

















38.

Biofeedback device, 21 C.F.R. § 882.5050 (Class II).

Ophthalmic Devices

39.

40.

41.
42.
43.
44,
45.
46.
47.
48.
49.
50.
51.
52.
53.
54.
55.
56.
57.

Euthyscope, 21 C.F.R. § 886.1250 (battery-powered version is Class 1) (a modified AC-
powered or battery-powered ophthalmoscope (a perforated mirror device intended to
inspect the interior of the eye)).

Keratoscope, 21 C.F.R. § 886.1350 (all versions exempt from premarket notifications,
battery-powered version is exempt from GMP, no specific statement of Class).
Ophthalmoscope, 21 C.F.R. § 886.1570 (Class II).

Ophthalmic preamplifier, 21 C.F.R. § 886.1640 (Class II).

Retinoscope, 21 C.F.R. § 886.1870 (battery-powered version is Class II).

Tangent screen (campimeter), 21 C.F.R. § 886.1810 (Class I).

Stereoscope, 21 C.F.R. § 886.1870 (Class I).

Spectacle dissociation test system, 21 C.F.R. § 886.1910 (Class I).

Transilluminator, 21 C.F.R. § 886.1945 (Class I for battery-powered device).
Powered corneal burr, 21 C.F.R. § 886.4070 (Class I).

Radiofrequency electrosurgical cautery apparatus, 21 C.F.R. § 886.4100 (Class II).
Thermal cautery unit, 21 C.F.R. § 886.4115 (Class II).

Ophthalmic electrolysis unit, 21 C.F.R. § 886.4250 (Class I).

Operating headlamp, 21 C.F.R. § 886.4335 (battery-powered version is Class I).
Keratome, 21 C.F.R. § 886.4370 (Class I).

Electronic vision aid, 21 C.F.R. § 886.5900 (Class I).

Image intensification vision aid, 21 C.F.R. § 886.5910 (Class I).

Optical vision aid, 21 C.F.R. § 886.5915 (Class I).

Ophthalmic instrument, 21 C.F.R. § 886.1860 (AC- and battery-powered versions) (Class

D).

Orthopedic Devices

58.

Goinometer, 21 C.F.R. § 888.1500 (Class I or Class II).

Physical Medicine Devices

59.
60.
61.
62.

63.

Powered exoskeleton, 21 C.F.R. § 890.3480 (Class II).

Powered communication system, 21 C.F.R. § 890.3710 (Class II).

Powered environmental control system, 21 C.F.R. § 890.3725 (Class II).

Motorized three-wheeled vehicle, 21 C.F.R. § 890.3800 (Class II).

Powered wheelchair, 21 C.F.R. § 890.3860 (Class II).

Transdermal administration of medications (includes common drugs such as insulin), 21
C.F.R. § 890.5525 (Class III)
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