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Device Listing Database

Proprietary Device Name: BIO-MAT

Common/Generic Device Name: PAD, HEATING, POWERED
Classification Name: PAD, HEATING, POWERED
Product Code: IRT

Device Class: 2

Regulation Number: 890.5740

Medical Specialty: Physical Medicine
Owner/Operator: CHARNTECH ELECTRONIC
Owner/Operator Number: 9056316

Registered Establishment Name: RICHWAY INTL.. INC,
Establishment Registration Number: 2954299

Date of Listing: 05/24/99
Listing Status: Active
Establishment Operations: Initial Distributor
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DEPARTMENT OT HEALTH & HUMAN SERVICES Publc Health Sarvice

Fooa ard Drug Acmristtation
9209 Corporate Boulevard
Rochvidle MD 20850

rec -

RichWay International, Inc

Lo Mr. LeRay Klima

Cansultam

1314 South King Street, Suite 320
Honoluhu, Hawai 96814

Re: KO72554
FradeDevice Name: Bio-Mat Mattress
Regulation Nwnber. 21 CFR 89053740
Regulation Name: Powered heming pad. Intrared lamp
Regulatory Class: Class 1!
Product Cade: IRT
Dated: January 03, 2008
Receved:  lanungy G%, 2008

Dear Mr. Klima:

We have reviewed your Section S10(k) prenirket notification of intent o market the device
referenced above and have determined the device s substantially equivalent {for the indications
tor use stated in the enclosure) to legally marketed predicate devices marketed in intersiate
commerce prior to May 28, 1976, the enactment date of the Medicat Device Amendinents, or 1o
devices that have been reclussitied in accordance with the provisions of the Federal Food, Drug,
and Cosmectic Act (Act) that do not require approval of a premarket approval application (I'MA)
You may. thercfore, nuwket the device, subject to the general contrals provisions ol the Act. The
general controls provisions of the Act inchide requirements for annual 1egistration, listing ol
devices. good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

I your device is classified (see above) ima cither class 13 (Special Controls)y or class HI (PMA), 1
may be subject to such additional controls. Existing major regulations affecting your deviee can
be found in the Code of Federal Regulations, Title 21, Parts 80010 898, In addition, FDA nay
publish further announcements conceming your device in the Federal Register.

Please be advised that FDA's issuance of 2 substantial equivalence determination does not mean
that FDA has mide a determination that your device complies with other requirements of the Act
or any Federal statutes and seguliations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and lisung (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as sot
forth in the quaiity systems (QS) regulation {21 CFR Part 820); and if applicable. the ciectronic
praduct radiation control provisions (Sections 331-342 of the Aty 21 CFR 1009-1050.





Page 2 - Mi. LeRoy Klima

This letter will allow vou to begin marketing vour device as deseribed in your Section 310tk)
premarket nottfication. The FDA finding of substantial equivalence of your deviee 1o a legalhy
ntarketed predicate device results in a classification for your device and thus, permits your device
1o proceed to the market,

If you desire specific advice for vour device on our labeling regnlation (21 CFR Part 801), plense
comact the Center for Devices and Radiological Heahl's (CDRIFs) Office of Complianee
(240) 276-0120. Also, please note the regulation enitled. " Misbranding &y reference to
premarket notification” (2ICFR Part $07.97). For questions regarding postmarket surverllunce,
please contact CDRIT's Oftice of Surveillance and Biometric's (0SH's) Division of Postmarket
Surveillance at (2401 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)). please contact the Division of Surveillance Systems

at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from thie Division of Small Manufaciurers, International and Consumer Assistance

at its woll-free number (8007 638-2041 or (2401 276-3150 or at its Internet address

hup:wwaw fda.govicdrivindustrvisuppart/indes.htinl.

Sincerely yours,

Mkt Vgl

Mark N Melkerson

Dizrector

Division of General. Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices und
Radiological Health

Enclosure





Indications for Use

510(k) Number
Device Name: Bio-Mat Mattress

Indications for Use:

The Bio-Mat is indicated for the temporary relief of minor muscle and joint pain and stiffness;
the temporary relicf of joint pain associated with arthritis; the temporary relicf of muscle spasms,
minor sprains and strains, and minor muscular back pain; the relaxation of muscles: and the
temporary increase of local circulation where applied.

Over-The-Counter Use _X
(21 CFR 801 Subpart C)

Prescription Use

(Part 21 CFR 801 Subpart D) AND/OR

ﬂh‘; —
(Divisior Sign-Off)
Division of General, Restorative,
and Neurological Devices
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A distributor of Fuji-Richway Products
info@biomathealth.com ® 888-800-8630 ® www.BiomatHealth.com

The following is detailed information regarding the Amethyst
Biomat and its registration as a medical device by the FDA.

Page 1 is printed directly off the FDA’s website and documents the Biomat device listing in their
database. The link online is posted below.

Page 2 - 4 is a letter from the Department of Health and Human Services.





