SEM44  requires continued 
operation during power 
mains interruptions, it is 
recommended that the OTC 
TENS Device SEM44  be 
powered from an 
uninterruptible power supply 
or a battery. 
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<5% UT 

(>95% dip in UT) 

for 5 sec 

<5% UT 

(>95% dip in UT) 

for 5 sec 

Power frequency 
(50Hz/60Hz) 
magnetic field 
IEC 61000-4-8 

3A/m 3A/m 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. 

 
 

Guidance and manufacture’s declaration – electromagnetic immunity 

The OTC TENS Device SEM44 is intended for use in the electromagnetic environment specified below. The 
customer or the user of OTC TENS Device SEM44 should assure that it is used in such an environment. 

Immunity 
test 

IEC 60601 test 
level 

Compliance 
level 

Electromagnetic environment - 
guidance 

Conducted RF 

IEC 61000-4-6 

3 Vrms 

150 kHz to 80 MHz 3 Vrms 

Portable and mobile RF communications 
equipment should be used no closer to any 
part of the OTC TENS Device SEM44 , 
including cables, than the recommended 
separation distance calculated from the 
equation applicable to the frequency of the 
transmitter. 

Recommended separation distance 

  

 80 MHz to 800 MHz 

800 MHz 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,ashould be less than the compliance 
level in each frequency range.b 

Interference may occur in the vicinity of 

equipment marked with the following symbol: 

   

Radiated RF 
IEC 61000-4-3 

3 V/m 
80 MHz to 2.5 GHz

3 V/m 
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NOTE 1       At 80 MHz and 800 MHz, the higher frequency range applies. 

NOTE 2       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 OTC TENS Device SEM44  is used exceeds the applicable RF compliance level 
above, the OTC TENS Device SEM44  should be observed to verify normal operation. If abnormal 
performance is observed, additional measures may be necessary, such as reorienting or relocating the 
OTC TENS Device SEM44. 

b       Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m. 

 

Recommended separation distances between 

portable and mobile RF communications equipment and the OTC TENS Device SEM44. 

The OTC TENS Device SEM44 is intended for use in an electromagnetic environment in which radiated RF disturbances 
are controlled. The customer or the user of the OTC TENS Device SEM44 can help prevent electromagnetic interference 
by maintaining a minimum distance between portable and mobile RF communications equipment (transmitters) and 
the OTC TENS Device SEM44 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 

 

80 MHz to 800 MHz 

 

800 MHz to 2.5 GHz 

 

0.01 0.117 0.117 0.233 

0.1 0.369 0.369 0.738 

1 1.167 1.167 2.333 

10 3.689 3.689 7.379 

100 11.667 11.667 23.333 
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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. 

  

NOTE 1    At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

NOTE 2    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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Limited Lifetime Warranty for Original Purchaser 
Your TYECE OTC TENS Device SEM44, excluding all enclosed accessories as these require routine 
maintenance, is warranted to be free from defects in materials and workmanship for the life of the product 
under normal conditions of intended use and service. This warranty extends only to the original retail 
purchaser and does not extend to retailers or subsequent owners. 
We will, at our option, repair or replace the OTC TENS Device SEM44, without charge, for any part or parts 
covered by these written warranties. No refunds will be given. Repair or replacement is our only 
responsibility and your only remedy under this written warranty. If replacement parts for defective materials 
are not available, Tyece reserves the right to make product substitutions in lieu of repair or replacement. 
For warranty service contact our customer service department at info@tyece.com to provide a description 
of the problem. If the problem is deemed to be within the scope of the limited lifetime warranty, you will be 
asked to mail the product at your costs in its original package with proof of purchase, your name, address 
and phone number. If the problem is not deemed to be within the scope of the limited lifetime warranty, we 
will provide quotation for repair, respectively, replacement and return shipping fee. 
This warranty does not cover damage caused by misuse or abuse; accident; failures of the atomizer, tubing, 
or accessories; parts or cleaning solutions; the attachment of unauthorized accessories; alteration to the 
product; improper installation; misapplication; lack of reasonable care with respect to the product; 
unauthorized repairs or modifications; improper use of electrical/power supply; normal wear; loss of power; 
dropped product; malfunction or damage of an operating part as a result of failure to comply with instructions 
for use or to provide 
manufacturer’s recommended maintenance; transit damage; theft; neglect; vandalism; or environmental 
conditions; loss of use during the period the product is at a repair facility or otherwise awaiting parts or 
repair; or any other conditions whatsoever that are beyond the control of Tyece. This warranty is void if the 
product is ever used in a commercial or business environment. The maximum liability of Tyece under this 
warranty is limited to the purchase price actually paid by the customer for the product covered by the 
warranty, as confirmed by proof of purchase, regardless of the amount of any other direct or indirect damage 
suffered by the customer. 
This warranty is effective only if the product is purchased and operated in the country in which the product is 
purchased. A product that requires modifications or adaptation to enable it to operate in any other country 
than the country for which it was designed, manufactured, approved and/or authorized, or repair of products 
damaged by these modifications is not covered under this warranty. 
THE WARRANTY PROVIDED HEREIN SHALL BE THE SOLE AND EXCLUSIVE WARRANTY. ANY 
IMPLIED WARRANTIES, OBLIGATIONS, OR LIABILITES, INCLUDING BUT NOT LIMITED TO THE 
IMPLIED WARRANTY OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE, ARE 
LIMITED IN DURATION TO THE DURATION OF THIS APPLICABLE WRITTEN WARRANTY. Some 
states do not allow limitations on how long an implied warranty lasts, so the above limitations may not apply 
to you. 
IN NO EVENT SHALL TYECE BE LIABLE FOR ANY SPECIAL, INCIDENTAL, INDIRECT OR 
CONSEQUENTIAL DAMAGES FOR BREACH OF THIS OR ANY OTHER WARRANTY, EXPRESS, 
IMPLIED OR ANY OTHER THEORY OF LIABILITY, WHATSOEVER. Some states do not allow the 
exclusion or limitation of special, incidental, or consequential damages, so the above limitation may not apply 
to you. 
Tyece does not authorize anyone, including, but not limited to, retailers, the subsequent consumer purchaser 
of the product from a retailer or remote purchaser, to obligate Tyece in any way beyond the terms set forth 
herein. 
This warranty does not extend to the purchase of opened, used, repaired, repackaged and/or resealed 
products, including but not limited to sale of such products on Internet auction sites and/or products by 
surplus or bulk resellers. Any and all warranties or guarantees shall immediately cease and terminate in 
connection with any products or parts thereof which are repaired, replaced, altered, or modified, without the 
prior explicitly written consent of Tyece. 
This warranty gives you specific legal rights, and you may also have other rights which may vary from state 
to state. 
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Tyece OTC TENS Device 
Model SEM 44 

 

Instructions for Use 
 
 
 
 
 

 
 
 
 
 
 
         
 
 
 
 
 

 
 
 

Please read these instructions carefully before use 
 
 

Indication for Use: 
 
The Tyece OTC TENS Device, Model SEM44 is to be used for temporary relief of 
pain associated with sore and aching muscles in the upper and lower back, arms, or 
legs due to strain from exercise or normal household activities.  
 
 
 
 
 
Rev: 02.13.15 
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Warning: 
This device should not be used by patients with: 

 Pacemakers, Defibrillators or extreme Cardiac Irregularities 

 Metals Implants or Electronic Auxiliary Devices 

 Diabetes or Abnormal High Blood Pressure 

 A tendency toward internal Bleeding 

 Epilepsy 
 Pregnant Women 

 
 
 
 

Table of Contents 
Front Cover, Indication for Use                                                          1 
User Instructions, Safety Precautions                                              2-5 
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Warranty  ………………………………………………………………………………       21 
 
 
 
 

User Instructions 
Safety Precautions 
·The graphic warning symbols indicated below are for the purpose of ensuring the safe and correct use of the 
“Tyece OTC TENS Device, SEM44”. 
·Please take time to read them as they will prevent harm to yourself and other parties through improper use of 
this product and its accessories. 
 

Warning Symbol Meaning 

Danger 

This device must not be used in combination with the following other 
devices: pacemakers, respirators, electrocardiographs and other electronic 
equipment.  

Warning 

Indicates a potential hazardous situation which, if not avoided, could 
result in death or serious injury. 

Caution 

Indicates a potential hazardous situation which, if not avoided, may result 
in minor or moderate injury to the user or patient. 

 
Graphic Symbol 

Refers to prohibitive action in the proper use of the unit. The specific forbidden 
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content is indicated inside the circle. The left picture means no dismantling. 

Refers to required action in the proper use of the unit. The specific enforced content 

is indicated inside the circle. The left picture means general compulsion. 

BF Isolated Applied Part 

 

    1. Warnings 
1) The long-term effects of chronic electrical stimulation are unknown. 
2) Do not use stimulation over the main arteries around your neck.  
3) Do not use stimulation over the neck or mouth. Severe spasm of muscles may occur and the contractions may be 
strong enough to close the airway or cause difficulty in breathing. 
4) Do not apply stimulation directly to the heart area across the chest or on the chest. 
5) Do not use stimulation on your head or across your head. 
6) Do not use stimulation over swollen, infected, or inflamed areas or skin eruptions, e.g., phlebitis, thrombophlebitis, 
varicose veins.  
7) Do not use stimulation over, or in proximity to, cancerous lesions. 
8) Do not use stimulation when charging the device. 
 

     2. Precautions 
1) Do not use the TENS device during pregnancy. 
2) Do not use if you have heart problems.  
3) Do not use if you have epilepsy. 
4) Do not use the device 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 areas of the skin which lack normal sensation. 

5) Do not use the products near the heart; it may cause fast or irregular heartbeat. 
6) 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 (like gel), or 
alternate electrode placement. 
7) The TENS Device, SEM44 must be kept out of the reach of children. 
8) The TENS Device, SEM44 should be used only with the leads and electrodes recommended for use by the 
manufacturer. 
9) Never apply the pads to your skin with the power on, which will result in sudden shock. If, during application, you 
want to move the pads to another body part, please shut down the device first, and then move the pads to the place that 
you want to stimulate. 
10) Never use this product near the following devices: pacemakers or any other embedded electronic medical devices, 
heart-lung machine and any other life keeping electronic medical devices, electrocardiograph and any other medical 
screening and monitoring devices. Simultaneous use of the TENS Device, SEM44 and any of the above devices will 
cause malfunction and can be very dangerous to the users. 
11) Two pads should be used together as a pair.  Always peel off the protective film on the pads before use. To avoid an 
electrical shock, do not connect two pads to each other 
12) Do not apply pads to the same spot for over 40 minutes at a time. 
13) Do not use the TENS Device, SEM44 while driving, operating machinery, or during any activity in which 
involuntary muscle contractions may put the user at undue risk of injury. 
14) Do not use the product in bathroom or a moist environment. Do not use while bathing. 
15) Do not use the product in the condition of air mixed with flammable gases.  
16) Never use this product in concurrence with high frequency surgical equipment; it may result in burns at the site of 
the stimulator electrodes and possible damage to the control unit. 
17) Never use this product near a microwave oven, or other high frequency equipment. 
18) Do not operate the product in close proximity (e.g. 1m/3ft)) to shortwave therapy equipment, it may produce 
instability in stimulator output. 
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3. Contraindication 
1) Do not use this device on patients who have a cardiac pacemaker, implanted defibrillator, or other implanted metallic 
or electronic device, because this may cause electric shock, burns, electrical interference, or death. 
2) Do not use this device on patients whose pain syndromes are undiagnosed.  
3) Do not use this device during pregnancy. 
4) Do not use this device on babies or infants who cannot express themselves. 
 

    4. Adverse Reactions 
1) Patients may experience skin irritation and burns beneath the stimulation electrodes applied to the skin; 
2) Patients may experience headache and other painful sensations during or following the application of electrical 3) 
Patients should stop using the device and should consult with their physicians if they experience adverse reactions from 
the device. 
 
 

    PAIN MANAGEMENT WARNINGS 
If you have had medical or physical treatment for your pain, consult with your physician before using this device. 
If your pain does not improve, becomes seriously chronic or severe, or continues for more than five days, stop using the 
device and consult with your physician. The mere existence of pain functions as a very important warning telling us that 
something is wrong. Therefore, if you suffer from any serious illness, consult your physician in order to confirm that it 
is advisable for you to use this TENS Device, SEM44. 
 

    WARNINGS AND PRECAUTIONS REGARDING THE PADS 
Apply pads to normal, healthy, dry, clean skin (of adult patients) because it may otherwise disrupt the healing process. 
If you experience any skin irritation or redness after a session, do not continue stimulation in that area of the skin. 
 
NEVER APPLY THE PADS TO: 

- The upper neck or any area of the throat because this could cause severe muscle spasms resulting in closure of 
the airway, difficulty in breathing, or adverse effects on heart rhythm or blood pressure. 

- The head or any area of the face.  
- Both sides of the thorax simultaneously (lateral or front and back), 

              or across your chest because the introduction of electrical current may cause rhythm disturbances which 
              could be lethal. 
Do not bend or fold because the pad may not function properly. Store on the plastic pad sheet when not in use. 
Do not apply ointment or any solvent to the pads or to your skin because it will disrupt the pads from functioning 
properly. 
The pads are already pre-gelled and will adhere to your skin. 
To avoid damage to the adhesive surface of the pads, put the pads only on the skin or on the plastic pad sheet provided. 
Place the pads at least 5 cm (1 inch) apart on your skin. The pads should never touch each other. 
Always place clean pads in accordance with illustrations provided. Make sure the components are connected well and 
the pads are fixed on the part of the body you wish to treat or the therapy may not be effective. 
 
DO NOT USE YOUR PADS THIS WAY 
Pads should not touch each other when placed onto your skin. 
Do not place on your spine or backbone. 
Pads should not touch any metal object, such as a belt buckle or necklace. 
Pads should not be placed simultaneously on the soles of both feet. 
Pads should not be placed simultaneously on the calves of both legs. 
Do not share pads with another person. This may cause a skin irritation or infection. Pads are intended for use by one 
person. 
Do not place or relocate the pads while the device is on. 
Always turn the power off before removing or changing the pad location. 
Do not leave pads attached to the skin after treatment. 
 
  

   CAUTION WHILE USING UNIT 
If the unit is not functioning properly or you feel discomfort, immediately stop using the device. 
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Do not use for any other purpose except for what it is intended for. 
Do not insert the electrode plug into any place other than the jack on the main unit. 
Do not mix Alkaline and Manganese batteries as this will shorten the battery life. 
Do not pull on the electrode cord during treatment. 
Do not use the device while wearing electronic devices such as watches as this may damage the device. 
Do not use near a cell phone as this may cause the stimulator to malfunction. 
Do not bend or pull the end of the cord. 
When pulling out the cord from the device, hold the plug and pull. 
Replace the cord when broken or damaged. 
Do not throw the batteries into a fire. The batteries may explode. 
Dispose of the device, batteries, and components according to applicable legal regulations. Unlawful disposal may 
cause environmental pollution. 
The size, shape and type of pads may affect the safety and effectiveness of electrical stimulation. 
The electrical performance characteristics of pads may affect the safety and effectiveness of electrical stimulation. 
Using pads that are too small or incorrectly applied, could result in discomfort or skin burns 

    General Precautions 
• The long-term effects of electrical stimulation are unknown. 
• Apply stimulation to only normal, intact, clean, dry, and healthy skin. 
• TENS is not effective in treating the original source or cause of the pain, including headache. 
• TENS is not a substitute for pain medications and other pain management therapies. 
• TENS devices do not cure disease or injuries. 
• TENS is a symptomatic treatment and, as such, suppresses the sensation of pain that would otherwise serve as a 
protective mechanism. 
• Effectiveness is highly dependent upon patient selection by a practitioner qualified in the management of pain 
patients. 
• 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. 
• If you have suspected or diagnosed epilepsy, you should follow precautions recommended by your phycician 
• 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 areas of skin that lack normal sensation. 
Keep unit away from young children. The unit contains small pieces that may be swallowed. Immediately contact your 
physician.    
• Use this device only with the leads, electrodes, and accessories recommended by the manufacturer. 
Keep unit out of the reach of young children. The electrode cord can cause strangulation. 
• Use caution if you have a tendency to bleed internally, such as following an injury or fracture. 
 
 

What is it? 
 
The Tyece OTC TENS Device, Model SEM44 is a multi-program, portable device designed for adults only. It is 
designed to reduce and relieve muscle and joint pain, stiffness and numbness in the arms, legs and foot by applying 
electrical nerve stimulation to the surface of the skin near the site of the pain. It can be successfully used in conjunction 
with any other pain treatment or medication. 
This type of therapy, called Transcutaneous Electrical Nerve Stimulator (TENS), has been used for over 30 years by 
medical professionals such as physical therapists and chiropractors.  
Not to be used as an EMS device (Electrical Muscle Stimulator) 

How does it work? 
 
Scientific theory suggests that electrical stimulation therapy may work in several ways: 
1. The gentle electrical pulses move through the skin to nearby nerves to block or shut out the pain message from ever 
reaching the brain from the source of the pain. 
2. The gentle electrical pulses increase the production of the body’s natural pain killer, such as endorphins. 
3. Furthermore, it is thought that the electrical stimulation improves blood circulation as well.  
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Symbols 

Symbol Meaning 

 

Attention, consult accompanying documents 

 BF Isolated Applied Part 

CE0120 CE Mark 

 

MANUFACTURER 

 

AUTHORISED REPRESENTATIVE IN THE EUROPEAN COMMUNITY 

 
Direct current 

 
Class II equipment 

 Re-back label 

 
Indoor use only 

 
 
Included in the delivery 
– 1 x digital TENS unit (including belt clip) 
–  2 x connection cables 
–  4 x adhesive electrodes (50x 50 mm) 
–  3 x AAA batteries 
–  These instructions for use 
 
Replacement items 
8 x adhesive electrodes (50 x 50 mm), item no.: 661.22 
4 x adhesive electrodes (50 x 100 mm), item no.: 661.21 
 
 
 
Damage 
• If the device is damaged, do not use it and contact your retailer or the specified Customer Services address. 
• Check the device for signs of wear and tear or damage. If there are such signs of wear and tear or damage or if the 
device was used improperly, it must be returned to the manufacturer or retailer before further use. 
• Switch the device off immediately if it is faulty or not working properly. 
• Do not attempt to open and/or repair the device yourself. Repairs may only be carried out by Customer Services or 
authorised retailers. Failure to comply will result in voiding of the warranty.  
• The manufacturer is not liable for damage resulting from improper or careless use. 
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Current parameters 
Electrostimulation units operate with the following current settings, which may affect stimulation effects differently, 
depending on the setting: 
 

Impulse form 
This describes the time function of the electrical impulse. 
It distinguishes between monophasic and biphasic pulse currents. In monophasic pulse currents, the 
current flows in one direction and in biphasic pulse currents the electrical impulse alternates its 
direction. 
 
 

Impulse frequency 
The frequency indicates the number of individual impulses each second and is given in Hz (Hertz). It 
can be calculated by determining the cyclic value for the time period. The relevant frequency 
determines which types of muscle fibres react favourably. Slow-reacting fibres react more easily to 
lower impulse frequencies up to 15 Hz, whereas fast-reacting fibres only respond from 
approximately 35 Hz onwards.  

 
Impulse width 
This indicates the duration of an individual impulse in microseconds. The impulse width therefore 
determines, among other things, the penetration of the electricity, where usually: larger muscle 
masses require larger impulse widths. 

 
Impulse intensity 
Setting the intensity levels depends on the individual sensitivity of each user and is determined by a 
variety of variables, such as site of application, blood circulation to the skin, skin thickness and the 
quality of the electrode contact. The setting used should be effective but should never cause an 
unpleasant sensation, such as pain, at the site of application. While a gentle tingling indicates sufficient stimulation 
energy levels, any setting that causes pain should be avoided. During longer applications it may be necessary to make 
readjustments due to the adjustment processes over time at the site of application. 

