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§880.6450

in part 820 of this chapter, with the ex-
ception of §820.180, with respect to gen-
eral requirements concerning records,
and §820.198, with respect to complaint
files.

[45 FR 69682-69737, Oct. 21, 1980, as amended
at 66 FR 38806, July 25, 2001]

§880.6450 Skin pressure protectors.

(a) Identification. A skin pressure pro-
tector is a device intended for medical
purposes that is used to reduce pres-
sure on the skin over a bony promi-
nence to reduce the likelihood of the
patient’s developing decubitus ulcers
(bedsores).

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §880.9. The
device is also exempt from the current
good manufacturing practice require-
ments of the quality system regulation
in part 820 of this chapter, with the ex-
ception of §820.180, with respect to gen-
eral requirements concerning records,
and §820.198, with respect to complaint
files.

[46 FR 69682-69737, Oct. 21, 1980, as amended
at 66 FR 38806, July 25, 2001]

§880.6500 Medical ultraviolet air puri-
fier.

(a) Identification. A medical ultra-
violet air purifier is a device intended
for medical purposes that is used to de-
stroy bacteria in the air by exposure to
ultraviolet radiation.

(b) Classification. Class II (perform-
ance standards).

§880.6710 Medical wultraviolet water
purifier.

(a) Identification. A medical ultra-
violet water purifier is a device in-
tended for medical purposes that is
used to destroy bacteria in water by
exposure to ultraviolet radiation.

(b) Classification. Class II (perform-
ance standards).

§880.6730 Body waste receptacle.

(a) Identification. A body waste recep-
tacle is a device intended for medical
purposes that is not attached to the
body and that is used to collect the
body wastes of a bed patient.
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(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §880.9. The
device also is exempt from the current
good manufacturing practice require-
ments of the quality system regulation
in part 820 of this chapter, with the ex-
ception of §820.180, with respect to gen-
eral requirements concerning records,
and §820.198, with respect to complaint
files.

[66 FR 38806, July 25, 2001]

§880.6740 Vacuum-powered body fluid
suction apparatus.

(a) Identification. A vacuum-powered
body fluid suction apparatus is a device
used to aspirate, remove, or sample
body fluids. The device is powered by
an external source of vacuum. This ge-
neric type of device includes vacuum
regulators, vacuum collection bottles,
suction catheters and tips, connecting
flexible aspirating tubes, rigid suction
tips, specimen traps, noninvasive tub-
ing, and suction regulators (with
gauge).

(b) Classification. Class II (special
controls). The device is exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter
subject to §880.9.

[46 FR 69682-69737, Oct. 21, 1980, as amended
at 63 FR 59229, Nov. 3, 1998]

§880.6760 Protective restraint.

(a) Identification. A protective re-
straint is a device, including but not
limited to a wristlet, anklet, vest,
mitt, straight jacket, body/limb holder,
or other type of strap, that is intended
for medical purposes and that limits
the patient’s movements to the extent
necessary for treatment, examination,
or protection of the patient or others.

(b) Classification. Class I (general con-
trols).

[61 FR 8439, Mar. 4, 1996, as amended at 66 FR
46952, Sept. 10, 2001]

§880.6775 Powered patient transfer
device.

(a) Identification. A powered patient
transfer device is a device consisting of
a wheeled stretcher and a powered
mechanism that has a broad, flexible
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