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510(k) SUMMARY

[As required by 21CFR 807.92] FEB -7 20

FDES106(ED406) Series Electro-Stimulator, K (130723 )

1. Submitter’s Information [21CFR 807.92(a}{1)]

Company Name: Famidoc Technology Co., Ltd

Street Address: No. 212 Yilong Road, Hexi Industrial Zone, Jingxia, Changan
Town '

City: Dongguan

State/ Province: Guangdong

Country: China

Telephone: +86(769) 89272488-8674

Fax: ) +86(769) 89272498

Contact Person: Reanny Wang

Contact Title: . Vice-general Manager

Contact Email: ga@famidoc.com

2. Trade Name, Common Name, Classification [21CFR 807.92{a)(2)]

a) Trade Name: FDES106(ED406) Mini TENS&EMS Device
FDES106A(ED406A) Multi-function TENS&EMS Device
Common Name: Electro-Stimulator or Electrical Stimulator

Classification Name:  Stimulator, Muscle, Powered, for muscle conditioning
per 21 CFR § 890.5850;
Transcutaneous Electrical Nerve Stimulator for Pain Relief;
Stimulator, Nerve, Transcutaneous, Over-the-Counter
per 21 CFR § 882.5890
Device Class: Class Il
Product Code: NUH, NGX
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b) Trade Name: FDES105(ED405) Pain Relief Plaster
Common Name: TENS or TENS Device
Classification Name: Transcutaneous Electrical Nerve Stimulator for Pain Relief;
Stimulator, Nerve, Transcutaneous, Over-the-Counter
per 21 CFR § 882.5890

Device Class: Class Il
Product Code: NUH

¢) Trade Name: FDES107(ED407) Abdominal Fitness Belt
Common Name: Powered Muscle Stimulator, OTC

Classification Name: Stimulator, Muscle, Powered, fo.r muscle conditioning
per 21 CFR § 890.5850;
Device Class: Class Il
Product Code: NGX

Identification of Predicate Device(s)[21 CFR 807.92(a){3)]

PREDICATE DEVICES
; Bio-Medica! R
Manufacturer Endurance Therapeutics 0 edchatd esearch
: Slenderton FLEX
Legally Marketed Device T1040™ Abdominal Training
system type 515
510 (K) Number K060846 K030708

4. Description of Device[21 CFR 807.92(a}{4)]

The FDES106{(ED406) Series Stimulator, which includes models FDES106(ED406),
FDES106A(ED406A), FDES105(ED405) and FDES107(ED407), are Transcutaneous
Electrical Nerve Stimulator and muscle stimulator for pain relief and/or Electrical Muscle
Stimulator. The stimulator sends gentle electrical current to underlying nerves and
muscle group via electrodes applied on the skin. The parameters of units are controlled
by the press buttons. Its intensity level is adjustable according to the needs of patients.
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The device unit of FDES106(ED406) and FDES106A{ED406A) are same, only the
applied part are different: the applied part of FDES106(ED406) is electrode pad; the
applied part of FDES106A(ED406A) is electrode belt. They are portable device, battery
powered (3.0 DC) muiti-function device offering both Transcutaneous Electrical Nerve
Stimulator{ TENS) and Powered Muscle Stimulator {EMS) qualities in one device.

The FDES106 (ED406) includes FDES105 (ED405). FDES106 (ED406) has TENS
and EMS two treatment mode 5 programs (N, B, H, E1, E2), FDES105 (ED405) only has
TENS mode 5 treatment programs (N1, N2, B, H, F).Their appearance, structure, circuit,
software operation is exactly the same, only different output treatment procedure.

FDES107 (ED407) has 10 EMS treatment process, whose intended use, waveform
characteristics and is basically the same as FDES106 (ED408) EMS model, The
difference is from only operation mode and structure appearance.

Independent channel (by electrode pad or electrode belt) that effectively transfers your
desired choice of pre-programmed electrical pulses directly through electrode( electrode
pad or electrode belt) to suggested area of the body where the electrode are placed,
causing minimal muscle contractions. The FDES1068 (ED406) and FDES106A (ED406A)
have 3 TENS programs and 2 EMS programs; FDES105 (ED405) have 5 TENS
programs; FDES107 (ED107) have 10 EMS programs.

5. Intended Use[21 CFR 807.92(a)(5)]
FDES106(ED406) Mini TENS &EMS Device

For program N, B and H of TENS mode

To be used for temporary relief of pain associated with sare and aching
muscles due to strain from exercise or normal household work activities.

For program E1 and E2 of EMS mode
Used to stimulate healthy muscles in order to improve and facilitate

muscle performance.
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FDES106A(ED406A) Multi-function Mini TENS &EMS Device
For program N, B and H of TENS mode

To be used for temporary relief of pain associated with sore and aching
muscles in the lower back, abdomen, thigh and arm due to strain from exercise or
normal household work activities.

For program E1 and E2 of EMS mode
Used to stimulate healthy muscles in the lower back, abdomen, thigh and arm in
order to improve and facilitate muscle performance.

FDES105(ED405) Pain Relief Plaster

To be used for temporary relief of pain associated with sore and aching muscles due to
strain from exercise or normal household work activities.