 
Cycled impulse parameter variation 
In many cases it is necessary to cover the overall tissue structure at the site of application by applying several impulse 
parameters. In the TENS Device SEM44, this is achieved by the provided programs, which automatically make a 
cyclical impulse parameter change. This also prevents individual muscle groups at the site of application being affected 
by fatigue. 
The TENS Device SEM44 unit provides sensible default current parameter settings. With this, you can change the 
impulse intensity at any time during use. For 6 programs you can also set various parameters for stimulation yourself. 
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Unit description 
 
Buttons: 
1 ON/OFF button  
2 ENTER  button 
3 Intensity setting buttons (Ch1 +/- left,  Ch2 +/- right) 
4 Keylock  
5 Selection button  UP and  DOWN 
6 MENU  button 
 
Display (full screen): 
1 TENS  
2 Program number 
3 Impulse intensity channel 2 (CH2) 
4 Impulse intensity channel 1 (Ch1) 
5 Low battery 
6 Keylock 
7 Frequency display (Hz), pulse width (µs) or pause time 
8 Timer function (remaining time display) or working time 
 
Accessories: 
• 2 x connection cables 
• 4 x adhesive electrodes (45 x 45 mm)  
• 1 x belt clip 
 
Button functions 
Each time you press a button, the unit emits an acoustic signal to notify you in case you are pressing any buttons 
unintentionally. This acoustic signal cannot be switched off. 
ON/OFF  
(1) Press briefly to switch the device on. 
(2) Press once to interrupt stimulation treatment. 
(3) Press and hold to switch off the device (approx. 2 seconds). 
UP  and DOWN  
Choice of treatment program, treatment time, frequency, pulse width, working time and pause time. 
MENU  
(1) Navigation between the ,  and   MENUs. 
(2) Return to program selection screen or MENU selection. 
ENTER  
(1) MENU selection 
(2) Confirmation of a selection made using UP  / DOWn , except channel intensity 
Intensity setting buttons ( +/- left,  +/- right) Adjusting the impulse intensity 
Keylock  
Locks the buttons to avoid them being pressed unintentionally. 
1) To activate the keylock, hold down the  button until the  symbol is visible in the display (approx. 3 seconds). 
(2) To deactivate the keylock, hold down the  button until the  symbol disappears from the display (approx. 3 seconds). 
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Initial use 
1. Remove the belt clip from the unit (if attached). 
2. Press the battery compartment cover on the rear of the device and slide it downwards. 
3. Insert the three alkaline AAA 1.5 V batteries. Make sure that the batteries are inserted the correct way round. 
4. Close the battery compartment lid again carefully (Fig. 1). 
5. Reattach the belt clip, if required. 
6. Connect the connection cables with the electrodes (Fig. 2). 
    The electrodes feature clip closures to make connection particularly easy. 
7. Guide the connection cable plugs into the socket on the top of the device (Fig. 3). 
8. Do not pull, twist or make sharp bends in the cables (Fig. 4). 
    Please note that when the battery is replaced or removed, all settings are 
    restored to the factory default settings. 
 
 
 
Program overview 
Fundamentals 
The TENS Device SEM44 features a total of 15 programs.  
 
In all programs you can set the impulse intensity of both channels individually.  
You can also set various parameters in the TENS programs 13 – 15 to adjust the stimulating effect to the application 
area. 
 

Information regarding the positioning of electrodes 
It is fundamental to the intended success of electrostimulation applications that electrodes are positioned sensibly. We 
recommend that you consult your doctor to establish the ideal electrode positions for your intended application area.  
 
The figures displayed are intended as an initial aid to help you position the 
electrodes.  
 
 
The following applies to the selection of electrode positions: 
 
Electrode distance 
The larger the distance between electrodes, the larger the stimulated tissue volume. This applies to the area and depth of 
the tissue volume. At the same time, however, the stimulation intensity of the tissue falls the further the electrodes are 
apart. As a result, greater distances between electrodes mean a larger tissue volume is stimulated, but less intensively. 
Consequently, you must increase the impulse intensity to boost stimulation. 
 
The following guideline applies to selection of the electrode distance: 
• Sensible distance: approx. 2-6 inches 
• At distances below 2 in, the unit primarily stimulates surface structures intensively 
• At distances in excess of 6 in, large areas and deep structures are stimulated very weakly 
 
Relation between electrodes and muscle  fibre structures 
Adapt the current flow direction to the fibre structure of the muscle  
according to the muscle layer you would like to treat. If you are targeting superficial muscles, 
position the electrodes in parallel to the fibre  
structure (A – B / C – D) and if you are targeting deeper layers of tissue, position the electrodes 
across the fibre structure. You can do this by positioning electrodes as crosses (i.e. diagonally), 
such as A – D / B – C. 
 

As part of pain relief treatment using the digital Tyece OTC TENS Device and its two separately adjustable channels 
and two adhesive electrodes each, it is advisable either to position the electrodes of a channel so that the area affected 

by the pain is between the electrodes or to position one electrode directly on the area affected by the pain and the other 
electrode at a minimum distance of 2 in. 
You may use the electrodes of the second channel to simultaneously treat additional areas affected by pain or use them 
in conjunction with the electrodes of the first channel to restrict the area affected by pain (position electrodes opposite). 
In this case, we once again recommend positioning electrodes as crosses. 
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Use the electrodes on skin that is clean and preferably free from hair and grease, in order to extend the lifecycle of 
the electrodes. If required, clean the skin with water and remove hair prior to treatment. 

 
If an electrode should come loose during use, the impulse intensity of both channels is reduced to the lowest level. 
Apply the electrode again and reset the desired impulse intensity. 

 

 
 TENS programs 13 – 15 can be set individually, see pages 12-13 
 

Note: The electrode positions should surround the area affected by pain. In the event that groups of muscles cause pain, 
group the electrodes around the affected muscles.  
To relieve joint pain, surround the joint with electrodes at the front and back as well as on the left and right of the joint, 
providing this is feasible with regard to the electrode distances. The minimum electrode distance must not fall below 
2 in or exceed 6 in.  
Please note Figures 25 and 28, which apply to the knee and ankle joints.  
Burst programs are suitable for all areas of application to be treated with changing signal patterns (to minimise the level 
of accustoming to the treatment). 
 
 
Position the electrodes so that they surround the affected muscular segments. For optimum effect, do not exceed an 
electrode distance of approximately 6 in. 
 
Do not apply the electrodes to the front wall of the chest, i.e. do not massage the large left and right pectoral muscles. 

 
                              Suggested Electrode Pad placements 
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TENS program table 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
    
 
Burst programs are suitable for all areas of application to be treated with changing signal patterns (to minimise the level 
of accustoming to the treatment). 
Position the electrodes so that they surround the affected muscular segments. For optimum effect, do not exceed an 
electrode distance of approximately 6 in. 
Do not apply the electrodes to the front wall of the chest, i.e. do not massage the large left and right pectoral muscles. 
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Use 
Information regarding application 
 
• The device switches itself off automatically if you do not use it for two minutes (automatic switch-off). When the unit 
is switched on again, the LCD screen displays the MENU selection and the most recently used MENU flashes. 
• A brief acoustic signal is output when a valid button is pressed. Two brief acoustic signals are output when an invalid 
button is pressed. 
• You can pause the stimulation at any time by briefly pressing the ON/OFF button . To continue the stimulation, briefly 
press the ON/OFF button  again and set the desired impulse intensity again. 
 
Procedure for TENS programs 1 – 12,  
• Select a suitable program from the program tables (page 11). 
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode positions ( page 10) 
and connect them to the device. 
• The figure on the display is intended as an additional aid to help you position the electrodes. 
 
Selecting a program 
• Press the ON/OFF button  to switch on the device. 
• Press the MENU button to activate the TENS program (Fig. 1, example of a TENS   display) and 
press the ENTER button to confirm your selection. 
• Using the UP/DOWN buttons, select the desired program and confirm your selection with the 
ENTER button (Fig. 2, example of TENS program 03). 
 
. 
 
General information 
If you wish to return to the previous selection menu, press the MENU button. By holding down 
Setting the impulse intensity  
At the start of the stimulation treatment, the impulse intensity of Ch1 and Ch2 is set to 00 by  
default. No impulses are sent to the electrodes yet. 
 
• Using the INTENSITY SETTING buttons, select the desired impulse intensity. The impulse  
intensity display is adjusted accordingly (Fig. 3). The impulse intensity of Ch1 and Ch2 can be  
set individually. 
• If the program is in a pause phase, the intensity cannot be increased. 
• If you wish to end the stimulation treatment early, press the ON/OFF button. 
 
 
Setting your own parameters for individual programs 
Setting the treatment duration 
(TENS programs 13 – 15 only). 
Using the UP/DOWN buttons, select the desired treatment time. You can set a treat-ment time 
 of between 5 minutes and 100 minutes (Fig. 4, example shows a treatment duration of 20 min). 
Confirm your selection with the ENTER button.  
 

Setting individual TENS programs 
 
Procedure for TENS 13 program 
TENS 13 is a preset program that you can also personalise. In this program, you can set the 
 impulse frequency to between 1 and 120 Hz and the impulse width to between 50 and 250 µs.  
• Place the electrodes on the desired area for treatment (for positioning suggestions see  
electrode positions, page 10) and connect them to the device. Select the TENS 13 program, as  
described in section “Selecting a program” (p. 12). 
 
• Select the desired impulse frequency using the UP/DOWN buttons and press the ENTER  
  button to confirm (Fig. 1, example shows an impulse frequency of 100 Hz).  
• Select the desired impulse width using the UP/DOWN buttons and press the ENTER  

Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



13 | P a g e  
 

  button to confirm (Fig. 2, example shows an impulse width of 200 µs). 
• Select the desired treatment time, as described in “Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
 
 
 
 
Procedure for TENS 14 program 
TENS 14 is a preset burst program that you can also personalise. In this program you can set an impulse width of 
between 50 and 250 µs.  
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode 
positions, p. 10) and connect them to the device. Select the TENS 14 program,  as described in 
section“Selecting a program” (p. 11).  
• Select the desired impulse width using the UP/DOWN buttons and press the ENTER button (Fig. 
1, example shows an impulse width of 200 µs) to confirm. 
• Select the desired treatment time, as described in “Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
Procedure for TENS 15 program 
TENS 15 is a preset program that you can also personalise. In this program, you can set the impulse frequency to 
between 1 and 120 Hz. The impulse width changes automatically during the stimulation treatment. 
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode positions, p. 10) and 
connect them to the device. Select the TENS 15 program, as described in section  “Selecting a program” (p. 11). 
• Select the desired impulse frequency using the UP/DOWN buttons and press the ENTER button to 
confirm (Fig. 1, example shows an impulse frequency of 100 Hz). 
• Select the desired treatment time, as described in“Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
 
Changing the settings 
 
Changing the intensity (during treatment) 
• Ch1 +/- and Ch2 +/-: changes the intensity of each channel 
Interrupting stimulation. 
Press the ON/OFF button.  
Changing application (completely or individual parameters) 
• ON/OFF : interrupt stimulation 
• Setting the programs, see page 12; setting your own parameters, see page 12. 
 
Doctor’s function 
The Doctor’s function is a special setting to allow you to access your personal program even more easily and directly. 
Your individual program settings are instantly recalled and activated when the device is switched on.  
You may wish to adjust this individual program following advice from your doctor. 
 
Setting the Doctor’s function 
• Select your program and the corresponding settings as described on page 12. 
• At the start of the stimulation treatment, the impulse intensity of Ch1 and Ch2 is set to 00 by default. No impulses are 
sent to the electrodes yet. Before setting the desired impulse intensity using the intensity setting buttons, press and hold 
the Ch2 - button for 5 seconds. Storage in the Doctor’s function is confirmed with a long acoustic signal.  
If you switch on the device again, the program you saved using the Doctor’s function is automatically opened directly. 
 
Deleting the Doctor’s function 
To clear the device again and to re-allow access to other programs, press and hold the Ch2 - button again for approx. 5 
seconds. To do this, the impulse intensity of Ch1 and Ch2 must be set to 00. Deletion of the Doctor’s function is 
confirmed with a long acoustic signal.  
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Cleaning and storage 
 
Adhesive electrodes 
• To ensure that the adhesive electrodes remain adhesive for as long as possible, clean them carefully with a damp, lint-
free cloth or clean the underside of the electrodes under lukewarm, running water and pat dry with a lint-free cloth.   

 Before cleaning with water, remove the connection cables from the electrodes. 
• Reapply the electrodes to the carrier foil following treatment. 

 
Cleaning the unit 
• Remove the batteries from the device before cleaning. 
•  Clean the device after use with a soft, slightly damp cloth. If they are very dirty, you can also moisten the cloth with a 
mild soapy solution. 
• Do not use any chemical or abrasive cleaning agents.  

 Ensure that no water ENTERs the device. 
 

Storage 
• Remove the batteries from the device if you will not be using it for a prolonged period of time. Leaking batteries may 
damage the device. 
• Do not make sharp bends in the connection cables and electrodes. 
• Disconnect the connection cables from the electrodes. 
• Reapply the electrodes to the carrier foil after use. 
• Store the device and accessories in a cool, well-ventilated space. 
• Never place any heavy objects on the device. 
 
Disposal 
Warning! 
Danger of explosion if wrong type of battery is used as replacement! Replace only with the same or equivalent type 
recommended by the manufacturer. 
DO NOT dispose of batteries in domestic waste. Dispose of the batteries according to the local regulations dealing with 
the disposal of these special materials (e.g. to the collecting points for disposal of batteries). 

 
 
Problems/solutions 
The device does not switch when the On/OFF button  is pressed. how to proceed  
(1) Ensure batteries have been inserted correctly and are in contact with the terminals. 
(2) Replace batteries, if applicable. 
(3) Contact Customer Services. 
 
 
Electrodes do not adhere to the body. How to proceed: 
(1) Clean the adhesive surface of the electrodes using a damp, lintfree cloth. Replace the electrodes if they still do not 
adhere securely. 
(2) Clean the skin prior to any application; do not use skincare lotions or oils prior to treatment. Shaving may increase 
the life of electrodes. 
 
There is no noticeable stimulation. How to proceed: 
(1) Press the ON/OFF button  to interrupt the program. Check the connection cables are correctly connected to the 
electrodes. Ensure the electrodes are in firm contact with the treatment area. 
(2) Ensure the connection plug is firmly connected to the device. 
(3) Press the ON/OFF button  to restart the program. 
(4) Check electrode positions and ensure that adhesive electrodes do not overlap. 
(5) Gradually increase the impulse intensity. 
(6) The batteries are almost empty. Replace the batteries. 
 
The battery symbol is shown. How to proceed: 
Replace all batteries. 
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You have an unpleasant sensation at the electrodes. How to proceed: 
(1) The electrodes are not positioned correctly. Check their positions and re-position, if necessary. 
(2) The electrodes are worn. This may cause irritated skin as even distribution of the current across the entire area is no 
longer guaranteed. For this reason, replace the electrodes. 
 
Skin in the treatment area turns red. How to proceed: 
Immediately stop treatment and wait until your skin has returned to its normal condition. If the redness is under the 
electrode and disappears quickly, there is no risk – this is caused by the locally stimulated, increased blood flow.  
However, consult your doctor before you continue treatment if the skin irritation persists and this is accompanied by an 
itchy sensation or inflammation. This may be caused by an allergic reaction to the adhesive surface. 
 
 
 
 
Technical specifications 
 
Name and model  SEM 44 
Output wave form Biphasic rectangular pulse 
Pulse length  50 – 450 µs 
Pulse frequency  1 – 150 Hz 
Output voltage  max. 100 Vpp (500 ohm) 
Output current  max. 200 mApp (500 ohm) 
Voltage supply  3 x AAA batteries (3 x 1.5 V) 
Treatment time  Adjustable from 5 to 100 minutes 
Intensity   Adjustable from 0 to 50 
Operating conditions 10°C – 40°C (50°F – 104°F) at a relative humidity of 30 – 85% 
Storage conditions -10°C – 50°C (14°F – 122°F) at a relative humidity of 10 – 95% 
Dimensions  132 x 63 x 29.5 mm (5.2 x 2.5 x1.2 inches, including belt clip) 
Weight   101 g (3.5 oz, including belt clip, without batteries),  
   127 g (4.5 oz, including belt clip and batteries) 
Product Life  5 years 
Electrode Pads, Size 50 x 50 mm (2 x 2 in)  
Battery Life:   approx. 30 x 30 minute sessions (15 hrs) 
 
Note: If the device is not used according to the instructions specified, perfect functionality cannot be guaranteed! 
We reserve the right to make technical changes to improve and develop the product. 
This device complies with US and European standards and is subject to special precautionary measures with regard to 
electromagnetic compatibility. Please note that portable and mobile HF communication systems may interfere with this 
unit. 

 
 
 
 
 
 
 
 
 
 
 
 
 

Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



16 | P a g e  
 

ELECTROMAGNETIC IMMUNITY 

1) This product needs special precautions regarding EMC and needs to be installed and put into service according to the 
EMC information provided, and this unit can be affected by portable and mobile RF communications equipment. 
2)* Do not use a mobile phone or other devices that emit electromagnetic fields, near the unit. This may result in 
incorrect operation of the unit. 
3) Caution: This unit has been thoroughly tested and inspected to assure proper performance and operation! 
4)* Caution: this machine should not be used adjacent to or stacked with other equipment and that if adjacent or stacked 
use is necessary, this machine should be observed to verify normal operation in the configuration in which it will be 
used. 
5) Warning: 
The use of ACCESSORIES, transducers and cables other than those specified, with the exception of transducers and 
cables sold by the MANUFACTURER of the OTC TENS Device SEM44 as replacement parts for internal components, 
may result in increased EMISSIONS or decreased IMMUNITY of the ME EQUIPMENT or ME SYSTEM. 
 
 
 
 
 

Guidance and manufacture’s declaration – electromagnetic emission 

The OTC TENS Device SEM44 is intended for use in the electromagnetic environment specified below. 

The customer of the user of the OTC TENS Device SEM44  should assure that it is used in such an 

environment. 

Emission test Compliance Electromagnetic environment – 
guidance 

RF emissions 

CISPR 11 

Group 1  

 

OTC TENS Device SEM44 use 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 emission 

CISPR 11 
Class B  

The OTC TENS Device SEM44 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 

Class A  

Voltage 
fluctuations/ flicker 
emissions  

IEC 61000-3-3 

Complies  
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Guidance and manufacture’s declaration – electromagnetic immunity 

The OTC TENS Device SEM44  is intended for use in the electromagnetic environment specified below. The customer 

or the user of OTC TENS Device SEM44  should assure that it is used in such an environment. 

Immunity test  
IEC 60601 test 
level IEC60601  

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 
floor are covered with 
synthetic material, the 
relative humidity should be 
at least 30%. 

Electrical fast 
transient/burst  

IEC 61000-4-4 

±2 kV for power 
supply lines 

  

±2kV for power 
supply lines 

  

 

Mains power quality should 
be that of a typical 
commercial or hospital 
environment. 

 

Surge  

IEC 61000-4-5 

± 1 kV line(s) to 
line(s)  

  

±1 kV differential 
mode 

  

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 0.5 cycle 

  

40% UT 

(60% dip in UT) 

for 5 cycles 

  

70% UT 

(30% dip in UT) 

for 25 cycles 

  

Mains power quality should 
be that of a typical 
commercial or hospital 
environment. If the user of 
the OTC TENS Device 
SEM44  requires continued 
operation during power 
mains interruptions, it is 
recommended that the OTC 
TENS Device SEM44  be 
powered from an 
uninterruptible power supply 
or a battery. 
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<5% UT 

(>95% dip in UT) 

for 5 sec 

<5% UT 

(>95% dip in UT) 

for 5 sec 

Power frequency 
(50Hz/60Hz) 
magnetic field 
IEC 61000-4-8 

3A/m 3A/m 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. 

 
 

Guidance and manufacture’s declaration – electromagnetic immunity 

The OTC TENS Device SEM44 is intended for use in the electromagnetic environment specified below. The 
customer or the user of OTC TENS Device SEM44 should assure that it is used in such an environment. 

Immunity 
test 

IEC 60601 test 
level 

Compliance 
level 

Electromagnetic environment - 
guidance 

Conducted RF 

IEC 61000-4-6 

3 Vrms 

150 kHz to 80 MHz 3 Vrms 

Portable and mobile RF communications 
equipment should be used no closer to any 
part of the OTC TENS Device SEM44 , 
including cables, than the recommended 
separation distance calculated from the 
equation applicable to the frequency of the 
transmitter. 

Recommended separation distance 

  

 80 MHz to 800 MHz 

800 MHz 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,ashould be less than the compliance 
level in each frequency range.b 

Interference may occur in the vicinity of 

equipment marked with the following symbol: 

   

Radiated RF 
IEC 61000-4-3 

3 V/m 
80 MHz to 2.5 GHz

3 V/m 
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NOTE 1       At 80 MHz and 800 MHz, the higher frequency range applies. 

NOTE 2       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 OTC TENS Device SEM44  is used exceeds the applicable RF compliance level 
above, the OTC TENS Device SEM44  should be observed to verify normal operation. If abnormal 
performance is observed, additional measures may be necessary, such as reorienting or relocating the 
OTC TENS Device SEM44. 

b       Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m. 

 

Recommended separation distances between 

portable and mobile RF communications equipment and the OTC TENS Device SEM44. 

The OTC TENS Device SEM44 is intended for use in an electromagnetic environment in which radiated RF disturbances 
are controlled. The customer or the user of the OTC TENS Device SEM44 can help prevent electromagnetic interference 
by maintaining a minimum distance between portable and mobile RF communications equipment (transmitters) and 
the OTC TENS Device SEM44 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 

 

80 MHz to 800 MHz 

 

800 MHz to 2.5 GHz 

 

0.01 0.117 0.117 0.233 

0.1 0.369 0.369 0.738 

1 1.167 1.167 2.333 

10 3.689 3.689 7.379 

100 11.667 11.667 23.333 

Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



20 | P a g e  
 

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. 

  

NOTE 1    At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

NOTE 2    These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and 
reflection from structures, objects and people. 

Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



21 | P a g e  
 

Limited Lifetime Warranty for Original Purchaser 
Your TYECE OTC TENS Device SEM44, excluding all enclosed accessories as these require routine 
maintenance, is warranted to be free from defects in materials and workmanship for the life of the product 
under normal conditions of intended use and service. This warranty extends only to the original retail 
purchaser and does not extend to retailers or subsequent owners. 
We will, at our option, repair or replace the OTC TENS Device SEM44, without charge, for any part or parts 
covered by these written warranties. No refunds will be given. Repair or replacement is our only 
responsibility and your only remedy under this written warranty. If replacement parts for defective materials 
are not available, Tyece reserves the right to make product substitutions in lieu of repair or replacement. 
For warranty service contact our customer service department and provide a description of the problem. If 
the problem is deemed to be within the scope of the limited lifetime warranty, you will be asked to mail the 
product at your costs in its original package with proof of purchase, your name, address and phone number. 
If the problem is not deemed to be within the scope of the limited lifetime warranty, we will provide quotation 
for repair, respectively, replacement and return shipping fee. 
This warranty does not cover damage caused by misuse or abuse; accident; failures of the atomizer, tubing, 
or accessories; parts or cleaning solutions; the attachment of unauthorized accessories; alteration to the 
product; improper installation; misapplication; lack of reasonable care with respect to the product; 
unauthorized repairs or modifications; improper use of electrical/power supply; normal wear; loss of power; 
dropped product; malfunction or damage of an operating part as a result of failure to comply with instructions 
for use or to provide 
manufacturer’s recommended maintenance; transit damage; theft; neglect; vandalism; or environmental 
conditions; loss of use during the period the product is at a repair facility or otherwise awaiting parts or 
repair; or any other conditions whatsoever that are beyond the control of Tyece. This warranty is void if the 
product is ever used in a commercial or business environment. The maximum liability of Tyece under this 
warranty is limited to the purchase price actually paid by the customer for the product covered by the 
warranty, as confirmed by proof of purchase, regardless of the amount of any other direct or indirect damage 
suffered by the customer. 
This warranty is effective only if the product is purchased and operated in the country in which the product is 
purchased. A product that requires modifications or adaptation to enable it to operate in any other country 
than the country for which it was designed, manufactured, approved and/or authorized, or repair of products 
damaged by these modifications is not covered under this warranty. 
THE WARRANTY PROVIDED HEREIN SHALL BE THE SOLE AND EXCLUSIVE WARRANTY. ANY 
IMPLIED WARRANTIES, OBLIGATIONS, OR LIABILITES, INCLUDING BUT NOT LIMITED TO THE 
IMPLIED WARRANTY OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE, ARE 
LIMITED IN DURATION TO THE DURATION OF THIS APPLICABLE WRITTEN WARRANTY. Some 
states do not allow limitations on how long an implied warranty lasts, so the above limitations may not apply 
to you. 
IN NO EVENT SHALL TYECE BE LIABLE FOR ANY SPECIAL, INCIDENTAL, INDIRECT OR 
CONSEQUENTIAL DAMAGES FOR BREACH OF THIS OR ANY OTHER WARRANTY, EXPRESS, 
IMPLIED OR ANY OTHER THEORY OF LIABILITY, WHATSOEVER. Some states do not allow the 
exclusion or limitation of special, incidental, or consequential damages, so the above limitation may not apply 
to you. 
Tyece does not authorize anyone, including, but not limited to, retailers, the subsequent consumer purchaser 
of the product from a retailer or remote purchaser, to obligate Tyece in any way beyond the terms set forth 
herein. 
This warranty does not extend to the purchase of opened, used, repaired, repackaged and/or resealed 
products, including but not limited to sale of such products on Internet auction sites and/or products by 
surplus or bulk resellers. Any and all warranties or guarantees shall immediately cease and terminate in 
connection with any products or parts thereof which are repaired, replaced, altered, or modified, without the 
prior explicitly written consent of Tyece. 
This warranty gives you specific legal rights, and you may also have other rights which may vary from state 
to state. 
 
Distributed by:  CVS Pharmacy, Inc., One CVS Drive, Woonsocket, RI 02895 
Customer Service Center: 1-800-645-3867  e-mail: cvs@product-info.us   
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Tyece OTC TENS Device 
Model SEM 44 

 

Instructions for Use 
 
 
 
 
 

 
 
 
 
 
 
         
 
 
 
 
 

 
 
 

Please read these instructions carefully before use 
 
 

Indication for Use: 
 
The Tyece OTC TENS Device, Model SEM44 is to be used for temporary relief of 
pain associated with sore and aching muscles in the upper and lower back, arms, or 
legs due to strain from exercise or normal household activities.  
 
 
 
 
 
Rev: 02.13.15 
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Warning: 
This device should not be used by patients with: 

 Pacemakers, Defibrillators or extreme Cardiac Irregularities 

 Metals Implants or Electronic Auxiliary Devices 

 Diabetes or Abnormal High Blood Pressure 

 A tendency toward internal Bleeding 

 Epilepsy 
 Pregnant Women 
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User Instructions 
Safety Precautions 
·The graphic warning symbols indicated below are for the purpose of ensuring the safe and correct use of the 
“Tyece OTC TENS Device, SEM44”. 
·Please take time to read them as they will prevent harm to yourself and other parties through improper use of 
this product and its accessories. 
 

Warning Symbol Meaning 

Danger 

This device must not be used in combination with the following other 
devices: pacemakers, respirators, electrocardiographs and other electronic 
equipment.  

Warning 

Indicates a potential hazardous situation which, if not avoided, could 
result in death or serious injury. 

Caution 

Indicates a potential hazardous situation which, if not avoided, may result 
in minor or moderate injury to the user or patient. 

 
Graphic Symbol 

Refers to prohibitive action in the proper use of the unit. The specific forbidden 
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content is indicated inside the circle. The left picture means no dismantling. 

Refers to required action in the proper use of the unit. The specific enforced content 

is indicated inside the circle. The left picture means general compulsion. 

BF Isolated Applied Part 

 

    1. Warnings 
1) The long-term effects of chronic electrical stimulation are unknown. 
2) Do not use stimulation over the main arteries around your neck.  
3) Do not use stimulation over the neck or mouth. Severe spasm of muscles may occur and the contractions may be 
strong enough to close the airway or cause difficulty in breathing. 
4) Do not apply stimulation directly to the heart area across the chest or on the chest. 
5) Do not use stimulation on your head or across your head. 
6) Do not use stimulation over swollen, infected, or inflamed areas or skin eruptions, e.g., phlebitis, thrombophlebitis, 
varicose veins.  
7) Do not use stimulation over, or in proximity to, cancerous lesions. 
8) Do not use stimulation when charging the device. 
 

     2. Precautions 
1) Do not use the TENS device during pregnancy. 
2) Do not use if you have heart problems.  
3) Do not use if you have epilepsy. 
4) Do not use the device 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 areas of the skin which lack normal sensation. 

5) Do not use the products near the heart; it may cause fast or irregular heartbeat. 
6) 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 (like gel), or 
alternate electrode placement. 
7) The TENS Device, SEM44 must be kept out of the reach of children. 
8) The TENS Device, SEM44 should be used only with the leads and electrodes recommended for use by the 
manufacturer. 
9) Never apply the pads to your skin with the power on, which will result in sudden shock. If, during application, you 
want to move the pads to another body part, please shut down the device first, and then move the pads to the place that 
you want to stimulate. 
10) Never use this product near the following devices: pacemakers or any other embedded electronic medical devices, 
heart-lung machine and any other life keeping electronic medical devices, electrocardiograph and any other medical 
screening and monitoring devices. Simultaneous use of the TENS Device, SEM44 and any of the above devices will 
cause malfunction and can be very dangerous to the users. 
11) Two pads should be used together as a pair.  Always peel off the protective film on the pads before use. To avoid an 
electrical shock, do not connect two pads to each other 
12) Do not apply pads to the same spot for over 40 minutes at a time. 
13) Do not use the TENS Device, SEM44 while driving, operating machinery, or during any activity in which 
involuntary muscle contractions may put the user at undue risk of injury. 
14) Do not use the product in bathroom or a moist environment. Do not use while bathing. 
15) Do not use the product in the condition of air mixed with flammable gases.  
16) Never use this product in concurrence with high frequency surgical equipment; it may result in burns at the site of 
the stimulator electrodes and possible damage to the control unit. 
17) Never use this product near a microwave oven, or other high frequency equipment. 
18) Do not operate the product in close proximity (e.g. 1m/3ft)) to shortwave therapy equipment, it may produce 
instability in stimulator output. 
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3. Contraindication 
1) Do not use this device on patients who have a cardiac pacemaker, implanted defibrillator, or other implanted metallic 
or electronic device, because this may cause electric shock, burns, electrical interference, or death. 
2) Do not use this device on patients whose pain syndromes are undiagnosed.  
3) Do not use this device during pregnancy. 
4) Do not use this device on babies or infants who cannot express themselves. 
 

    4. Adverse Reactions 
1) Patients may experience skin irritation and burns beneath the stimulation electrodes applied to the skin; 
2) Patients may experience headache and other painful sensations during or following the application of electrical 3) 
Patients should stop using the device and should consult with their physicians if they experience adverse reactions from 
the device. 
 
 

    PAIN MANAGEMENT WARNINGS 
If you have had medical or physical treatment for your pain, consult with your physician before using this device. 
If your pain does not improve, becomes seriously chronic or severe, or continues for more than five days, stop using the 
device and consult with your physician. The mere existence of pain functions as a very important warning telling us that 
something is wrong. Therefore, if you suffer from any serious illness, consult your physician in order to confirm that it 
is advisable for you to use this TENS Device, SEM44. 
 

    WARNINGS AND PRECAUTIONS REGARDING THE PADS 
Apply pads to normal, healthy, dry, clean skin (of adult patients) because it may otherwise disrupt the healing process. 
If you experience any skin irritation or redness after a session, do not continue stimulation in that area of the skin. 
 
NEVER APPLY THE PADS TO: 

- The upper neck or any area of the throat because this could cause severe muscle spasms resulting in closure of 
the airway, difficulty in breathing, or adverse effects on heart rhythm or blood pressure. 

- The head or any area of the face.  
- Both sides of the thorax simultaneously (lateral or front and back), 

              or across your chest because the introduction of electrical current may cause rhythm disturbances which 
              could be lethal. 
Do not bend or fold because the pad may not function properly. Store on the plastic pad sheet when not in use. 
Do not apply ointment or any solvent to the pads or to your skin because it will disrupt the pads from functioning 
properly. 
The pads are already pre-gelled and will adhere to your skin. 
To avoid damage to the adhesive surface of the pads, put the pads only on the skin or on the plastic pad sheet provided. 
Place the pads at least 5 cm (1 inch) apart on your skin. The pads should never touch each other. 
Always place clean pads in accordance with illustrations provided. Make sure the components are connected well and 
the pads are fixed on the part of the body you wish to treat or the therapy may not be effective. 
 
DO NOT USE YOUR PADS THIS WAY 
Pads should not touch each other when placed onto your skin. 
Do not place on your spine or backbone. 
Pads should not touch any metal object, such as a belt buckle or necklace. 
Pads should not be placed simultaneously on the soles of both feet. 
Pads should not be placed simultaneously on the calves of both legs. 
Do not share pads with another person. This may cause a skin irritation or infection. Pads are intended for use by one 
person. 
Do not place or relocate the pads while the device is on. 
Always turn the power off before removing or changing the pad location. 
Do not leave pads attached to the skin after treatment. 
 
  

   CAUTION WHILE USING UNIT 
If the unit is not functioning properly or you feel discomfort, immediately stop using the device. 
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Do not use for any other purpose except for what it is intended for. 
Do not insert the electrode plug into any place other than the jack on the main unit. 
Do not mix Alkaline and Manganese batteries as this will shorten the battery life. 
Do not pull on the electrode cord during treatment. 
Do not use the device while wearing electronic devices such as watches as this may damage the device. 
Do not use near a cell phone as this may cause the stimulator to malfunction. 
Do not bend or pull the end of the cord. 
When pulling out the cord from the device, hold the plug and pull. 
Replace the cord when broken or damaged. 
Do not throw the batteries into a fire. The batteries may explode. 
Dispose of the device, batteries, and components according to applicable legal regulations. Unlawful disposal may 
cause environmental pollution. 
The size, shape and type of pads may affect the safety and effectiveness of electrical stimulation. 
The electrical performance characteristics of pads may affect the safety and effectiveness of electrical stimulation. 
Using pads that are too small or incorrectly applied, could result in discomfort or skin burns 

    General Precautions 
• The long-term effects of electrical stimulation are unknown. 
• Apply stimulation to only normal, intact, clean, dry, and healthy skin. 
• TENS is not effective in treating the original source or cause of the pain, including headache. 
• TENS is not a substitute for pain medications and other pain management therapies. 
• TENS devices do not cure disease or injuries. 
• TENS is a symptomatic treatment and, as such, suppresses the sensation of pain that would otherwise serve as a 
protective mechanism. 
• Effectiveness is highly dependent upon patient selection by a practitioner qualified in the management of pain 
patients. 
• 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. 
• If you have suspected or diagnosed epilepsy, you should follow precautions recommended by your phycician 
• 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 areas of skin that lack normal sensation. 
Keep unit away from young children. The unit contains small pieces that may be swallowed. Immediately contact your 
physician.    
• Use this device only with the leads, electrodes, and accessories recommended by the manufacturer. 
Keep unit out of the reach of young children. The electrode cord can cause strangulation. 
• Use caution if you have a tendency to bleed internally, such as following an injury or fracture. 
 
 

What is it? 
 
The Tyece OTC TENS Device, Model SEM44 is a multi-program, portable device designed for adults only. It is 
designed to reduce and relieve muscle and joint pain, stiffness and numbness in the arms, legs and foot by applying 
electrical nerve stimulation to the surface of the skin near the site of the pain. It can be successfully used in conjunction 
with any other pain treatment or medication. 
This type of therapy, called Transcutaneous Electrical Nerve Stimulator (TENS), has been used for over 30 years by 
medical professionals such as physical therapists and chiropractors.  
Not to be used as an EMS device (Electrical Muscle Stimulator) 

How does it work? 
 
Scientific theory suggests that electrical stimulation therapy may work in several ways: 
1. The gentle electrical pulses move through the skin to nearby nerves to block or shut out the pain message from ever 
reaching the brain from the source of the pain. 
2. The gentle electrical pulses increase the production of the body’s natural pain killer, such as endorphins. 
3. Furthermore, it is thought that the electrical stimulation improves blood circulation as well.  
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Symbols 

Symbol Meaning 

 

Attention, consult accompanying documents 

 BF Isolated Applied Part 

CE0120 CE Mark 

 

MANUFACTURER 

 

AUTHORISED REPRESENTATIVE IN THE EUROPEAN COMMUNITY 

 
Direct current 

 
Class II equipment 

 Re-back label 

 
Indoor use only 

 
 
Included in the delivery 
– 1 x digital TENS unit (including belt clip) 
–  2 x connection cables 
–  4 x adhesive electrodes (50x 50 mm) 
–  3 x AAA batteries 
–  These instructions for use 
 
Replacement items 
8 x adhesive electrodes (50 x 50 mm), item no.: 661.22 
4 x adhesive electrodes (50 x 100 mm), item no.: 661.21 
 
 
 
Damage 
• If the device is damaged, do not use it and contact your retailer or the specified Customer Services address. 
• Check the device for signs of wear and tear or damage. If there are such signs of wear and tear or damage or if the 
device was used improperly, it must be returned to the manufacturer or retailer before further use. 
• Switch the device off immediately if it is faulty or not working properly. 
• Do not attempt to open and/or repair the device yourself. Repairs may only be carried out by Customer Services or 
authorised retailers. Failure to comply will result in voiding of the warranty.  
• The manufacturer is not liable for damage resulting from improper or careless use. 
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Current parameters 
Electrostimulation units operate with the following current settings, which may affect stimulation effects differently, 
depending on the setting: 
 

Impulse form 
This describes the time function of the electrical impulse. 
It distinguishes between monophasic and biphasic pulse currents. In monophasic pulse currents, the 
current flows in one direction and in biphasic pulse currents the electrical impulse alternates its 
direction. 
 
 

Impulse frequency 
The frequency indicates the number of individual impulses each second and is given in Hz (Hertz). It 
can be calculated by determining the cyclic value for the time period. The relevant frequency 
determines which types of muscle fibres react favourably. Slow-reacting fibres react more easily to 
lower impulse frequencies up to 15 Hz, whereas fast-reacting fibres only respond from 
approximately 35 Hz onwards.  

 
Impulse width 
This indicates the duration of an individual impulse in microseconds. The impulse width therefore 
determines, among other things, the penetration of the electricity, where usually: larger muscle 
masses require larger impulse widths. 

 
Impulse intensity 
Setting the intensity levels depends on the individual sensitivity of each user and is determined by a 
variety of variables, such as site of application, blood circulation to the skin, skin thickness and the 
quality of the electrode contact. The setting used should be effective but should never cause an 
unpleasant sensation, such as pain, at the site of application. While a gentle tingling indicates sufficient stimulation 
energy levels, any setting that causes pain should be avoided. During longer applications it may be necessary to make 
readjustments due to the adjustment processes over time at the site of application. 

 
Cycled impulse parameter variation 
In many cases it is necessary to cover the overall tissue structure at the site of application by applying several impulse 
parameters. In the TENS Device SEM44, this is achieved by the provided programs, which automatically make a 
cyclical impulse parameter change. This also prevents individual muscle groups at the site of application being affected 
by fatigue. 
The TENS Device SEM44 unit provides sensible default current parameter settings. With this, you can change the 
impulse intensity at any time during use. For 6 programs you can also set various parameters for stimulation yourself. 
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Unit description 
 
Buttons: 
1 ON/OFF button  
2 ENTER  button 
3 Intensity setting buttons (Ch1 +/- left,  Ch2 +/- right) 
4 Keylock  
5 Selection button  UP and  DOWN 
6 MENU  button 
 
Display (full screen): 
1 TENS  
2 Program number 
3 Impulse intensity channel 2 (CH2) 
4 Impulse intensity channel 1 (Ch1) 
5 Low battery 
6 Keylock 
7 Frequency display (Hz), pulse width (µs) or pause time 
8 Timer function (remaining time display) or working time 
 
Accessories: 
• 2 x connection cables 
• 4 x adhesive electrodes (45 x 45 mm)  
• 1 x belt clip 
 
Button functions 
Each time you press a button, the unit emits an acoustic signal to notify you in case you are pressing any buttons 
unintentionally. This acoustic signal cannot be switched off. 
ON/OFF  
(1) Press briefly to switch the device on. 
(2) Press once to interrupt stimulation treatment. 
(3) Press and hold to switch off the device (approx. 2 seconds). 
UP  and DOWN  
Choice of treatment program, treatment time, frequency, pulse width, working time and pause time. 
MENU  
(1) Navigation between the ,  and   MENUs. 
(2) Return to program selection screen or MENU selection. 
ENTER  
(1) MENU selection 
(2) Confirmation of a selection made using UP  / DOWn , except channel intensity 
Intensity setting buttons ( +/- left,  +/- right) Adjusting the impulse intensity 
Keylock  
Locks the buttons to avoid them being pressed unintentionally. 
1) To activate the keylock, hold down the  button until the  symbol is visible in the display (approx. 3 seconds). 
(2) To deactivate the keylock, hold down the  button until the  symbol disappears from the display (approx. 3 seconds). 
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Initial use 
1. Remove the belt clip from the unit (if attached). 
2. Press the battery compartment cover on the rear of the device and slide it downwards. 
3. Insert the three alkaline AAA 1.5 V batteries. Make sure that the batteries are inserted the correct way round. 
4. Close the battery compartment lid again carefully (Fig. 1). 
5. Reattach the belt clip, if required. 
6. Connect the connection cables with the electrodes (Fig. 2). 
    The electrodes feature clip closures to make connection particularly easy. 
7. Guide the connection cable plugs into the socket on the top of the device (Fig. 3). 
8. Do not pull, twist or make sharp bends in the cables (Fig. 4). 
    Please note that when the battery is replaced or removed, all settings are 
    restored to the factory default settings. 
 
 
 
Program overview 
Fundamentals 
The TENS Device SEM44 features a total of 15 programs.  
 
In all programs you can set the impulse intensity of both channels individually.  
You can also set various parameters in the TENS programs 13 – 15 to adjust the stimulating effect to the application 
area. 
 

Information regarding the positioning of electrodes 
It is fundamental to the intended success of electrostimulation applications that electrodes are positioned sensibly. We 
recommend that you consult your doctor to establish the ideal electrode positions for your intended application area.  
 
The figures displayed are intended as an initial aid to help you position the 
electrodes.  
 
 
The following applies to the selection of electrode positions: 
 
Electrode distance 
The larger the distance between electrodes, the larger the stimulated tissue volume. This applies to the area and depth of 
the tissue volume. At the same time, however, the stimulation intensity of the tissue falls the further the electrodes are 
apart. As a result, greater distances between electrodes mean a larger tissue volume is stimulated, but less intensively. 
Consequently, you must increase the impulse intensity to boost stimulation. 
 
