Device Name: Formostar

Common Generic Device Name: Powered Heating Pad

Classification Name: Pad, Heating Powered

Device Class: 2

Product Code: IRT

Regulation Number: 890.5740 (below)

Medical Specialty: Physical medicine

Owner/Operator: Elektro Medical Geratebau GMBH Operator Number: 9048626
Date of Listing: 11/05/01
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Title 21 — Food and Drugs

Chapter | — Food and Drug Administration
Department Of Health and Human Services

Part 890 — Physical Medicine Devices
Subpart F — Physical Medicine Therapeutic Devices
Sec. 890.5740 Powered Heating Pad.

(a) Identification. A powered heating pad is an electrical device intended for medical
purposes that provides dry heat therapy for body surfaces. It is capable of maintaining an elevated
temperature during use.

(b) Classification. Class Il (special controls). The device is exempt from the premarket
notification procedures in subpart E part 807 of this chapter subject to sec. 890.9.

[48 FR 53047, Nov. 23, 1983, as amended at 63 FR 59231, Nov. 3, 1998]
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