FDES107(ED407) Abdominal Fitness Belt

Used to stimulate healthy muscles in order to improve and facilitate muscle performance
for abdominal.

6. Discussion of Non-Clinical Tests Performed for Determination of
Substantial Equivalence are as follows: [21 CFR 807.92(a)(6)]

The FDES106(ED408) Series Electro-Stimulator did not conduct, nor rely upen, clinicat

tests to determine substantial equivalence. Nonclinical testing was performed in order to

validate the design according with the company's specified design requirements, and to

assure conformance with the following voluntary design standards: '

» |EC 60601-1, Medical electrical equipment - Part 1: General requirements for safety”.

» |EC 60601-1-2, Medical electrical equipment - Part 1-2: General requirements for
basic safety and essential performance — Collateral Standard: Electremagnetic
compatibility- Requirements and tests, Interpretation Sheet.”

» |EC 60601-1-11, Medical electrical equipment — Part 1-11: General Requirements for
basic safety and essential performance - Collateral Standard: Requirements for
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medical electrical equipment and medical electrical systems used in the home
healthcare environment.

» |EC 60601-1-4, Medical electrical equipment — Part 1-4. General requirements for
safety — Collateral standard: Programmable electrical medical systems

» |EC 60601-2-10, Medical electrical eduipment - Part 2: Particular requirements for the
safety of nerve and muscle stimulators

» In addition to the compliance of voluntary standards, the software verification has
been carried out according to the FDA software guidance.

7. Biocompatibility Certification for accessories [21 CFR 807.92(a)(7)]

The materials of applied part are Electrode pad and Electrode belt; the material of
enclose is ABS. They are both meet the biocompatibility testing of ISO 10993-5 and 1SO
10993-10 standards.

8. Comparison for Predicate Device & Subject Device {21 CFR 807.92(a)(8)]

We present the relevant information for the predicate device here for demonstrating the
characteristics of the predicate device.

8.1 Comparison of significant device features
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EPARTMENT OF HEALTH & HUMAN SERVICES Pubtic Health Service

ALT)
o RETHe,

“t, ‘w ’ Food and Drug Administration
o 10903 New Hampshire Avenue
Document Control Center — W066-G609
Silver Spring. MD 20993-0002

February 7, 2014

Famidoc Technology Co., Ltd.

c/o Reanny Wang

Vice-General Manager

No. 212 Yilong Road, Hexi Industrial Zone, Jingxia,
Changan Town, Dongguan 523853,

Guangdong Province

CHINA

Re: K130723
- Trade Name: FDESI106 (ED406) Series OTC Stimulator Models:
Mini TENS&EMS Device Model FDES106 (ED406),
Multi-function Mini TENS&EMS Device Model FDES106A
(ED406A), Pain Relief Plaster Model FDES105 (ED405),
Abdominal Fitness Belt Model FDES107 (ED407)
Regulation Number: 21 CFR 890.5850 ‘
Regulation Name: Powered Muscle Stimulator
Regulatory Class: Class II
Product Code: NGX, NUH
Dated: January 7, 2014
Received: January 13, 2014

Dear Mr. Waﬁg:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you however, that device labeling must be truthful and not misleading.

if your device is classified (see above) into either class Il (Special Controls) or class Il (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); 1abeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation {21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/Medical Devices/ResourcesforY ou/Industry/defauit.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/iMedicalDevices/Safety/ReportaProblem/defauit.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
hitp://www.fda.gov/MedicalDevices/Resourcesfor Y ou/Industry/default.htm.

Sincerely yours,

Carlos L. Penay-S

Carlos L. Peiia, PhD, MS
Director
Division of Neurological and
Physical Medicine Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



Indications for Use
510(k) Number: K130723
Device Name: FDES106 Series OTC Stimulator Models:
Mini TENS&EMS Device Model FDES106 (ED406),
Multi-function Mini TENS&EMS Device Model FDES106A (ED406A),
Pain Relief Plaster Model FDES105 (ED405),
Abdominal Fitness Belt Model FDES107 (ED407),
Indications For Use:

FDES106 (ED406) Mini TENS &EMS Device

For program N1, B and H of TENS mode
To be used for temporary relief of pain associated with sore and aching muscles due to
strain from exercise or normal household work activities.

For program E1 and E2 of EMS mode

Used to stimulate healthy muscles in order to improve and facilitate muscle
performance. -

FDES1 OSA.(ED406A) Multi-function Mini TENS &EMS Device

For program N1, B and H of TENS mode

To be used for temporary relief of pain associated with sore and aching muscles in the
lower back, abdomen, thigh, and arm due to strain from exercise or normal household
work activities.

For program E1 and E2 of EMS mode

Used to stimulate healthy muscles in the lower back, abdomen, thigh, and arm in order
to improve and facilitate muscle performance.

FDES105 (ED405) Pain Relief Plaster

To be used for temporary relief of pain associated with sore and aching muscles due to
strain from exercise or normal household work activities.
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FDES107 (ED407) Abdominal Fitness Belt

Used to stimuiate healthy muscles in order to improve and facilitate muscle
performance for abdominal. '

Prescription Use AND/OR . Over-The-Counter Use __ X
(Part 21 CFR 801 Subpart D) {21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Carlos LiBena -S
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