The following guideline applies to selection of the electrode distance: 
• Sensible distance: approx. 2-6 inches 
• At distances below 2 in, the unit primarily stimulates surface structures intensively 
• At distances in excess of 6 in, large areas and deep structures are stimulated very weakly 
 
Relation between electrodes and muscle  fibre structures 
Adapt the current flow direction to the fibre structure of the muscle  
according to the muscle layer you would like to treat. If you are targeting superficial muscles, 
position the electrodes in parallel to the fibre  
structure (A – B / C – D) and if you are targeting deeper layers of tissue, position the electrodes 
across the fibre structure. You can do this by positioning electrodes as crosses (i.e. diagonally), 
such as A – D / B – C. 
 

As part of pain relief treatment using the digital Tyece OTC TENS Device and its two separately adjustable channels 
and two adhesive electrodes each, it is advisable either to position the electrodes of a channel so that the area affected 

by the pain is between the electrodes or to position one electrode directly on the area affected by the pain and the other 
electrode at a minimum distance of 2 in. 
You may use the electrodes of the second channel to simultaneously treat additional areas affected by pain or use them 
in conjunction with the electrodes of the first channel to restrict the area affected by pain (position electrodes opposite). 
In this case, we once again recommend positioning electrodes as crosses. 
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Use the electrodes on skin that is clean and preferably free from hair and grease, in order to extend the lifecycle of 
the electrodes. If required, clean the skin with water and remove hair prior to treatment. 

 
If an electrode should come loose during use, the impulse intensity of both channels is reduced to the lowest level. 
Apply the electrode again and reset the desired impulse intensity. 

 

 
 TENS programs 13 – 15 can be set individually, see pages 12-13 
 

Note: The electrode positions should surround the area affected by pain. In the event that groups of muscles cause pain, 
group the electrodes around the affected muscles.  
To relieve joint pain, surround the joint with electrodes at the front and back as well as on the left and right of the joint, 
providing this is feasible with regard to the electrode distances. The minimum electrode distance must not fall below 
2 in or exceed 6 in.  
Please note Figures 25 and 28, which apply to the knee and ankle joints.  
Burst programs are suitable for all areas of application to be treated with changing signal patterns (to minimise the level 
of accustoming to the treatment). 
 
 
Position the electrodes so that they surround the affected muscular segments. For optimum effect, do not exceed an 
electrode distance of approximately 6 in. 
 
Do not apply the electrodes to the front wall of the chest, i.e. do not massage the large left and right pectoral muscles. 

 
                              Suggested Electrode Pad placements 
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TENS program table 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
    
 
Burst programs are suitable for all areas of application to be treated with changing signal patterns (to minimise the level 
of accustoming to the treatment). 
Position the electrodes so that they surround the affected muscular segments. For optimum effect, do not exceed an 
electrode distance of approximately 6 in. 
Do not apply the electrodes to the front wall of the chest, i.e. do not massage the large left and right pectoral muscles. 
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Use 
Information regarding application 
 
• The device switches itself off automatically if you do not use it for two minutes (automatic switch-off). When the unit 
is switched on again, the LCD screen displays the MENU selection and the most recently used MENU flashes. 
• A brief acoustic signal is output when a valid button is pressed. Two brief acoustic signals are output when an invalid 
button is pressed. 
• You can pause the stimulation at any time by briefly pressing the ON/OFF button . To continue the stimulation, briefly 
press the ON/OFF button  again and set the desired impulse intensity again. 
 
Procedure for TENS programs 1 – 12,  
• Select a suitable program from the program tables (page 11). 
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode positions ( page 10) 
and connect them to the device. 
• The figure on the display is intended as an additional aid to help you position the electrodes. 
 
Selecting a program 
• Press the ON/OFF button  to switch on the device. 
• Press the MENU button to activate the TENS program (Fig. 1, example of a TENS   display) and 
press the ENTER button to confirm your selection. 
• Using the UP/DOWN buttons, select the desired program and confirm your selection with the 
ENTER button (Fig. 2, example of TENS program 03). 
 
. 
 
General information 
If you wish to return to the previous selection menu, press the MENU button. By holding down 
Setting the impulse intensity  
At the start of the stimulation treatment, the impulse intensity of Ch1 and Ch2 is set to 00 by  
default. No impulses are sent to the electrodes yet. 
 
• Using the INTENSITY SETTING buttons, select the desired impulse intensity. The impulse  
intensity display is adjusted accordingly (Fig. 3). The impulse intensity of Ch1 and Ch2 can be  
set individually. 
• If the program is in a pause phase, the intensity cannot be increased. 
• If you wish to end the stimulation treatment early, press the ON/OFF button. 
 
 
Setting your own parameters for individual programs 
Setting the treatment duration 
(TENS programs 13 – 15 only). 
Using the UP/DOWN buttons, select the desired treatment time. You can set a treat-ment time 
 of between 5 minutes and 100 minutes (Fig. 4, example shows a treatment duration of 20 min). 
Confirm your selection with the ENTER button.  
 

Setting individual TENS programs 
 
Procedure for TENS 13 program 
TENS 13 is a preset program that you can also personalise. In this program, you can set the 
 impulse frequency to between 1 and 120 Hz and the impulse width to between 50 and 250 µs.  
• Place the electrodes on the desired area for treatment (for positioning suggestions see  
electrode positions, page 10) and connect them to the device. Select the TENS 13 program, as  
described in section “Selecting a program” (p. 12). 
 
• Select the desired impulse frequency using the UP/DOWN buttons and press the ENTER  
  button to confirm (Fig. 1, example shows an impulse frequency of 100 Hz).  
• Select the desired impulse width using the UP/DOWN buttons and press the ENTER  
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  button to confirm (Fig. 2, example shows an impulse width of 200 µs). 
• Select the desired treatment time, as described in “Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
 
 
 
 
Procedure for TENS 14 program 
TENS 14 is a preset burst program that you can also personalise. In this program you can set an impulse width of 
between 50 and 250 µs.  
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode 
positions, p. 10) and connect them to the device. Select the TENS 14 program,  as described in 
section“Selecting a program” (p. 11).  
• Select the desired impulse width using the UP/DOWN buttons and press the ENTER button (Fig. 
1, example shows an impulse width of 200 µs) to confirm. 
• Select the desired treatment time, as described in “Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
Procedure for TENS 15 program 
TENS 15 is a preset program that you can also personalise. In this program, you can set the impulse frequency to 
between 1 and 120 Hz. The impulse width changes automatically during the stimulation treatment. 
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode positions, p. 10) and 
connect them to the device. Select the TENS 15 program, as described in section  “Selecting a program” (p. 11). 
• Select the desired impulse frequency using the UP/DOWN buttons and press the ENTER button to 
confirm (Fig. 1, example shows an impulse frequency of 100 Hz). 
• Select the desired treatment time, as described in“Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
 
Changing the settings 
 
Changing the intensity (during treatment) 
• Ch1 +/- and Ch2 +/-: changes the intensity of each channel 
Interrupting stimulation. 
Press the ON/OFF button.  
Changing application (completely or individual parameters) 
• ON/OFF : interrupt stimulation 
• Setting the programs, see page 12; setting your own parameters, see page 12. 
 
Doctor’s function 
The Doctor’s function is a special setting to allow you to access your personal program even more easily and directly. 
Your individual program settings are instantly recalled and activated when the device is switched on.  
You may wish to adjust this individual program following advice from your doctor. 
 
Setting the Doctor’s function 
• Select your program and the corresponding settings as described on page 12. 
• At the start of the stimulation treatment, the impulse intensity of Ch1 and Ch2 is set to 00 by default. No impulses are 
sent to the electrodes yet. Before setting the desired impulse intensity using the intensity setting buttons, press and hold 
the Ch2 - button for 5 seconds. Storage in the Doctor’s function is confirmed with a long acoustic signal.  
If you switch on the device again, the program you saved using the Doctor’s function is automatically opened directly. 
 
Deleting the Doctor’s function 
To clear the device again and to re-allow access to other programs, press and hold the Ch2 - button again for approx. 5 
seconds. To do this, the impulse intensity of Ch1 and Ch2 must be set to 00. Deletion of the Doctor’s function is 
confirmed with a long acoustic signal.  
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Cleaning and storage 
 
Adhesive electrodes 
• To ensure that the adhesive electrodes remain adhesive for as long as possible, clean them carefully with a damp, lint-
free cloth or clean the underside of the electrodes under lukewarm, running water and pat dry with a lint-free cloth.   

 Before cleaning with water, remove the connection cables from the electrodes. 
• Reapply the electrodes to the carrier foil following treatment. 

 
Cleaning the unit 
• Remove the batteries from the device before cleaning. 
•  Clean the device after use with a soft, slightly damp cloth. If they are very dirty, you can also moisten the cloth with a 
mild soapy solution. 
• Do not use any chemical or abrasive cleaning agents.  

 Ensure that no water ENTERs the device. 
 

Storage 
• Remove the batteries from the device if you will not be using it for a prolonged period of time. Leaking batteries may 
damage the device. 
• Do not make sharp bends in the connection cables and electrodes. 
• Disconnect the connection cables from the electrodes. 
• Reapply the electrodes to the carrier foil after use. 
• Store the device and accessories in a cool, well-ventilated space. 
• Never place any heavy objects on the device. 
 
Disposal 
Warning! 
Danger of explosion if wrong type of battery is used as replacement! Replace only with the same or equivalent type 
recommended by the manufacturer. 
DO NOT dispose of batteries in domestic waste. Dispose of the batteries according to the local regulations dealing with 
the disposal of these special materials (e.g. to the collecting points for disposal of batteries). 

 
 
Problems/solutions 
The device does not switch when the On/OFF button  is pressed. how to proceed  
(1) Ensure batteries have been inserted correctly and are in contact with the terminals. 
(2) Replace batteries, if applicable. 
(3) Contact Customer Services. 
 
 
Electrodes do not adhere to the body. How to proceed: 
(1) Clean the adhesive surface of the electrodes using a damp, lintfree cloth. Replace the electrodes if they still do not 
adhere securely. 
(2) Clean the skin prior to any application; do not use skincare lotions or oils prior to treatment. Shaving may increase 
the life of electrodes. 
 
There is no noticeable stimulation. How to proceed: 
(1) Press the ON/OFF button  to interrupt the program. Check the connection cables are correctly connected to the 
electrodes. Ensure the electrodes are in firm contact with the treatment area. 
(2) Ensure the connection plug is firmly connected to the device. 
(3) Press the ON/OFF button  to restart the program. 
(4) Check electrode positions and ensure that adhesive electrodes do not overlap. 
(5) Gradually increase the impulse intensity. 
(6) The batteries are almost empty. Replace the batteries. 
 
The battery symbol is shown. How to proceed: 
Replace all batteries. 
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You have an unpleasant sensation at the electrodes. How to proceed: 
(1) The electrodes are not positioned correctly. Check their positions and re-position, if necessary. 
(2) The electrodes are worn. This may cause irritated skin as even distribution of the current across the entire area is no 
longer guaranteed. For this reason, replace the electrodes. 
 
Skin in the treatment area turns red. How to proceed: 
Immediately stop treatment and wait until your skin has returned to its normal condition. If the redness is under the 
electrode and disappears quickly, there is no risk – this is caused by the locally stimulated, increased blood flow.  
However, consult your doctor before you continue treatment if the skin irritation persists and this is accompanied by an 
itchy sensation or inflammation. This may be caused by an allergic reaction to the adhesive surface. 
 
 
 
 
Technical specifications 
 
Name and model  SEM 44 
Output wave form Biphasic rectangular pulse 
Pulse length  50 – 450 µs 
Pulse frequency  1 – 150 Hz 
Output voltage  max. 100 Vpp (500 ohm) 
Output current  max. 200 mApp (500 ohm) 
Voltage supply  3 x AAA batteries (3 x 1.5 V) 
Treatment time  Adjustable from 5 to 100 minutes 
Intensity   Adjustable from 0 to 50 
Operating conditions 10°C – 40°C (50°F – 104°F) at a relative humidity of 30 – 85% 
Storage conditions -10°C – 50°C (14°F – 122°F) at a relative humidity of 10 – 95% 
Dimensions  132 x 63 x 29.5 mm (5.2 x 2.5 x1.2 inches, including belt clip) 
Weight   101 g (3.5 oz, including belt clip, without batteries),  
   127 g (4.5 oz, including belt clip and batteries) 
Product Life  5 years 
Electrode Pads, Size 50 x 50 mm (2 x 2 in)  
Battery Life:   approx. 30 x 30 minute sessions (15 hrs) 
 
Note: If the device is not used according to the instructions specified, perfect functionality cannot be guaranteed! 
We reserve the right to make technical changes to improve and develop the product. 
This device complies with US and European standards and is subject to special precautionary measures with regard to 
electromagnetic compatibility. Please note that portable and mobile HF communication systems may interfere with this 
unit. 
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ELECTROMAGNETIC IMMUNITY 

1) This product needs special precautions regarding EMC and needs to be installed and put into service according to the 
EMC information provided, and this unit can be affected by portable and mobile RF communications equipment. 
2)* Do not use a mobile phone or other devices that emit electromagnetic fields, near the unit. This may result in 
incorrect operation of the unit. 
3) Caution: This unit has been thoroughly tested and inspected to assure proper performance and operation! 
4)* Caution: this machine should not be used adjacent to or stacked with other equipment and that if adjacent or stacked 
use is necessary, this machine should be observed to verify normal operation in the configuration in which it will be 
used. 
5) Warning: 
The use of ACCESSORIES, transducers and cables other than those specified, with the exception of transducers and 
cables sold by the MANUFACTURER of the OTC TENS Device SEM44 as replacement parts for internal components, 
may result in increased EMISSIONS or decreased IMMUNITY of the ME EQUIPMENT or ME SYSTEM. 
 
 
 
 
 

Guidance and manufacture’s declaration – electromagnetic emission 

The OTC TENS Device SEM44 is intended for use in the electromagnetic environment specified below. 

The customer of the user of the OTC TENS Device SEM44  should assure that it is used in such an 

environment. 

Emission test Compliance Electromagnetic environment – 
guidance 

RF emissions 

CISPR 11 

Group 1  

 

OTC TENS Device SEM44 use 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 emission 

CISPR 11 
Class B  

The OTC TENS Device SEM44 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 

Class A  

Voltage 
fluctuations/ flicker 
emissions  

IEC 61000-3-3 

Complies  
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Guidance and manufacture’s declaration – electromagnetic immunity 

The OTC TENS Device SEM44  is intended for use in the electromagnetic environment specified below. The customer 

or the user of OTC TENS Device SEM44  should assure that it is used in such an environment. 

Immunity test  
IEC 60601 test 
level IEC60601  

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 
floor are covered with 
synthetic material, the 
relative humidity should be 
at least 30%. 

Electrical fast 
transient/burst  

IEC 61000-4-4 

±2 kV for power 
supply lines 

  

±2kV for power 
supply lines 

  

 

Mains power quality should 
be that of a typical 
commercial or hospital 
environment. 

 

Surge  

IEC 61000-4-5 

± 1 kV line(s) to 
line(s)  

  

±1 kV differential 
mode 

  

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 0.5 cycle 

  

40% UT 

(60% dip in UT) 

for 5 cycles 

  

70% UT 

(30% dip in UT) 

for 25 cycles 

  

Mains power quality should 
be that of a typical 
commercial or hospital 
environment. If the user of 
the OTC TENS Device 
SEM44  requires continued 
operation during power 
mains interruptions, it is 
recommended that the OTC 
TENS Device SEM44  be 
powered from an 
uninterruptible power supply 
or a battery. 
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<5% UT 

(>95% dip in UT) 

for 5 sec 

<5% UT 

(>95% dip in UT) 

for 5 sec 

Power frequency 
(50Hz/60Hz) 
magnetic field 
IEC 61000-4-8 

3A/m 3A/m 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. 

 
 

Guidance and manufacture’s declaration – electromagnetic immunity 

The OTC TENS Device SEM44 is intended for use in the electromagnetic environment specified below. The 
customer or the user of OTC TENS Device SEM44 should assure that it is used in such an environment. 

Immunity 
test 

IEC 60601 test 
level 

Compliance 
level 

Electromagnetic environment - 
guidance 

Conducted RF 

IEC 61000-4-6 

3 Vrms 

150 kHz to 80 MHz 3 Vrms 

Portable and mobile RF communications 
equipment should be used no closer to any 
part of the OTC TENS Device SEM44 , 
including cables, than the recommended 
separation distance calculated from the 
equation applicable to the frequency of the 
transmitter. 

Recommended separation distance 

  

 80 MHz to 800 MHz 

800 MHz 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,ashould be less than the compliance 
level in each frequency range.b 

Interference may occur in the vicinity of 

equipment marked with the following symbol: 

   

Radiated RF 
IEC 61000-4-3 

3 V/m 
80 MHz to 2.5 GHz

3 V/m 
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NOTE 1       At 80 MHz and 800 MHz, the higher frequency range applies. 

NOTE 2       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 OTC TENS Device SEM44  is used exceeds the applicable RF compliance level 
above, the OTC TENS Device SEM44  should be observed to verify normal operation. If abnormal 
performance is observed, additional measures may be necessary, such as reorienting or relocating the 
OTC TENS Device SEM44. 

b       Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m. 

 

Recommended separation distances between 

portable and mobile RF communications equipment and the OTC TENS Device SEM44. 

The OTC TENS Device SEM44 is intended for use in an electromagnetic environment in which radiated RF disturbances 
are controlled. The customer or the user of the OTC TENS Device SEM44 can help prevent electromagnetic interference 
by maintaining a minimum distance between portable and mobile RF communications equipment (transmitters) and 
the OTC TENS Device SEM44 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 

 

80 MHz to 800 MHz 

 

800 MHz to 2.5 GHz 

 

0.01 0.117 0.117 0.233 

0.1 0.369 0.369 0.738 

1 1.167 1.167 2.333 

10 3.689 3.689 7.379 

100 11.667 11.667 23.333 
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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. 

  

NOTE 1    At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

NOTE 2    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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Limited Lifetime Warranty for Original Purchaser 
Your TYECE OTC TENS Device SEM44, excluding all enclosed accessories as these require routine 
maintenance, is warranted to be free from defects in materials and workmanship for the life of the product 
under normal conditions of intended use and service. This warranty extends only to the original retail 
purchaser and does not extend to retailers or subsequent owners. 
We will, at our option, repair or replace the OTC TENS Device SEM44, without charge, for any part or parts 
covered by these written warranties. No refunds will be given. Repair or replacement is our only 
responsibility and your only remedy under this written warranty. If replacement parts for defective materials 
are not available, Tyece reserves the right to make product substitutions in lieu of repair or replacement. 
For warranty service contact our customer service department and provide a description of the problem. If 
the problem is deemed to be within the scope of the limited lifetime warranty, you will be asked to mail the 
product at your costs in its original package with proof of purchase, your name, address and phone number. 
If the problem is not deemed to be within the scope of the limited lifetime warranty, we will provide quotation 
for repair, respectively, replacement and return shipping fee. 
This warranty does not cover damage caused by misuse or abuse; accident; failures of the atomizer, tubing, 
or accessories; parts or cleaning solutions; the attachment of unauthorized accessories; alteration to the 
product; improper installation; misapplication; lack of reasonable care with respect to the product; 
unauthorized repairs or modifications; improper use of electrical/power supply; normal wear; loss of power; 
dropped product; malfunction or damage of an operating part as a result of failure to comply with instructions 
for use or to provide 
manufacturer’s recommended maintenance; transit damage; theft; neglect; vandalism; or environmental 
conditions; loss of use during the period the product is at a repair facility or otherwise awaiting parts or 
repair; or any other conditions whatsoever that are beyond the control of Tyece. This warranty is void if the 
product is ever used in a commercial or business environment. The maximum liability of Tyece under this 
warranty is limited to the purchase price actually paid by the customer for the product covered by the 
warranty, as confirmed by proof of purchase, regardless of the amount of any other direct or indirect damage 
suffered by the customer. 
This warranty is effective only if the product is purchased and operated in the country in which the product is 
purchased. A product that requires modifications or adaptation to enable it to operate in any other country 
than the country for which it was designed, manufactured, approved and/or authorized, or repair of products 
damaged by these modifications is not covered under this warranty. 
THE WARRANTY PROVIDED HEREIN SHALL BE THE SOLE AND EXCLUSIVE WARRANTY. ANY 
IMPLIED WARRANTIES, OBLIGATIONS, OR LIABILITES, INCLUDING BUT NOT LIMITED TO THE 
IMPLIED WARRANTY OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE, ARE 
LIMITED IN DURATION TO THE DURATION OF THIS APPLICABLE WRITTEN WARRANTY. Some 
states do not allow limitations on how long an implied warranty lasts, so the above limitations may not apply 
to you. 
IN NO EVENT SHALL TYECE BE LIABLE FOR ANY SPECIAL, INCIDENTAL, INDIRECT OR 
CONSEQUENTIAL DAMAGES FOR BREACH OF THIS OR ANY OTHER WARRANTY, EXPRESS, 
IMPLIED OR ANY OTHER THEORY OF LIABILITY, WHATSOEVER. Some states do not allow the 
exclusion or limitation of special, incidental, or consequential damages, so the above limitation may not apply 
to you. 
Tyece does not authorize anyone, including, but not limited to, retailers, the subsequent consumer purchaser 
of the product from a retailer or remote purchaser, to obligate Tyece in any way beyond the terms set forth 
herein. 
This warranty does not extend to the purchase of opened, used, repaired, repackaged and/or resealed 
products, including but not limited to sale of such products on Internet auction sites and/or products by 
surplus or bulk resellers. Any and all warranties or guarantees shall immediately cease and terminate in 
connection with any products or parts thereof which are repaired, replaced, altered, or modified, without the 
prior explicitly written consent of Tyece. 
This warranty gives you specific legal rights, and you may also have other rights which may vary from state 
to state. 
 
Distributed by:  CVS Pharmacy, Inc., One CVS Drive, Woonsocket, RI 02895 
Customer Service Center: 1-800-645-3867  e-mail: cvs@product-info.us   
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Pain Therapy Device 
Model P.T.S ‐ IV 

 

 

 

 

 

Indications for Use: 

This TENS device is to be used for temporary relief of pain associated with sore or 

aching muscles of the lower back, arms, or legs due to strain from exercise or normal 

household and work activities. 

Note: 

 

Before operation, please read this user’s manual carefully, and be clear about the 

instructions! 

 

Warning: 

 

This device should not be used by patients with: 

 Pacemakers, Defibrillators or extreme Cardiac Irregularities 

 Metals Implants or Electronic Auxiliary Devices 

 Diabetes or Abnormal High Blood Pressure 

 A tendency toward internal Bleeding 

 Epilepsy 

 Pregnant Women 

 

Rev. 28.02.2014 
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User Instructions 
Safety Precautions 

·The graphic warning symbols indicated below are for the purpose of ensuring the safe and 

correct use of the “Counter” brand “Pain Therapy Device”. 

·Please take time to read them as they will prevent harm to yourself and other parties through 

improper use of this product and its accessories. 

 

Warning Symbol Meaning 

Danger 

This device must not be used in combination with the following other 

devices: pacemakers, respirators, electrocardiographs and other electronic 

equipment.  

Warning 

Indicates a potential hazardous situation which, if not avoided, could 

result in death or serious injury. 

Caution 

Indicates a potential hazardous situation which, if not avoided, may result 

in minor or moderate injury to the user or patient. 

 

Graphic Symbol 

Refers to prohibitive action in the proper use of the unit. The specific forbidden 

content is indicated inside the circle. The left picture means no dismantling. 

Refers to required action in the proper use of the unit. The specific enforced content 

is indicated inside the circle. The left picture means general compulsion. 

BF Isolated Applied Part 

 

    1. Warnings 

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

2) Do not use stimulation over the main arteries around your neck.  

3) Do not use stimulation over the neck or mouth. Severe spasm of muscles may occur and the 

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

4) Do not apply stimulation directly to the heart area across the chest or on the chest. 

5) Do not use stimulation on your head or across your head. 

6) Do not use stimulation over swollen, infected, or inflamed areas or skin eruptions, e.g., phlebitis, 

thrombophlebitis, varicose veins.  

7) Do not use stimulation over, or in proximity to, cancerous lesions. 

8) Do not use stimulation when charging the device. 

 

     2. Precautions 

1) Do not use the muscle stimulator during pregnancy. 

2) Do not use if you have heart problems.  

3) Do not use if you have epilepsy. 

4) Do not use the device in the presence of the following: 
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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 areas of the skin which lack normal sensation. 

5) Do not use the products near the heart; it may cause fast or irregular heartbeat. 

6) 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 (like gel), or alternate electrode placement. 

7) The Pain Therapy Device must be kept out of the reach of children. 

8) The Pain Therapy Device should be used only with the leads and electrodes recommended for use by 

the manufacturer. 

9) Never apply the pads to your skin with the power on, which will result in sudden shock. If, during 

application, you want to move the pads to another body part, please shut down the device first, and then 

move the pads to the place that you want to stimulate. 

10) Never use this product near the following devices: pacemakers or any other embedded electronic 

medical devices, heart-lung machine and any other life keeping electronic medical devices, 

electrocardiograph and any other medical screening and monitoring devices. Simultaneous use of the 

Pain Therapy Device and any of the above devices will cause malfunction and can be very dangerous 

to the users. 

11) Two pads should be used together as a pair.  Always peel off the protective film on the pads before 

use. To avoid an electrical short, do not connect two pads to each other. 

12) Do not apply pads to the same spot for over 40 minutes at a time. 

13) Do not use the Pain Therapy Device while driving, operating machinery, or during any activity in 

which involuntary muscle contractions may put the user at undue risk of injury. 

14) Do not use the product in bathroom or a moist environment. Do not use while bathing. 

15) Do not use the product in the condition of air mixed with flammable gases.  

16) Never use this product in concurrence with high frequency surgical equipment; it may result in 

burns at the site of the stimulator electrodes and possible damage to the control unit. 

17) Never use this product near a microwave oven, or other high frequency equipment. 

18) Never use this product while it is being charged. 

19) Do not operate the product in close proximity (e.g. 1m/3ft)) to shortwave therapy equipment, it 

may produce instability in stimulator output. 

 

    3. Contraindication 

1) Do not use this device on patients who have a cardiac pacemaker, implanted defibrillator, or other 

implanted metallic or electronic device, because this may cause electric shock, burns, electrical 

interference, or death. 

2) Do not use this device on patients whose pain syndromes are undiagnosed.  

3) Do not use this device during pregnancy. 

4) Do not use this device on babies or infants who cannot express themselves. 

 

    4. Adverse Reactions 

1) Patients may experience skin irritation and burns beneath the stimulation electrodes applied to the 

skin; 

2) Patients may experience headache and other painful sensations during or following the application 
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of electrical stimulation. 

3) Patients should stop using the device and should consult with their physicians if they experience 

adverse reactions from the device. 

 

5. Indications for Use 

To be used for temporary relief of pain associated with sore or aching muscles of the lower back, arms, 

or legs due to strain from exercise or normal household and work activities. 

 

    PAIN MANAGEMENT WARNINGS 

If you have had medical or physical treatment for your pain, consult with your physician before using 

this device. 

If your pain does not improve, becomes seriously chronic or severe, or continues for more than five 

days, stop using the device and consult with your physician. The mere existence of pain functions as 

a very important warning telling us that something is wrong. Therefore, if you suffer from any serious 

illness, consult your physician in order to confirm that it is advisable for you to use this Pain Therapy 

Device. 

 

    WARNINGS AND PRECAUTIONS REGARDING THE PADS 

Apply pads to normal, healthy, dry, clean skin (of adult patients) because it may otherwise disrupt 

the healing process. 

If you experience any skin irritation or redness after a session, do not continue stimulation in that 

area of the skin. 

 

NEVER APPLY THE PADS TO: 

- The neck or any area of the throat because this could cause severe muscle spasms resulting in 

closure of the airway, difficulty in breathing, or adverse effects on heart rhythm or blood 

pressure. 

- The head or any area of the face.  

- Both sides of the thorax simultaneously (lateral or front and back), 

       or across your chest because the introduction of electrical current may cause rhythm  

       disturbances which could be lethal. 

Do not bend or fold because the pad may not function properly. Store on the plastic pad sheet when 

not in use. 

Do not apply ointment or any solvent to the pads or to your skin because it will disrupt the pads from 

functioning properly. 

The pads are already pre-gelled and will adhere to your skin. 

To avoid damage to the adhesive surface of the pads, put the pads only on the skin or on the plastic 

pad sheet provided. 

Place the pads at least 1 inch apart on your skin. The pads should never touch each other. 

Always place clean pads in accordance with illustrations provided. Make sure the components are 

connected well and the pads are fixed on the part of the body you wish to treat or the therapy may not 

be effective. 

 

DO NOT USE YOUR PADS THIS WAY 
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Pads should not touch each other when placed onto your skin. 

Do not place on your spine or backbone. 

Pads should not touch any metal object, such as a belt buckle or necklace. 

Pads should not be placed simultaneously on the soles of both feet. 

Pads should not be placed simultaneously on the calves of both legs. 

Do not share pads with another person. This may cause a skin irritation or infection. Pads are intended 

for use by one person. 

Do not place or relocate the pads while the device is on. 

Always turn the power off before removing or changing the pad location. 

Do not leave pads attached to the skin after treatment. 

 

    CAUTION WHILE USING UNIT 

If the unit is not functioning properly or you feel discomfort, immediately stop using the device. 

Do not use for any other purpose except for what it is intended for. 

Do not insert the electrode plug into any place other than the jack on the main unit. 

Do not mix Alkaline and Manganese batteries as this will shorten the battery life. 

Do not pull on the electrode cord during treatment. 

Do not use the device while wearing electronic devices such as watches as this may damage the 

device. 

Do not use near a cell phone as this may cause the stimulator to malfunction. 

Do not bend or pull the end of the cord. 

When pulling out the cord from the device, hold the plug and pull. 

Replace the cord when broken or damaged. 

Do not throw the batteries into a fire. The batteries may explode. 

Dispose of the device, batteries, and components according to applicable legal regulations. Unlawful 

disposal may cause environmental pollution. 

The size, shape and type of pads may affect the safety and effectiveness of electrical stimulation. 

The electrical performance characteristics of pads may affect the safety and effectiveness of electrical 

stimulation. 

Using pads that are too small or incorrectly applied, could result in discomfort or skin burns 

    General Precautions 

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

• Apply stimulation to only normal, intact, clean, dry, and healthy skin. 

• TENS is not effective in treating the original source or cause of the pain, including headache. 

• TENS is not a substitute for pain medications and other pain management therapies. 

• TENS devices do not cure disease or injuries. 

• TENS is a symptomatic treatment and, as such, suppresses the sensation of pain that would otherwise 

serve as a protective mechanism. 

• Effectiveness is highly dependent upon patient selection by a practitioner qualified in the 

management of pain patients. 

• 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. 
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• 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 areas of skin that lack normal sensation. 

Keep unit away from young children. The unit contains small pieces that may be swallowed. 

Immediately contact your physician.    

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

Keep unit out of the reach of young children. The electrode cord can cause strangulation. 

 

What is it? 

The Counter Pain Therapy Device a 7-program, portable device designed for adults only. It is designed 

to reduce and relieve muscle and joint pain, stiffness and numbness in the arms, legs and foot by 

applying electrical nerve stimulation to the surface of the skin near the site of the pain. It can be 

successfully used in conjunction with any other pain treatment or medication. 

This type of therapy, called Transcutaneous Electrical Nerve Stimulator (TENS), has been used for 

over 30 years by medical professionals such as physical therapists and chiropractors. 

How does it work? 

Scientific theory suggests that electrical stimulation therapy may work in several ways: 

1. The gentle electrical pulses move through the skin to nearby nerves to block or shut out the pain 

message from ever reaching the brain from the source of the pain. 

2. The gentle electrical pulses increase the production of the body’s natural pain killer, such as 

endorphins. 

3. Furthermore, it is thought that the electrical stimulation improves blood circulation as well.  

Muscles contract and relax with the flow of the electrical stimulation. With repeated contracting and 

relaxing, the blood flows in and out and the blood circulation is improved. 

 

Symbols 

Symbol Meaning 

 

Attention, consult accompanying documents 

 BF Isolated Applied Part 

CE0120 CE Mark 

 

MANUFACTURER 

 

AUTHORISED REPRESENTATIVE IN THE EUROPEAN COMMUNITY 

 Direct current 

 Class II equipment 

 Re-back label 
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Indoor use only 

 

 
Indication for Use: 

To be used for temporary relief of pain associated with sore or aching muscles of the lower back, 

arms, or legs due to strain from exercise or normal household and work activities. 

 

Name and function of Each Part 
Components:  

 

 
 
Features of the Main Unit 
1. Output jack: to connect the electrode wire plug 

to output electric pulse signals; 

 

2. ON/OFF Switch: to turn the device on and off.   

3.Intensity increase button: Press the button once, 

the output of the pulse shall be intensified by one 

level correspondingly. The highest level is 

Level-16.  

 

4. Intensity lessening button: Press the button once, the output of the pulse shall be lessened by 

one level correspondingly. The lowest level is Level-0 at which there is no output. The status of 

starting the device is Level-0.  

 

5.Treatment time interval selection button: the treatment time intervals: there are three treatment 

time intervals available for setting, namely 20 min, 30 min and 40 min. The treatment time 

interval at starting the device is 20 minutes.  
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6. Mode selection button: Press the button once, a Mode is changed correspondingly and at the 

same time the Mode selected will blink on the LCD. There are seven Modes available in the 

device, namely Neck, Shoulder, Waist, Back, Legs, Feet and All.  

 

7. LCD: It simultaneously displays the working status of the device.  

 

8. The charging indicator light: the light is on when charging. When the unit gets full charge, the 

light will be off. 

 

9. Charging Jack. It is used for charging the device. When the battery power of the device is low, 

plug in the special charger supplied with the device and connect it to a wall outlet (AC120V). The 

device will be charged.（please refer to the charging method in page 14-15 of the “Instructions for 

the Lithium Battery” of this manual.） 

 

 

 

 

 

Reading the LCD Screen:  
1. Mode display zone: There are seven 

Modes available with the device, namely A, 

B, C, D, E, F and All. When a certain Mode 

is blinking, it means the device is in the 

status of that Mode for output.  

 

2. Intensity display zone: It simultaneously 

displays the intensity of both right and left 

output electronic pulse of the device. There are 16 levels of intensity. Intensity gradually increases 

from level-1 to level-16. There is no output intensity at Level-0.  

 

3. Treatment time interval display. The remaining working time displays in a count-down way.  

 

4. Built-in battery power display zone: Full space shows the highest power level and blank space 
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shows the lowest power level, which means the battery needs to be charged otherwise the device 

may be turn off.  

Preparation before use: 

Correct Usage Method 
 

As shown in the figure, connect the wire properly; take off the protective film on the electrode pad. 

  

 

 

Put the electrode pad on the area to be treated. 

 

 
Note: 
If you like to use both channels (4 electrodes) simultaneously for enhanced 
stimulation, always place the second pair of electrodes near the first pair making sure 
that they don’t touch each other (see below). The intensity for the second channel can 
be controlled by the separately by using the other (right) side of the controls (+/-).  
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Proper use 
1. Turn on the power: Push the ON/OFF switch to “ON” and the power is on as shown in 

the figure. The device now is in the state of START: intensity: 0, Mode: “A”; treatment time 

interval: 20 min.  

 
 

2. Selection of treatment Modes: Press the mode button; you may select seven Modes 

repeatedly in the order of A, B, C, D, E, F and All. When a Mode is chosen, the letter 

corresponding to the Mode starts blinking on the screen.  

 

 
 

3. Intensity adjustment: Press the intensity increase/decrease button until the intensity is 

adjusted to a proper level.  
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4. Selection of treatment time: Press the timing button, there are three treatment time 

intervals available for selection, namely 20 min, 30 min and 40 min. 20 minutes treatment 

interval for one area, once or twice per day is recommended. However, the treatment time 

interval and treatment frequencies may also be prolonged or shortened depending on the 

patient’s specific conditions.  The device will automatically turn off when the treatment 

time is up. If you want to continue the operation, you should not restart the device until the 

power is off for at least 3 seconds.  

 

 

 

5. If you want to change the treatment position in the process of treatment, namely change 

the location of the electrode pad, you must turn the power button to “OFF” before 

changing the treatment position and restart the device so as to avoid the irritation arising 

from abrupt change.  
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6. If you want to stop during the treatment, please don’t take off the electrode pads until 

the device is switched off.  

 

7. Please turn off the power after the use: Set the power switch to OFF to turn off the 

device.  

 

8. After the device is turned off, hold the plug of the electrode wire and pull out of the 

socket. Never try to pull out the plug by holding the wire.  

 

9. Insufficient battery power may affect the device’s normal operation. Please charge the 

battery timely.  

Note: You must use the special charger supplied to charge the device.  

Note: Only charge the device when battery is completely drained the first 2 times. Unplug 

charger from charging jack when charging is complete. When massage strength 

decreases, it indicates that the device needs charging. Recharge it and then continue to 

use the device. Do not use the controller when charging. 

 

10. Pads can be used for approximately 150 times at home, but it depends on different 

situations. When the pads are dirty or the stickiness is not enough, you should consider 

washing or changing them. For detailed washing and cleaning criteria and methods, 

please refer to t the “Product Cleaning, Maintenance and Storage” section in the page 

13-14 of this manual. Replacement electrodes can be purchased from your supplier of the 

device or by calling Customer Service 1-239-498-2001 or go to www.counter-csd.com. 

 

Attention: Do not use other unauthorized electrodes, the output current density may 

exceed 2 mA r.m.s./cm², which could be dangerous. 

 

 

Recommended Electrode Placements 
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Note: (again) 
If you like to use both channels (4 electrodes) simultaneously for enhanced 
stimulation, always place the second pair of electrodes near the first pair making sure 
that they don’t touch each other (see below). 

 
Product Cleaning, Maintenance and Storage 

The unit is designed for repeated use over time. The pads will last up to 150 uses, or 5 months 

(based on use 1/day). Here are important cleaning and storage instructions: 

Cleaning the main unit 
1. Turn unit off and disconnect the electrode wires 

from the pads.  

2. Clean with a lightly moistened cloth (or a cloth 

moistened with a neutral cleaning solution) and 

wipe  

·  Do not use chemicals (like thinner, benzene).      

·   Do not let water get into the internal area.  

 
Cleaning the electrode pads 
1. Turn the power off and remove the electrode cord 

from the pads. 
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2. Wash the pads when the adhesive surface becomes dirty and/or the pads are difficult to attach. 

·Wash the pad softly with your fingertips under slow running cold water for several seconds

（do not use a sponge or sharp object like a nail on adhesive side, do not use detergents, 

chemicals or soap.） 

3. Pads can be washed after 15 uses; approximately ten times for up to 150 uses (do not wash the 

pads too long or too frequently). 

4. Let the adhesive surface air-dry completely. 

5. Pads are replaceable and can be purchased when needed by calling 1-800-634-4350 or go to 

www.counter-csd.com. 

The life of pads may vary by the frequency of washing, skin, condition, and storage state.  

When should you replace your pads?  

If the pad no longer sticks to your skin or if more than 25% of the pad’s surface is not in contact 

with your skin. 

Storage   

Store the device in a place where it is out of reach of children. Do not disassemble the unit without 

authorization.  

After the unit has not been used for a long time, charge the battery before use.  

Do not disassemble for repair without prior notification or you may void your warranty.  

                                            

Instructions for the Lithium Battery 
 
P.T.S—IV is equipped with one “built-in” rechargeable lithium battery and need not to 
be exchanged; only recharged. Only charge the battery with the equipped charger 
supplied. Use of other chargers may lessen the working life of the device or result in 
damage of device and could be dangerous. 
 
Charging Method: 
1. Please insert the plug of charger to the main unit, and connect the charger to power 
supply. See picture below.  

 
2. The charging indicator light is on or the LCD battery icon blinks when charging. When 
the indicator light is off or the battery icon stops blinking, it means the unit is fully 
charged. Charge OK. 
3. When charging the unit for the first time, please make sure the unit is fully charged.  
4. Do not continue charging after the battery icon has stopped blinking. Continuous 
charging will affect the life of the device. 
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Product Problem Solving 
 

Problem Have you checked  Solutions 

The LCD is 

working but there 

is no massage 

sensations 

That the electrodes are connected to 

the main unit 

Insert the output jack to the machine 

The electrode wire is connected to the 

electrode 

Connect properly the electrode wire 

to the electrode 

The stimulation 

becomes weak or 

the user feels a 

slight tingle on 

the nerves 

That the electrode are fully touching 

the skin 

Place the electrodes tightly to the 

skin 

That the surface of the electrode has 

not been contaminated 

Clean or replace the electrode 

That the body surface is not 

lubricated in any way 

Clean and dry the body surface and 

electrode then retry the unit 

During the 

treatment, the 

unit stops output 

before the end 

time 

Make sure the battery is fully charged 

and/or the output jack has not been 

loosened 

Charge the battery or reconnect the 

jack to the main unit 

The skin under 

where I place the 

electrode has 

turned red and/or 

itches or prickles 

Check to see whether you are allergic 

to the electrode 

Stop using the machine until you 

ascertain the cause of the skin 

irritation. Consult with your Doctor. 

The stimulation 

is too weak even 

with the strength 

turned up 

Skin or electrode are dirty  

attaching position is correct or  

battery needs to be charged 

Clean the skin with a wet towel 

change the electrode positioning 

recharge the battery 

 

 

Technical Manual   
Specification 
Power DC 3.7V 

Normal working ambient temperature 5~40℃ (40-105°F) 

Normal working ambient humidity ≤80%RH 

Store and transport ambient temperature -20~55℃ (-4-130°F) 

Store and transport ambient humidity 10-95%RH 

Weight About 80g (2.8 oz.) 

Outline dimension L120mm × W70mm × H18mm (L4.7in. ×

W2.8in.×H 0.63in) 

Safety classifications Internal powered equipment, Type BF applied 

part, not suitable for use in the presence of a 

flammable anesthetic mixture with air or with 
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oxygen or nitrous oxide, continuous operation 

Product Life 5 Years 

Battery Life (30 min./CYCLE) 20 CYCLES before recharging 

maximum amplitude of output voltage 35 V 
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Waveforms of the various Modes/Programs 

 

“A” (recommended for use on Deltoid)  

Pulse durations 170µs 

pulse repetition 

frequencies 
10-100Hz 

 

                    

                    1                                     2 

            

                    3                                     4 

 

Waveform is the pulse group as a unit, pulse group frequency 10-100Hz,  

 

“B” (recommended for use on Sciatica, Calf)  

Pulse durations 170µs 

pulse repetition 

frequencies 
1-20Hz 

 

                     
1                                       2 

Waveform is the single pulse as a unit, pulse group frequency 1-20Hz 
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“C” (recommended for use on Elbow, Upper Arm)  

Pulse durations 170µs 

pulse repetition 

frequencies 
48-136Hz 

   

                                        

1                                        2      

Waveform is the single pulse as a unit, pulse group frequency 48-136Hz 

                                         

“D” (recommended for use on Lower Back)  

Pulse durations 170µs 

pulse repetition 

frequencies 
20-100Hz 

 

                        

                       1                                      2 

Waveform is the single pulse as a unit, pulse group frequency 20-100Hz, 

 

 

“E”(recommended for use on Knee)    

Pulse durations 170µs 

pulse repetition 

frequencies 
10-120Hz 

                            
                     1                                       2 

Waveform is the single pulse as a unit, pulse group frequency 10-120Hz 
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“F” (recommended for use on Hip & Thigh, Ankle/Foot) 

Pulse durations 170µs 

pulse repetition 

frequencies 
100-120Hz 

 

                 

Waveform is the single pulse as a unit, pulse group frequency 10-120Hz 

 

 

“All” (recommended for use on ALL the positions “A” to “F”) 

Pulse durations 170µs 

pulse repetition 

frequencies 
10-100Hz 

 

                   

    1                                     2 

            

                  3                                      

The pulses of the “All” mode are without any “bursts” and therefore feel smoother. 

Waveform is the pulse group as a unit, pulse group frequency 10-100Hz,  
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ELECTROMAGNETIC IMMUNITY 

1) This product needs special precautions regarding EMC and needs to be 

installed and put into service according to the EMC information provided, and 

this unit can be affected by portable and mobile RF communications 

equipment. 

2) Do not use a mobile phone or other devices that emit electromagnetic fields, 

near the unit. This may result in incorrect operation of the unit. 

3) Caution: This unit has been thoroughly tested and inspected to assure 

proper performance and operation! 

4) Caution: this machine should not be used adjacent to or stacked with other 

equipment and that if adjacent or stacked use is necessary, this machine 

should be observed to verify normal operation in the configuration in which it 

will be used 

5) Warning: 

The use of ACCESSORIES, transducers and cables other than those specified, 

with the exception of transducers and cables sold by the MANUFACTURER of 

the P.T.S-IV PAIN THERAPY DEVICE as replacement parts for internal 

components, may result in increased EMISSIONS or decreased IMMUNITY of 

the ME EQUIPMENT or ME SYSTEM. 

 

Guidance and manufacture’s declaration – electromagnetic emission 

The P.T.S-IV PAIN THERAPY DEVICE is intended for use in the electromagnetic environment specified 

below. The customer of the user of the P.T.S-IV PAIN THERAPY DEVICE should assure that it is used in 

such an environment. 

Emission test Compliance Electromagnetic environment – 
guidance 

RF emissions 

CISPR 11 

Group 1  

 

The P.T.S-IV PAIN THERAPY 
DEVICE use 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. 
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RF emission 

CISPR 11 
Class B  

The P.T.S-IV PAIN THERAPY 
DEVICE 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 

Class A  

Voltage 
fluctuations/ 
flicker emissions  

IEC 61000-3-3 

Complies  

 

Guidance and manufacture’s declaration – electromagnetic immunity 

The P.T.S-IV PAIN THERAPY DEVICE is intended for use in the electromagnetic environment specified below. The 

customer or the user of P.T.S-IV PAIN THERAPY DEVICE should assure that it is used in such an environment. 

Immunity test  
IEC 60601 test 
level IEC60601 

Compliance 
level  

Electromagnetic 
environment – guidance 

Electrostatic 
discharge (ESD) 

IEC 61000-4-2 

 

±6 kV contact 

±8 kV air 

±2 kV contact 

±4kV air 

±6 kV contact 

±8 kV air 

±2 kV contact 

±4kV air 

Floors should be wood, 
concrete or ceramic tile. If 
floor are covered with 
synthetic material, the 
relative humidity should be 
at least 30%. 

Electrical fast 
transient/burst  

IEC 61000-4-4 

±2 kV for power 
supply lines 

±1KV for power 
supply lines 

±2kV for power 
supply lines 

±1KV for power 
supply lines 

 

Mains power quality should 
be that of a typical 
commercial or hospital 
environment. 

 

Surge  

IEC 61000-4-5 

± 1 kV line(s) to 
line(s)  

  

±1 kV differential 
mode 

  

Mains power quality should 
be that of a typical 
commercial or hospital 
environment. 

 

Voltage dips, 
short 
interruptions and 
voltage variations 
on power supply 

<5% UT 

(>95% dip in UT) 

for 0.5 cycle 

<5% UT 

(>95% dip in UT) 

for 0.5 cycle 

Mains power quality should 
be that of a typical 
commercial or hospital 
environment. If the user of 
the P.T.S-IV PAIN THERAPY 

DEVICE requires continued 
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input lines 

IEC 61000-4-11 

  

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 sec 

  

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 sec 

operation during power 
mains interruptions, it is 
recommended that 
the P.T.S-IV PAIN THERAPY 

DEVICE be powered from an 
uninterruptible power supply 
or a battery. 

Power frequency 
(50Hz/60Hz) 
magnetic field 
IEC 61000-4-8 

3A/m 3A/m 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 manufacture’s declaration – electromagnetic immunity 

The P.T.S-IV PAIN THERAPY DEVICE is intended for use in the electromagnetic environment 

specified below. The customer or the user of P.T.S-IV PAIN THERAPY DEVICE should assure that it is 

used in such an environment. 

Immunity 
test 

IEC 60601 
test level 

Compliance 
level 

Electromagnetic environment 
- guidance 

Conducted RF 

IEC 61000-4-6 

3 Vrms 

150 kHz to 80 MHz 3 Vrms 

Portable and mobile RF communications 

equipment should be used no closer to any 

part of the P.T.S-IV PAIN THERAPY 

DEVICE, including cables, than the 

recommended separation distance 

calculated from the equation applicable to 

the frequency of the transmitter. 

Recommended separation distance 

  

 80 MHz to 800 MHz 

800 MHz 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,ashould be less than the 

compliance level in each frequency range.b

Interference may occur in the vicinity of 

equipment marked with the following 

symbol: 

 

   

Radiated RF 
IEC 61000-4-3 

3 V/m 
80 MHz to 2.5 GHz

3 V/m 

      

     

NOTE 1       At 80 MHz and 800 MHz, the higher frequency range applies. 
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NOTE 2       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 P.T.S-IV PAIN THERAPY DEVICE is used exceeds the 

applicable RF compliance level above, the P.T.S-IV PAIN THERAPY DEVICE should be observed 

to verify normal operation. If abnormal performance is observed, additional measures may be 

necessary, such as reorienting or relocating the P.T.S-IV PAIN THERAPY DEVICE. 

b       Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m. 

 

Recommended separation distances between 

portable and mobile RF communications equipment and the P.T.S-IV PAIN THERAPY DEVICE .

The P.T.S-IV PAIN THERAPY DEVICE is intended for use in an electromagnetic environment in which 

radiated RF disturbances are controlled. The customer or the user of the P.T.S-IV PAIN THERAPY 

DEVICE can help prevent electromagnetic interference by maintaining a minimum distance between 

portable and mobile RF communications equipment (transmitters) and the  P.T.S-IV PAIN THERAPY 

DEVICE 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 

 

80 MHz to 800 MHz 

 

800 MHz to 2.5 GHz 

 

0.01 0.117 0.117 0.233 

0.1 0.369 0.369 0.738 

1 1.167 1.167 2.333 

10 3.689 3.689 7.379 

100 11.667 11.667 23.333 

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. 
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NOTE 1    At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

NOTE 2    These guidelines may not apply in all situations. Electromagnetic propagation is affected by 

absorption and reflection from structures, objects and people. 

 

 

 

 

LIMITED WARRANTY 

    

Your Pain Therapy Device and electrode cords are warranted for 1 year and the electrode pads are 

warranted for 30 days. They are guaranteed to be free from defects in materials and workmanship if 

used in accordance with the instructions provided. The above warranties extend only to the original 

retail purchaser. We will, at our option, repair or replace without charge any device covered by the 

above warranties. Repair or replacement is our only responsibility and your only remedy under the 

above warranties. To obtain warranty service, contact Customer Service by calling 1-800-xxx-xxxx for 

the address of the repair location and the return shipping and handling fee. Enclose the Proof of 

Purchase. Include a letter, with your name, address, phone number, and description of the specific 

problem. Pack the product carefully to prevent damage in transit. Because of possible loss in transit, we 

recommend insuring the product with return receipt requested. 

THE FOREGOING IS THE SOLE WARRANTY PROVIDED BY COUNTER SCIENTIFIC IN 

CONNECTION WITH THIS PRODUCT, AND COUNTER SCIENTIFIC HEREBY DISCLAIMS 

ANY OTHER WARRANTIES, EXPRESS OR IMPLIED, INCLUDING IMPLIED WARRANTIES 

OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE. IMPLIED 

WARRANTIES AND OTHER TERMS THAT MAY BE IMPOSED BY LAW, IF ANY, ARE 

LIMITED IN DURATION TO THE PERIOD OF THE ABOVE EXPRESS WARRANTY. 

COUNTER SCIENTIFIC SHALL NOT BE LIABLE FOR LOSS OF USE OR ANY OTHER 

SPECIAL, INCIDENTAL, CONSEQUENTIAL OR INDIRECT COSTS, EXPENSES OR 

DAMAGES. 

This warranty provides you with specific legal rights, and you may have other rights that vary by 

jurisdiction. Because of special local requirements, some of the above limitations and exclusions may 

not apply to you. 

 

FOR CUSTOMER SERVICE 

Call: 1-239-948-2001  

 

 

Manufacturer:  Counter Scientific development (GZ) Limited 

Address: 2nd& 3nd Floor, Building 6, DaPian Industrial Zone, Tangxia Road, Tianhe District, 

Guangzhou 510665, China 

www.counter-csd.com 
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Tyece OTC TENS Device 
Model SEM 44 

 

Instructions for Use 
 
 
 
 
 

 
 
 
 
 
 
         
 
 
 
 
 

 
 
 

Please read these instructions carefully before use 
 
 

Indication for Use: 
 
The Tyece OTC TENS Device, Model SEM44 is to be used for temporary relief of 
pain associated with sore and aching muscles in the upper and lower back, arms, or 
legs due to strain from exercise or normal household activities.  
 
 
 
 
 
Rev: 03.22.15 
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Warning: 
This device should not be used by patients with: 

 Pacemakers, Defibrillators or extreme Cardiac Irregularities 

 Metals Implants or Electronic Auxiliary Devices 

 Diabetes or Abnormal High Blood Pressure 

 A tendency toward internal Bleeding 

 Epilepsy 
 Pregnant Women 

 
 
 
 

Table of Contents 
Front Cover, Indication for Use                                                          1 
User Instructions, Safety Precautions                                              2-5 
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TENS Program Table……………………………………………………………………………………11-12 
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Product Cleaning, Maintenance and Storage                                         14 
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Spec i f i ca t ion…… ………… … ………… ……… … ……… … ………… ……… … ……… … …15 
Electromagnetic Immunity……………………………………………………………………16-19 
Warranty  ………………………………………………………………………………       20 
 
 
 
 

User Instructions 
Safety Precautions 
·The graphic warning symbols indicated below are for the purpose of ensuring the safe and correct use of the 
“Tyece OTC TENS Device, Model SEM44”. 
·Please take time to read them as they will prevent harm to yourself and other parties through improper use of 
this product and its accessories. 
 

Warning Symbol Meaning 

Danger 

This device must not be used in combination with the following other 
devices: pacemakers, respirators, electrocardiographs and other electronic 
equipment.  

Warning 

Indicates a potential hazardous situation which, if not avoided, could 
result in death or serious injury. 

Caution 

Indicates a potential hazardous situation which, if not avoided, may result 
in minor or moderate injury to the user or patient. 

 
Graphic Symbol 

Refers to prohibitive action in the proper use of the unit. The specific forbidden 
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content is indicated inside the circle. The left picture means no dismantling. 

Refers to required action in the proper use of the unit. The specific enforced content 

is indicated inside the circle. The left picture means general compulsion. 

BF Isolated Applied Part 

 

    1. Warnings 
1) The long-term effects of chronic electrical stimulation are unknown. 
2) Do not use stimulation over the main arteries around your neck.  
3) Do not use stimulation over the neck or mouth. Severe spasm of muscles may occur and the contractions may be 
strong enough to close the airway or cause difficulty in breathing. 
4) Do not apply stimulation directly to the heart area across the chest or on the chest. 
5) Do not use stimulation on your head or across your head. 
6) Do not use stimulation over swollen, infected, or inflamed areas or skin eruptions, e.g., phlebitis, thrombophlebitis, 
varicose veins.  
7) Do not use stimulation over, or in proximity to, cancerous lesions. 
8) Do not use stimulation when charging the device. 
 

     2. Precautions 
1) Do not use Device during pregnancy. 
2) Do not use if you have heart problems.  
3) Do not use if you have epilepsy. 
4) Do not use the device 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 areas of the skin which lack normal sensation. 

5) Do not use the products near the heart; it may cause fast or irregular heartbeat. 
6) 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 (like gel), or 
alternate electrode placement. 
7) The Device must be kept out of the reach of children. 
8) The Device should be used only with the leads and electrodes recommended for use by the manufacturer. 
9) Never apply the pads to your skin with the power on, which will result in sudden shock. If, during application, you 
want to move the pads to another body part, please shut down the device first, and then move the pads to the place that 
you want to stimulate. 
10) Never use this product near the following devices: pacemakers or any other embedded electronic medical devices, 
heart-lung machine and any other life keeping electronic medical devices, electrocardiograph and any other medical 
screening and monitoring devices. Simultaneous use of the Device and any of the above devices will cause malfunction 
and can be very dangerous to the users. 
11) Two pads should be used together as a pair.  Always peel off the protective film on the pads before use. To avoid an 
electrical shock, do not connect two pads to each other 
12) Do not apply pads to the same spot for over 40 minutes at a time. 
13) Do not use the Device while driving, operating machinery, or during any activity in which involuntary muscle 
contractions may put the user at undue risk of injury. 
14) Do not use the product in bathroom or a moist environment. Do not use while bathing. 
15) Do not use the product in the condition of air mixed with flammable gases.  
16) Never use this product in concurrence with high frequency surgical equipment; it may result in burns at the site of 
the stimulator electrodes and possible damage to the control unit. 
17) Never use this product near a microwave oven, or other high frequency equipment. 
18) Do not operate the product in close proximity (e.g. 1m/3ft)) to shortwave therapy equipment, it may produce 
instability in stimulator output. 
 

     
3. Contraindication 
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1) Do not use this device on patients who have a cardiac pacemaker, implanted defibrillator, or other implanted metallic 
or electronic device, because this may cause electric shock, burns, electrical interference, or death. 
2) Do not use this device on patients whose pain syndromes are undiagnosed.  
3) Do not use this device during pregnancy. 
4) Do not use this device on babies or infants who cannot express themselves. 
 

    4. Adverse Reactions 
1) Patients may experience skin irritation and burns beneath the stimulation electrodes applied to the skin; 
2) Patients may experience headache and other painful sensations during or following the application of electrical 3) 
Patients should stop using the device and should consult with their physicians if they experience adverse reactions from 
the device. 
 
 

    PAIN MANAGEMENT WARNINGS 
If you have had medical or physical treatment for your pain, consult with your physician before using this device. 
If your pain does not improve, becomes seriously chronic or severe, or continues for more than five days, stop using the 
device and consult with your physician. The mere existence of pain functions as a very important warning telling us that 
something is wrong. Therefore, if you suffer from any serious illness, consult your physician in order to confirm that it 
is advisable for you to use this Device. 
 

    WARNINGS AND PRECAUTIONS REGARDING THE PADS 
Apply pads to normal, healthy, dry, clean skin (of adult patients) because it may otherwise disrupt the healing process. 
If you experience any skin irritation or redness after a session, do not continue stimulation in that area of the skin. 
 
NEVER APPLY THE PADS TO: 

- The upper neck or any area of the throat because this could cause severe muscle spasms resulting in closure of 
the airway, difficulty in breathing, or adverse effects on heart rhythm or blood pressure. 

- The head or any area of the face.  
- Both sides of the thorax simultaneously (lateral or front and back), 

              or across your chest because the introduction of electrical current may cause rhythm disturbances which 
              could be lethal. 
Do not bend or fold because the pad may not function properly. Store on the plastic pad sheet when not in use. 
Do not apply ointment or any solvent to the pads or to your skin because it will disrupt the pads from functioning 
properly. 
The pads are already pre-gelled and will adhere to your skin. 
To avoid damage to the adhesive surface of the pads, put the pads only on the skin or on the plastic pad sheet provided. 
Place the pads at least 5 cm (1 inch) apart on your skin. The pads should never touch each other. 
Always place clean pads in accordance with illustrations provided. Make sure the components are connected well and 
the pads are fixed on the part of the body you wish to treat or the therapy may not be effective. 
 
DO NOT USE YOUR PADS THIS WAY 
Pads should not touch each other when placed onto your skin. 
Do not place on your spine or backbone. 
Pads should not touch any metal object, such as a belt buckle or necklace. 
Pads should not be placed simultaneously on the soles of both feet. 
Pads should not be placed simultaneously on the calves of both legs. 
Do not share pads with another person. This may cause a skin irritation or infection. Pads are intended for use by one 
person. 
Do not place or relocate the pads while the device is on. 
Always turn the power off before removing or changing the pad location. 
Do not leave pads attached to the skin after treatment. 
 
  

   CAUTION WHILE USING UNIT 
If the unit is not functioning properly or you feel discomfort, immediately stop using the device. 
Do not use for any other purpose except for what it is intended for. 
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Do not insert the electrode plug into any place other than the jack on the main unit. 
Do not mix Alkaline and Manganese batteries as this will shorten the battery life. 
Do not pull on the electrode cord during treatment. 
Do not use the device while wearing electronic devices such as watches as this may damage the device. 
Do not use near a cell phone as this may cause the stimulator to malfunction. 
Do not bend or pull the end of the cord. 
When pulling out the cord from the device, hold the plug and pull. 
Replace the cord when broken or damaged. 
Do not throw the batteries into a fire. The batteries may explode. 
Dispose of the device, batteries, and components according to applicable legal regulations. Unlawful disposal may 
cause environmental pollution. 
The size, shape and type of pads may affect the safety and effectiveness of electrical stimulation. 
The electrical performance characteristics of pads may affect the safety and effectiveness of electrical stimulation. 
Using pads that are too small or incorrectly applied, could result in discomfort or skin burns 

    General Precautions 
• The long-term effects of electrical stimulation are unknown. 
• Apply stimulation to only normal, intact, clean, dry, and healthy skin. 
• TENS is not effective in treating the original source or cause of the pain, including headache. 
• TENS is not a substitute for pain medications and other pain management therapies. 
• TENS devices do not cure disease or injuries. 
• TENS is a symptomatic treatment and, as such, suppresses the sensation of pain that would otherwise serve as a 
protective mechanism. 
• Effectiveness is highly dependent upon patient selection by a practitioner qualified in the management of pain 
patients. 
• 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. 
• If you have suspected or diagnosed epilepsy, you should follow precautions recommended by your phycician 
• 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 areas of skin that lack normal sensation. 
Keep unit away from young children. The unit contains small pieces that may be swallowed. Immediately contact your 
physician.    
• Use this device only with the leads, electrodes, and accessories recommended by the manufacturer. 
Keep unit out of the reach of young children. The electrode cord can cause strangulation. 
• Use caution if you have a tendency to bleed internally, such as following an injury or fracture. 
 
 

What is it? 
 
The Tyece OTC TENS Device, Model SEM44 is a multi-program, portable device designed for adults only. It is 
designed to reduce and relieve muscle pain in the upper and lower back, legs and arms by applying electrical nerve 
stimulation to the surface of the skin near the site of the pain. It can be successfully used in conjunction with any other 
pain treatment or medication. 
This type of therapy, called Transcutaneous Electrical Nerve Stimulator (TENS), has been used for over 30 years by 
medical professionals such as physical therapists and chiropractors.  
 

How does it work? 
 
The gentle electrical pulses move through the skin to nearby nerves to block or shut out the pain message from ever 
reaching the brain from the source of the pain. 
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Symbols 

Symbol Meaning 

 

Attention, consult accompanying documents 

 BF Isolated Applied Part 

CE0120 CE Mark 

 

MANUFACTURER 

 

AUTHORISED REPRESENTATIVE IN THE EUROPEAN COMMUNITY 

 
Direct current 

 
Class II equipment 

 Re-back label 

 
Indoor use only 

 
 
Included in the delivery 
– 1 x digital TENS unit (including belt clip) 
–  2 x connection cables 
–  4 x adhesive electrodes (50x 50 mm) 
–  3 x AAA batteries 
–  These instructions for use 
 
Replacement items 
8 x adhesive electrodes (50 x 50 mm), item no.: 661.22 
4 x adhesive electrodes (50 x 100 mm), item no.: 661.21 
 
 
 
Damage 
• If the device is damaged, do not use it and contact your retailer or the specified Customer Services address. 
• Check the device for signs of wear and tear or damage. If there are such signs of wear and tear or damage or if the 
device was used improperly, it must be returned to the manufacturer or retailer before further use. 
• Switch the device off immediately if it is faulty or not working properly. 
• Do not attempt to open and/or repair the device yourself. Repairs may only be carried out by Customer Services or 
authorised retailers. Failure to comply will result in voiding of the warranty.  
• The manufacturer is not liable for damage resulting from improper or careless use. 
 

 
 
 
 
Current parameters 
Electrostimulation units operate with the following current settings, which may affect stimulation effects differently, 
depending on the setting: 
 

Impulse form 
This describes the time function of the electrical impulse. 
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It distinguishes between monophasic and biphasic pulse currents. In monophasic pulse currents, the current flows in one 
direction and in biphasic pulse currents the electrical impulse alternates its direction. 
 
 

Impulse frequency 
The frequency indicates the number of individual impulses each second and is given in Hz (Hertz). It 
can be calculated by determining the cyclic value for the time period. The relevant frequency 
determines which types of muscle fibres react favourably. Slow-reacting fibres react more easily to 
lower impulse frequencies up to 15 Hz, whereas fast-reacting fibres only respond from 
approximately 35 Hz onwards.  

 
Impulse width 
This indicates the duration of an individual impulse in microseconds. The impulse width therefore 
determines, among other things, the penetration of the electricity, where usually: larger muscle 
masses require larger impulse widths. 

 
Impulse intensity 
Setting the intensity levels depends on the individual sensitivity of each user and is determined by a 
variety of variables, such as site of application, blood circulation to the skin, skin thickness and the 
quality of the electrode contact. The setting used should be effective but should never cause an 
unpleasant sensation, such as pain, at the site of application. While a gentle tingling indicates sufficient stimulation 
energy levels, any setting that causes pain should be avoided. During longer applications it may be necessary to make 
readjustments due to the adjustment processes over time at the site of application. 

 
Cycled impulse parameter variation 
In many cases it is necessary to cover the overall tissue structure at the site of application by applying several impulse 
parameters. In the Tyece OTC TENS Device, Model SEM44, this is achieved by the provided programs, which 
automatically make a cyclical impulse parameter change. This also prevents individual muscle groups at the site of 
application being affected by fatigue. 
The Tyece OTC TENS Device, Model SEM44 unit provides sensible default current parameter settings. With this, you 
can change the impulse intensity at any time during use. For 6 programs you can also set various parameters for 
stimulation yourself. 
 

 
Unit description 
 
Buttons: 
1 ON/OFF button  
2 ENTER  button 
3 Intensity setting buttons (Ch1 +/- left,  Ch2 +/- right) 
4 Keylock  
5 Selection button  UP and  DOWN 
6 MENU  button 
 
Display (full screen): 
1 TENS  
2 Program number 
3 Impulse intensity channel 2 (CH2) 
4 Impulse intensity channel 1 (Ch1) 
5 Low battery 
6 Keylock 
7 Frequency display (Hz), pulse width (µs) or pause time 
8 Timer function (remaining time display) or working time 
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Accessories: 
• 2 x connection cables 
• 4 x adhesive electrodes (45 x 45 mm)  
• 1 x belt clip 
 
Button functions 
Each time you press a button, the unit emits an acoustic signal to notify you in case you are pressing any buttons 
unintentionally. This acoustic signal cannot be switched off. 
ON/OFF  
(1) Press briefly to switch the device on. 
(2) Press once to interrupt stimulation treatment. 
(3) Press and hold to switch off the device (approx. 2 seconds). 
UP  and DOWN  
Choice of treatment program, treatment time, frequency, pulse width, working time and pause time. 
MENU  
(1) Navigation between the ,  and   MENUs. 
(2) Return to program selection screen or MENU selection. 
ENTER  
(1) MENU selection 
(2) Confirmation of a selection made using UP  / DOWn , except channel intensity 
Intensity setting buttons ( +/- left,  +/- right) Adjusting the impulse intensity 
Keylock  
Locks the buttons to avoid them being pressed unintentionally. 
1) To activate the keylock, hold down the  button until the  symbol is visible in the display (approx. 3 seconds). 
(2) To deactivate the keylock, hold down the  button until the  symbol disappears from the display (approx. 3 seconds). 
 
 
 
 
 
 
 
 
Initial use 
1. Remove the belt clip from the unit (if attached). 
2. Press the battery compartment cover on the rear of the device and slide it downwards. 
3. Insert the three alkaline AAA 1.5 V batteries. Make sure that the batteries are inserted the correct way round. 
4. Close the battery compartment lid again carefully (Fig. 1). 
5. Reattach the belt clip, if required. 
6. Connect the connection cables with the electrodes (Fig. 2). 
    The electrodes feature clip closures to make connection particularly easy. 
7. Guide the connection cable plugs into the socket on the top of the device (Fig. 3). 
8. Do not pull, twist or make sharp bends in the cables (Fig. 4). 
    Please note that when the battery is replaced or removed, all settings are 
    restored to the factory default settings. 
 
 
 
Program overview 
Fundamentals 
The Tyece OTC TENS Device, Model SEM44 features a total of 15 programs.  
 
In all programs you can set the impulse intensity of both channels individually.  
You can also set various parameters in the TENS programs 13 – 15 to adjust the stimulating effect to the application 
area. 
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Information regarding the positioning of electrodes 
It is fundamental to the intended success of electrostimulation applications that electrodes are positioned sensibly. We 
recommend that you consult your doctor to establish the ideal electrode positions for your intended application area.  
 
The figures displayed are intended as an initial aid to help you position the 
electrodes.  
 
 
The following applies to the selection of electrode positions: 
 
Electrode distance 
The larger the distance between electrodes, the larger the stimulated tissue volume. This applies to the area and depth of 
the tissue volume. At the same time, however, the stimulation intensity of the tissue falls the further the electrodes are 
apart. As a result, greater distances between electrodes mean a larger tissue volume is stimulated, but less intensively. 
Consequently, you must increase the impulse intensity to boost stimulation. 
 
The following guideline applies to selection of the electrode distance: 
• Sensible distance: approx. 2-6 inches 
• At distances below 2 in, the unit primarily stimulates surface structures intensively 
• At distances in excess of 6 in, large areas and deep structures are stimulated very weakly 
 
Relation between electrodes and muscle  fibre structures 
Adapt the current flow direction to the fibre structure of the muscle  
according to the muscle layer you would like to treat. If you are targeting superficial muscles, 
position the electrodes in parallel to the fibre  
structure (A – B / C – D) and if you are targeting deeper layers of tissue, position the electrodes 
across the fibre structure. You can do this by positioning electrodes as crosses (i.e. diagonally), 
such as A – D / B – C. 
 

As part of pain relief treatment using the digital Tyece OTC TENS Device, Model SEM44 and its two separately 
adjustable channels and two adhesive electrodes each, it is advisable either to position the electrodes of a channel so 

that the area affected by the pain is between the electrodes or to position one electrode directly on the area affected by 
the pain and the other electrode at a minimum distance of 2 in. 
You may use the electrodes of the second channel to simultaneously treat additional areas affected by pain or use them 
in conjunction with the electrodes of the first channel to restrict the area affected by pain (position electrodes opposite). 
In this case, we once again recommend positioning electrodes as crosses. 

 
Use the electrodes on skin that is clean and preferably free from hair and grease, in order to extend the lifecycle of 
the electrodes. If required, clean the skin with water and remove hair prior to treatment. 

 
If an electrode should come loose during use, the impulse intensity of both channels is reduced to the lowest level. 
Apply the electrode again and reset the desired impulse intensity. 
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 Electrode Placement Chart                              
 

 
 
TENS Programs and their suggested uses 

# 1,2&3 Use for pain in the areas indicated in Electrode Placement Chart 01‐17 & 23‐28 

# 4 &5  Use on pain in the areas indicated in the Chart 10 &11 

# 6  Use on pain in the areas indicated in the Chart 12,13,25 &28 

# 7  Use on pain in areas indicated in Chart 4‐11 

# 8  Use on pain in areas indicated in Chart 12,13,25,28 

# 9  Use on pain in areas indicated in Chart 25 

# 10  Use on pain in areas indicated in Chart 1‐2 

# 11&12 Use on pain in areas indicated in Chart 21   
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 TENS programs 13 – 15 can be set individually, see pages 12-13 
 

Note: The electrode positions should surround the area affected by pain. In the event that groups of muscles cause pain, 
group the electrodes around the affected muscles.  
To relieve pain, surround the area with electrodes at the front and back as well as on the left and right of the area, 
providing this is feasible with regard to the electrode distances. The minimum electrode distance must not fall below 
2 in or exceed 6 in.  
Please note Figures 25 and 28, which apply to areas above and below the knee and lower leg areas.  
Burst programs are suitable for all areas of application to be treated with changing signal patterns (to minimise the level 
of accustoming to the treatment). 
 
 
Position the electrodes so that they surround the affected muscular segments. For optimum effect, do not exceed an 
electrode distance of approximately 6 in. 
 
Do not apply the electrodes to the front wall of the chest, i.e. do not apply to the large left and right pectoral muscles. 

 
Use 
Information regarding application 
 
• The device switches itself off automatically if you do not use it for two minutes (automatic switch-off). When the unit 
is switched on again, the LCD screen displays the MENU selection and the most recently used MENU flashes. 
• A brief acoustic signal is output when a valid button is pressed. Two brief acoustic signals are output when an invalid 
button is pressed. 
• You can pause the stimulation at any time by briefly pressing the ON/OFF button . To continue the stimulation, briefly 
press the ON/OFF button  again and set the desired impulse intensity again. 
 
Procedure for TENS programs 1 – 12,  
• Select a suitable program from the program tables (page 11). 
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode positions ( page 10) 
and connect them to the device. 
• The figure on the display is intended as an additional aid to help you position the electrodes. 
 
Selecting a program 
• Press the ON/OFF button  to switch on the device. 
• Press the MENU button to activate the TENS program (Fig. 1, example of a TENS   display) and 
press the ENTER button to confirm your selection. 
• Using the UP/DOWN buttons, select the desired program and confirm your selection with the 
ENTER button (Fig. 2, example of TENS program 03). 
 
. 
 
General information 
If you wish to return to the previous selection menu, press the MENU button. By holding down 
Setting the impulse intensity  
At the start of the stimulation treatment, the impulse intensity of Ch1 and Ch2 is set to 00 by  
default. No impulses are sent to the electrodes yet. 
 
• Using the INTENSITY SETTING buttons, select the desired impulse intensity. The impulse  
intensity display is adjusted accordingly (Fig. 3). The impulse intensity of Ch1 and Ch2 can be  
set individually. 
• If the program is in a pause phase, the intensity cannot be increased. 
• If you wish to end the stimulation treatment early, press the ON/OFF button. 
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Setting your own parameters for individual programs 
Setting the treatment duration 
(TENS programs 13 – 15 only). 
Using the UP/DOWN buttons, select the desired treatment time. You can set a treat-ment time 
 of between 5 minutes and 100 minutes (Fig. 4, example shows a treatment duration of 20 min). 
Confirm your selection with the ENTER button.  
 

Setting individual TENS programs 
 
Procedure for TENS 13 program 
TENS 13 is a preset program that you can also personalise. In this program, you can set the 
 impulse frequency to between 1 and 120 Hz and the impulse width to between 50 and 250 µs.  
• Place the electrodes on the desired area for treatment (for positioning suggestions see  
electrode positions, page 10) and connect them to the device. Select the TENS 13 program, as  
described in section “Selecting a program” (p. 12). 
 
• Select the desired impulse frequency using the UP/DOWN buttons and press the ENTER  
  button to confirm (Fig. 1, example shows an impulse frequency of 100 Hz).  
• Select the desired impulse width using the UP/DOWN buttons and press the ENTER  
  button to confirm (Fig. 2, example shows an impulse width of 200 µs). 
• Select the desired treatment time, as described in “Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
 
 
 
 
Procedure for TENS 14 program 
TENS 14 is a preset burst program that you can also personalise. In this program you can set an impulse width of 
between 50 and 250 µs.  
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode 
positions, p. 10) and connect them to the device. Select the TENS 14 program,  as described in 
section“Selecting a program” (p. 11).  
• Select the desired impulse width using the UP/DOWN buttons and press the ENTER button (Fig. 
1, example shows an impulse width of 200 µs) to confirm. 
• Select the desired treatment time, as described in “Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
Procedure for TENS 15 program 
TENS 15 is a preset program that you can also personalise. In this program, you can set the impulse frequency to 
between 1 and 120 Hz. The impulse width changes automatically during the stimulation treatment. 
• Place the electrodes on the desired area for treatment (for positioning suggestions see electrode positions, p. 10) and 
connect them to the device. Select the TENS 15 program, as described in section  “Selecting a program” (p. 11). 
• Select the desired impulse frequency using the UP/DOWN buttons and press the ENTER button to 
confirm (Fig. 1, example shows an impulse frequency of 100 Hz). 
• Select the desired treatment time, as described in“Setting the treatment time” (p. 12). 
• Select the desired impulse intensity, as described in “Setting the impulse intensity” (p. 12). 
 
 
Changing the settings 
 
Changing the intensity (during treatment) 
• Ch1 +/- and Ch2 +/-: changes the intensity of each channel 
Interrupting stimulation. 
Press the ON/OFF button.  
Changing application (completely or individual parameters) 
• ON/OFF : interrupt stimulation 
• Setting the programs, see page 12; setting your own parameters, see page 12. 
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Doctor’s function 
The Doctor’s function is a special setting to allow you to access your personal program even more easily and directly. 
Your individual program settings are instantly recalled and activated when the device is switched on.  
You may wish to adjust this individual program following advice from your doctor. 
 
Setting the Doctor’s function 
• Select your program and the corresponding settings as described on page 12. 
• At the start of the stimulation treatment, the impulse intensity of Ch1 and Ch2 is set to 00 by default. No impulses are 
sent to the electrodes yet. Before setting the desired impulse intensity using the intensity setting buttons, press and hold 
the Ch2 - button for 5 seconds. Storage in the Doctor’s function is confirmed with a long acoustic signal.  
If you switch on the device again, the program you saved using the Doctor’s function is automatically opened directly. 
 
Deleting the Doctor’s function 
To clear the device again and to re-allow access to other programs, press and hold the Ch2 - button again for approx. 5 
seconds. To do this, the impulse intensity of Ch1 and Ch2 must be set to 00. Deletion of the Doctor’s function is 
confirmed with a long acoustic signal.  
 
 
Cleaning and storage 
 
Adhesive electrodes 
• To ensure that the adhesive electrodes remain adhesive for as long as possible, clean them carefully with a damp, lint-
free cloth or clean the underside of the electrodes under lukewarm, running water and pat dry with a lint-free cloth.   

 Before cleaning with water, remove the connection cables from the electrodes. 
• Reapply the electrodes to the carrier foil following treatment. 

 
Cleaning the unit 
• Remove the batteries from the device before cleaning. 
•  Clean the device after use with a soft, slightly damp cloth. If they are very dirty, you can also moisten the cloth with a 
mild soapy solution. 

• Do not use any chemical or abrasive cleaning agents.  
 Ensure that no water ENTERs the device. 
 

Storage 
• Remove the batteries from the device if you will not be using it for a prolonged period of time. Leaking batteries may 
damage the device. 
• Do not make sharp bends in the connection cables and electrodes. 
• Disconnect the connection cables from the electrodes. 
• Reapply the electrodes to the carrier foil after use. 
• Store the device and accessories in a cool, well-ventilated space. 
• Never place any heavy objects on the device. 
 
Disposal 
Warning! 
Danger of explosion if wrong type of battery is used as replacement! Replace only with the same or equivalent type 
recommended by the manufacturer. 
DO NOT dispose of batteries in domestic waste. Dispose of the batteries according to the local regulations dealing with 
the disposal of these special materials (e.g. to the collecting points for disposal of batteries). 

 
 
Problems/solutions 
The device does not switch when the On/OFF button  is pressed. how to proceed  
(1) Ensure batteries have been inserted correctly and are in contact with the terminals. 
(2) Replace batteries, if applicable. 
(3) Contact Customer Services. 
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Electrodes do not adhere to the body. How to proceed: 
(1) Clean the adhesive surface of the electrodes using a damp, lintfree cloth. Replace the electrodes if they still do not 
adhere securely. 
(2) Clean the skin prior to any application; do not use skincare lotions or oils prior to treatment. Shaving may increase 
the life of electrodes. 
 
There is no noticeable stimulation. How to proceed: 
(1) Press the ON/OFF button  to interrupt the program. Check the connection cables are correctly connected to the 
electrodes. Ensure the electrodes are in firm contact with the treatment area. 
(2) Ensure the connection plug is firmly connected to the device. 
(3) Press the ON/OFF button  to restart the program. 
(4) Check electrode positions and ensure that adhesive electrodes do not overlap. 
(5) Gradually increase the impulse intensity. 
(6) The batteries are almost empty. Replace the batteries. 
 
The battery symbol is shown. How to proceed: 
Replace all batteries. 
 
You have an unpleasant sensation at the electrodes. How to proceed: 
(1) The electrodes are not positioned correctly. Check their positions and re-position, if necessary. 
(2) The electrodes are worn. This may cause irritated skin as even distribution of the current across the entire area is no 
longer guaranteed. For this reason, replace the electrodes. 
 
Skin in the treatment area turns red. How to proceed: 
Immediately stop treatment and wait until your skin has returned to its normal condition. If the redness is under the 
electrode and disappears quickly, there is no risk – this is caused by the locally stimulated, increased blood flow.  
However, consult your doctor before you continue treatment if the skin irritation persists and this is accompanied by an 
itchy sensation or inflammation. This may be caused by an allergic reaction to the adhesive surface. 
 
 
 
 
Technical specifications 
 
Name and model  Tyece OTC TENS Device, Model SEM 44 
Output wave form Biphasic rectangular pulse 
Pulse length  50 – 450 µs 
Pulse frequency  1 – 150 Hz 
Output voltage  max. 100 Vpp (500 ohm) 
Output current  max. 200 mApp (500 ohm) 
Voltage supply  3 x AAA batteries (3 x 1.5 V) 
Treatment time  Adjustable from 5 to 100 minutes 
Intensity   Adjustable from 0 to 50 
Operating conditions 10°C – 40°C (50°F – 104°F) at a relative humidity of 30 – 85% 
Storage conditions -10°C – 50°C (14°F – 122°F) at a relative humidity of 10 – 95% 
Dimensions  132 x 63 x 29.5 mm (5.2 x 2.5 x1.2 inches, including belt clip) 
Weight   101 g (3.5 oz, including belt clip, without batteries),  
   127 g (4.5 oz, including belt clip and batteries) 
Product Life  5 years 
Electrode Pads, Size 50 x 50 mm (2 x 2 in)  
 
 
Note: If the device is not used according to the instructions specified, perfect functionality cannot be guaranteed! 
We reserve the right to make technical changes to improve and develop the product. 
This device complies with US and European standards and is subject to special precautionary measures with regard to 
electromagnetic compatibility. Please note that portable and mobile HF communication systems may interfere with this 
unit. 
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ELECTROMAGNETIC IMMUNITY 

1) This product needs special precautions regarding EMC and needs to be installed and put into service according to the 
EMC information provided, and this unit can be affected by portable and mobile RF communications equipment. 
2)* Do not use a mobile phone or other devices that emit electromagnetic fields, near the unit. This may result in 
incorrect operation of the unit. 
3) Caution: This unit has been thoroughly tested and inspected to assure proper performance and operation! 
4)* Caution: this machine should not be used adjacent to or stacked with other equipment and that if adjacent or stacked 
use is necessary, this machine should be observed to verify normal operation in the configuration in which it will be 
used. 
5) Warning: 
The use of ACCESSORIES, transducers and cables other than those specified, with the exception of transducers and 
cables sold by the MANUFACTURER of the Device as replacement parts for internal components, may result in 
increased EMISSIONS or decreased IMMUNITY of the ME EQUIPMENT or ME SYSTEM. 
 
 
 
 
 

Guidance and manufacture’s declaration – electromagnetic emission 

The Tyece OTC TENS Device SEM44 is intended for use in the electromagnetic environment specified 

below. The customer of the user of the  Device  should assure that it is used in such an environment. 

Emission test Compliance Electromagnetic environment – 
guidance 

RF emissions 

CISPR 11 

Group 1  

 

The Tyece OTC TENS Device 
SEM44 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. 
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RF emission 

CISPR 11 
Class B  

The Tyece OTC TENS Device 
SEM44 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 

Class A  

Voltage 
fluctuations/ flicker 
emissions  

IEC 61000-3-3 

Complies  

 
 
 
 

Guidance and manufacture’s declaration – electromagnetic immunity 

The Tyece OTC TENS Device SEM44  is intended for use in the electromagnetic environment specified below. The 

customer or the user of Device  should assure that it is used in such an environment. 

Immunity test  
IEC 60601 test 
level IEC60601  

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 
floor are covered with 
synthetic material, the 
relative humidity should be 
at least 30%. 

Electrical fast 
transient/burst  

IEC 61000-4-4 

±2 kV for power 
supply lines 

  

±2kV for power 
supply lines 

  

 

Mains power quality should 
be that of a typical 
commercial or hospital 
environment. 

 

Surge  

IEC 61000-4-5 

± 1 kV line(s) to 
line(s)  

  

±1 kV differential 
mode 

  

Mains power quality should 
be that of a typical 
commercial or hospital 
environment. 

 

Voltage dips, 
short 
interruptions and 

<5% UT 

(>95% dip in UT) 

<5% UT 

(>95% dip in UT) 

Mains power quality should 
be that of a typical 
commercial or hospital 
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voltage variations 
on power supply 
input lines 

IEC 61000-4-11 

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 sec 

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 sec 

environment. If the user of 
the Device  requires 
continued operation during 
power mains interruptions, it 
is recommended that the 
Device  be powered from an 
uninterruptible power supply 
or a battery. 

Power frequency 
(50Hz/60Hz) 
magnetic field 
IEC 61000-4-8 

3A/m 3A/m 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. 

 
 

Guidance and manufacture’s declaration – electromagnetic immunity 

The OTC TENS Device SEM44 is intended for use in the electromagnetic environment specified below. The 
customer or the user of Device should assure that it is used in such an environment. 

Immunity 
test 

IEC 60601 test 
level 

Compliance 
level 

Electromagnetic environment - 
guidance 
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Conducted RF 

IEC 61000-4-6 

3 Vrms 

150 kHz to 80 MHz 3 Vrms 

Portable and mobile RF communications 
equipment should be used no closer to any 
part of the Tyece OTC TENS Device SEM44 , 
including cables, than the recommended 
separation distance calculated from the 
equation applicable to the frequency of the 
transmitter. 

Recommended separation distance 

  

 80 MHz to 800 MHz 

800 MHz 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,ashould be less than the compliance 
level in each frequency range.b 

Interference may occur in the vicinity of 

equipment marked with the following symbol: 

 

   

Radiated RF 
IEC 61000-4-3 

3 V/m 
80 MHz to 2.5 GHz

3 V/m 

      

    
 

NOTE 1       At 80 MHz and 800 MHz, the higher frequency range applies. 

NOTE 2       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 Device is used exceeds the applicable RF compliance level above, the Device  
should be observed to verify normal operation. If abnormal performance is observed, additional 
measures may be necessary, such as reorienting or relocating the Device. 

b       Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m. 

 

Recommended separation distances between 

portable and mobile RF communications equipment and the Tyece OTC TENS Device SEM44. 

The Tyece OTC TENS Device SEM44 is intended for use in an electromagnetic environment in which radiated RF 
disturbances are controlled. The customer or the user of the Device can help prevent electromagnetic interference by 
maintaining a minimum distance between portable and mobile RF communications equipment (transmitters) and 
the Tyece OTC TENS Device SEM44 as recommended below, according to the maximum output power of the 
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communications equipment. 

  

Rated maximum output 

power of transmitter 

(W) 

Separation distance according to frequency of transmitter 

(m) 

  150 KHz to 80 MHz 

 

80 MHz to 800 MHz 

 

800 MHz to 2.5 GHz 

 

0.01 0.117 0.117 0.233 

0.1 0.369 0.369 0.738 

1 1.167 1.167 2.333 

10 3.689 3.689 7.379 

100 11.667 11.667 23.333 

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. 

  

NOTE 1    At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

NOTE 2    These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and 
reflection from structures, objects and people. 

Records processed under FOIA Request # 2016-301; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



20 | P a g e  
 

Limited Lifetime Warranty for Original Purchaser 
Your TYECE OTC TENS Device SEM44, excluding all enclosed accessories as these require routine 
maintenance, is warranted to be free from defects in materials and workmanship for the life of the product 
under normal conditions of intended use and service. This warranty extends only to the original retail 
purchaser and does not extend to retailers or subsequent owners. 
We will, at our option, repair or replace the Tyece OTC TENS Device SEM44, without charge, for any part or 
parts covered by these written warranties. No refunds will be given. Repair or replacement is our only 
responsibility and your only remedy under this written warranty. If replacement parts for defective materials 
are not available, the manufacturer/distributor reserves the right to make product substitutions in lieu of 
repair or replacement. 
For warranty service contact our customer service department at 1-800-740-0287 to provide a description of 
the problem. If the problem is deemed to be within the scope of the limited lifetime warranty, you will be 
asked to mail the product at your costs in its original package with proof of purchase, your name, address 
and phone number. If the problem is not deemed to be within the scope of the limited lifetime warranty, we 
will provide quotation for repair, respectively, replacement and return shipping fee. 
This warranty does not cover damage caused by misuse or abuse; accident; failures of the atomizer, tubing, 
or accessories; parts or cleaning solutions; the attachment of unauthorized accessories; alteration to the 
product; improper installation; misapplication; lack of reasonable care with respect to the product; 
unauthorized repairs or modifications; improper use of electrical/power supply; normal wear; loss of power; 
dropped product; malfunction or damage of an operating part as a result of failure to comply with instructions 
for use or to provide 
manufacturer’s recommended maintenance; transit damage; theft; neglect; vandalism; or environmental 
conditions; loss of use during the period the product is at a repair facility or otherwise awaiting parts or 
repair; or any other conditions whatsoever that are beyond the control of the manufacturer/distributor. This 
warranty is void if the product is ever used in a commercial or business environment. The maximum liability 
of Tyece under this warranty is limited to the purchase price actually paid by the customer for the product 
covered by the warranty, as confirmed by proof of purchase, regardless of the amount of any other direct or 
indirect damage suffered by the customer. 
This warranty is effective only if the product is purchased and operated in the country in which the product is 
purchased. A product that requires modifications or adaptation to enable it to operate in any other country 
than the country for which it was designed, manufactured, approved and/or authorized, or repair of products 
damaged by these modifications is not covered under this warranty. 
THE WARRANTY PROVIDED HEREIN SHALL BE THE SOLE AND EXCLUSIVE WARRANTY. ANY 
IMPLIED WARRANTIES, OBLIGATIONS, OR LIABILITES, INCLUDING BUT NOT LIMITED TO THE 
IMPLIED WARRANTY OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE, ARE 
LIMITED IN DURATION TO THE DURATION OF THIS APPLICABLE WRITTEN WARRANTY. Some 
states do not allow limitations on how long an implied warranty lasts, so the above limitations may not apply 
to you. 
IN NO EVENT SHALL TYECE BE LIABLE FOR ANY SPECIAL, INCIDENTAL, INDIRECT OR 
CONSEQUENTIAL DAMAGES FOR BREACH OF THIS OR ANY OTHER WARRANTY, EXPRESS, 
IMPLIED OR ANY OTHER THEORY OF LIABILITY, WHATSOEVER. Some states do not allow the 
exclusion or limitation of special, incidental, or consequential damages, so the above limitation may not apply 
to you. 
Tyece does not authorize anyone, including, but not limited to, retailers, the subsequent consumer purchaser 
of the product from a retailer or remote purchaser, to obligate the manufacturer/distributor in any way beyond 
the terms set forth herein. 
This warranty does not extend to the purchase of opened, used, repaired, repackaged and/or resealed 
products, including but not limited to sale of such products on Internet auction sites and/or products by 
surplus or bulk resellers. Any and all warranties or guarantees shall immediately cease and terminate in 
connection with any products or parts thereof which are repaired, replaced, altered, or modified, without the 
prior explicitly written consent of the manufacturer/distributor. 
This warranty gives you specific legal rights, and you may also have other rights which may vary from state 
to state. 
Manufacturer:  Savia Electronics, Ltd.  
  4th Industrial District, Feng Huang Village, 
  Fu Yong County, Bao an District 

Shenzhen, China 
  Tel: 0755-27306741, Fax: 0755-27306744, Email: info@savia.com 
Distributed By: CVS Pharmacy, Inc. 
  One CVS Drive, Woonsocket, RI 02895 
  www.cvs.com    Service: 1-800-shop-cvs (1-800-740-0287) 
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ADDITIONAL INFORMATION REQUESTED FOR K150386-S001 

 
Date: Sept. 27, 2015  
 
To: Erin Keegan, M.S.  
Biomedical Engineer, DNPMD/NSDB  
 
From: Guenter Ginsberg - on behalf of Tyece Ltd.  
Media Trade Corporation  
11820 Red Hibiscus Drive  
Bonita Springs, FL 34135  
 
Subject: Additional Information requested for K150386-S001  
                 Tyece OTC TENS Device, Model SEM44 

Dear Ms. Keegan: 
We like to answer your request for additional information as follows: 
 

(b)(4) Deficiencies
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Ms. Keegan, we hope that we have answered all your questions satisfactory. Please do not hesitate to 
contact us for further clarification. 
 
Best regards, 
 

 
Guenter Ginsberg  

(b)(4) Deficiencies
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Substantial Equivalence Discussion 
 

 
Predicate Device Description： 

The predicate device chosen is from Counter Scientific Development (GZ) Ltd.  

Sponsor: Counter Scientific Development (GZ) Ltd. 

2nd & 3rd Floor, Bld.6, DaPian Industrial Zone, 

                                     Tangxia Rd., Tianhe District,   

                                     Guangzhou 510665, China 

 

Device：Counter TENS Device 

See attached photo Program: PTS-IV  

510(k) No: K132993 

 

The Tyece OTC TENS Device, Model SEM44 is substantially equivalent to the Counter healthcare 

product OTC TENS for muscle pain relief, Model PTS-IV. The function, performance, and intended use of 

the two devices are very similar. Both systems are designed to relief pain in the muscle areas. Outputs 

are almost the identical. Each can produce square electronic pulses and positive-going, reverse and 

bidirectional waveform output. Each can produce an asymmetrical biphasic pulse with peak voltages up to 

60/70 volts on 500Ohms load. Both devices have selection modes to allow users to select preset 

programs and adjust intensity level by pressing the keypad on the main unit. Both devices are transmitting 

pulses by the use of Electrode Pads. Both are portable devices. Technological characteristics, features, 

specifications, materials and intended uses of the new device are substantially equivalent to the quoted 

predicate device. The differences that exist between the devices are insignificant in terms of safety or 

effectiveness. 

More specific comparisons can be found in the following tables, graphs, photos, specifications etc. 

 

Differences: 

 

1. Device SEM44 has 15 preset programs, while the predicate device has 7. 

2. Intensity levels of SEM44 are selectable from 0 to 50, while the predicate device from level 1 to 16, 

However, the maximum intensity setting of both units produce very similar output current and voltage 

outputs to the electrode pas. The SEM44 model can be adjusted in finer increments. 

3. All other parameters such as waveform, frequency, output current and voltage, although not exactly 

similar to this particular predicate, they do not raise any new questions of safety or effectiveness. 

4. Note: it is very difficult, if not impossible, to find predicate devices that completely match the 

specifications of the subject device. 

 

Conclusion: 

 

The comparison with the predicate device along with the non-clinical testing demonstrates that the Model  

SEM44 is safe, effective and performs as well as the predicate device PTS-IV and is therefore 

substantially equivalent to the predicate device. 
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Output Specifications: 

Parameter Your device Predicate Device 

Mode or Program Name PAIN THERAPY DEVICE, 

SEM44 

PAIN THERAPY DEVICE, 

PTS-IV 

Waveform (e.g. positive-going, 

reverse, biphasic) 

Biphasic Positive-going, Reverse and 

Biphasic 

Shape(e.g., sp ke, rectangular, 

square ware) 

Square ware Square ware 

Maximum Output Voltage (Volts) 

(+/-15%) 

70vp p@500 Ω 69.2vp p@500 Ω 

110vp p@2K Ω 86.4vp p@2K Ω 

190vp p@10K Ω 88.8vp p@10K Ω 

Maximum Output Current (+/-15%) 86mA@500 Ω 69.2mA@500 Ω 

23.3mA@2K Ω 21.6mA@2K Ω 

3.75mA@10K Ω 4.4mA@10K Ω 

Duration of primary Phase 0 0 

Pulse Duration 50-360μS 200μS 

Frequency 1-150Hz 1-136Hz 

For multi 

Program 

waveforms 

only: 

Symmetrical 

Programs 

N/A N/A 

Pulse duration   

Net Charge (micro coulombs μC) 

(per pulse) (if zero, State method 

of achieving zero net charge) 

0.001μC@500 Ω 0.0013μC@500 Ω 

Maximum Phase Charge (mC) 0.0454mC@500 Ω 0.0135mC@500 Ω 

Maximum Current Density 

(mA/cm2, r.m.s) 

0.790mA/cm2@500 Ω 3.270mA/cm2@500 Ω 

Maximum Average Current 

(average absolute value), mA 

16.0mA 2.218mA 

Maximum Average Power Density, 

(W/cm2)(using smallest electrode 

conductive surface area) 

0.00632W/cm2@500 Ω 1.0S 0.00116W/cm2@500 Ω 1.0S 

Burst 

Mode(i.e. 

pulse 

trains) 

(a) Pulses per burst 4 4/2 

(b) Bursts per 

second 

4/83Hz 30/136Hz 

(c) Burst duration 

(seconds) 

180μS 800μS/400μS 

(d) Duty Cycle 35ms/60ms 24ms/54.4ms 

ON Time (seconds) 2s 0.5s 

OFF Time (seconds) 2s 0.5s 

Additional Features (specify, if 

applicable) 

N/A N/A 

Electrode area: 20.25sqcm x 4 (81sqcm) 21.16sqcm x 4(84.64sqcm) 
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Basic Unit Characteristics: 

Parameter Your Device Predicate Device 

510(k) Number K150386 K132993 

Device Name and See attached 

photo Program 

PAIN THERAPY DEVICE 

SEM44 

PAIN THERAPY DEVICE 

PTS-IV 

Manufacturer SAVIA LTD. COUNTER Scientific 

Development (GZ) Limited 

Power Source 4.5V( batteries, 3x1.5V AAA) 3.7v Lithium ( Power supply) 

Method of Line Current Isolation N/A N/A 

Patient Leakage Current N/A N/A 

Normal Condition (μA) N/A N/A 

Single Fault Condition (μA) N/A N/A 

Average DC current through 

electrodes when device is on but 

no pulse are being applied (μA) 

0μA 0μA 

Numbers of Output Modes 15 Modes(01-15) 7 modes(A,B,C,D,E,F,ALL) 

Number 

of Output 

Channels 

Synchronous or 

Alternating? 

2 Synchronous 2 Synchronous 

Method of Channel 

Isolation 

PCB Insulation 

Boost Isolation 

Boost Isolation 

Regulated current or regulated 

voltage? 

Regulated voltage Regulated voltage 

Software/firmware/microprocessor 

control? 

Yes Yes 

Automatic overload trip? No No 

Automatic no-load trip? Yes Yes 

Automatic shut off? Yes Yes 

Users override control? Yes Yes 

Indicator 

display 

On/off status? Yes Yes 

Low battery? Yes Yes 

Voltage/current level? 

Only voltage level 

display 

Yes for voltage Yes for voltage 

Timer range (minutes) 5-100min 20-40 min 

Compliance with voluntary 

standards? 

Yes Yes 

Compliance with 21CFR898-7? Yes Yes 

Dimensions L135xW65xT20mm L120xW70xT18mm 

Housing materials and 

construction 

ABS ABS 
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SEM44 Technical Specifications: 

 
Output channel:         Two 
Output wave form:       Biphasic rectangular pulse 
Power supply:           3 x 1.5V AAA batteries 
 
Buttons:               
 

 
                       
Operation: 

A. Before use, connect wires to the main unit and place electrodes on the treatment area 
B. Using the UP/DOWN buttons, select the desired program and confirm your selection with the ENTER 

button. 

C. If you wish to return to the previous selection menu, press the MENU button. By holding down the 

ENTER button, you can skip individual setting steps and start directly with the stimulation treatment. 

D. At the start of the stimulation treatment, the impulse intensity is off for each channel and is set to 00 by 

default. No impulses are sent to the electrodes yet. 

E. Using the INTENSITY SETTING buttons, select the desired impulse intensity. The impulse intensity 

display is adjusted accordingly. The impulse intensity of each channel can be set individually. 

F. If the program is in a pause Program, the intensity cannot be increased. 

G. If you wish to end the stimulation treatment early, press the ON/OFF button 

 
Special Features: 
 
1.  Auto shut-off function: 

If the unit is turned On for 2 minutes and the intensity is not increased on either channel beyond level 0, 
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then the unit turns Off automatically. This is to save battery life.  

When the Timer counts down to 0 min, the unit turns off automatically. 

 

2.  Auto increase/de-crease function: 

The intensity can be increased/decreased by pressing the intensity button CH1 + /- and CH2+/- and keep 

it pressed. The intensity level changes at 2 steps per second. When the program is changed, the intensity 

level drops to level 0. It stays at level 0 for 2 seconds before increasing two levels per second back to the 

previous intensity level. If at any time during the increase of the levels the user wishes to stop the rise in 

intensity, he can simply do so by pressing the down button on the corresponding channel.  

Note: When changing the intensity, the voltage is changing between 1-3 Volts per level (step). 

 

3. ON/OFF function: 

To turn On the unit, press the On/Off button once and to turn Off the unit press the On/Off button and hold 

down for 2 seconds.  

 

4.  Pause function testing of the machine: 

Any Program can be paused by pressing the On/Off button once. To restart the program, press the On/Off 

button again.  

When a Program is paused, the Pause sign comes on and it flashes at 2 flashes per second. To restart, 

press the Pause button again and the intensity starts to rise to the original intensity level. 

 

5. Memory function:  

The unit stores the last Program and the times it was used when it is shut off (This is only dependent on 

the internal ROM of the MCU and will be valid as long as the batteries are not removed from the unit)  

 

6. Lock Function: 

The buttons on the unit can be locked to prevent any accidental usage. This is done by holding the 

Keylock button down for 2 seconds. To cancel the keylock, press and hold down the Keylock button for 2 

seconds. 

 

7.  Program timer function: 

Each program has a preset time which is displayed in the timer box. When the timer counts down the 

program work time counts down to 0. If no other program is selected within this time the device 

automatically shuts off. 

 

8. Open lead function testing: 

The intensity will go to 0 when no-load is detected or if one of the electrodes should come off during use. 

This is a safety measure.  

 

9.  Low voltage check function testing: 

When the battery voltage is low, a low battery sign will flash on the LCD at 2 flashes per second 

 

10.  Output pulses form the machine 

When the intensity on either or both channels is increased to level 1 and up to level 50 the device delivers 
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electrical pulses through the two output sockets located at the bottom of the unit.  

 
Technical Specifications: 

Channels: Dual 

Pulse Intensity: Adjustable from 0-90mA peak into 500ohm per channel 

Output Voltage: 70V(at 500 Ω) 

110V(at 2K Ω) 

190V(at 10K Ω) 

Frequency: 1-150Hz 

Pulse Width: 50-360 us 

Curve Shape: Biphasic rectangular pulse 

Programs: 15 

Power Supply: 3 x 1.5V AAA batteries 

Operating Conditions: 10OC-40OC(50OF-104OF) at a relative humidity of 

30-85% 

Storage Conditions: -10OC-50OC(14OF-122OF) at a relative humidity of 

10-95% 

Key to symbols: Warning！Read the safety information and all instructions to 

avoid serious injury. 

 

Program Phase Pulse Intensity Max. Pulse Width Frequency 

1 1 

2 1 

3 1 

4 1 

5 1 

6 1 

 2 

7 1 

 2 

8 1 

 2 

9 1 

10 1 

11 1 

12 1 

13 1 

14 1 

15 1 

 

 
 
 

(b)(4) 
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SEM44: Program Description 
 

Progra

m 

Descriptio

n 

Frequency

(HZ) 

Running 

Times 

(Min) 

Voltage(V) Pulse 

Duration

(us) 

Output Method Inte

nsity 

Leve

ls 

Total 

Runni

ng 

Times 

(Min) 

Waveform 

1 PHASE 1 SEE 

ATTACHED 

PHOTO 

PROGRAM 1 

2 PHASE 1 SEE 

ATTACHED 

PHOTO 

PROGRAM 2 

3 PHASE 1 SEE 

ATTACHED 

PHOTO 

PROGRAM 3 

4 PHASE 1 SEE 

ATTACHED 

PHOTO 

PROGRAM 4 

5 PHASE 1 SEE 

ATTACHED 

PHOTO 

PROGRAM 5 

6 PHASE 1

 

PHASE 2 

SEE 

ATTACHED 

PHOTO 

PROGRAM 6 

7 PHASE 1

 

PHASE 2 

SEE 

ATTACHED 

PHOTO 

PROGRAM 7 

8 PHASE 1

 

PHASE 2 

SEE 

ATTACHED 

PHOTO 

PROGRAM 8 

9 PHASE 1 SEE 

ATTACHED 

PHOTO 

PROGRAM 9 

(b)(4) 
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RISK  ANALYSIS:
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