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§ 862.1805 Vitamin A test system.
(a) Identification. A vitamin A test

system is a device intended to measure
vitamin A in serum or plasma. Meas-
urements obtained by this device are
used in the diagnosis and treatment of
vitamin A deficiency conditions, in-
cluding night blindness, or skin, eye, or
intestinal disorders.

(b) Classification. Class I.

§ 862.1810 Vitamin B12 test system.
(a) Identification. A vitamin B12 test

system is a device intended to measure
vitamin B12 in serum, plasma, and
urine. Measurements obtained by this
device are used in the diagnosis and
treatment of anemias of gastro-
intestinal malabsorption.

(b) Classification. Class II.

§ 862.1815 Vitamin E test system.
(a) Identification. A vitamin E test

system is a device intended to measure
vitamin E (tocopherol) in serum. Meas-
urements obtained by this device are
used in the diagnosis and treatment of
infants with vitamin E deficiency syn-
drome.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part
807.

[52 FR 16122, May 1, 1987, as amended at 53
FR 21449, June 8, 1988]

§ 862.1820 Xylose test system.
(a) Identification. A xylose test sys-

tem is a device intended to measure
xylose (a sugar) in serum, plasma, and
urine. Measurements obtained by this
device are used in the diagnosis and
treatment of gastrointestinal mal-
absorption syndrome (a group of dis-
orders in which there is subnormal ab-
sorption of dietary constituents and
thus excessive loss from the body of
the nonabsorbed substances).

(b) Classification. Class I.

Subpart C—Clinical Laboratory
Instruments

§ 862.2050 General purpose laboratory
equipment labeled or promoted for
a specific medical use.

(a) Identification. General purpose
laboratory equipment labeled or pro-

moted for a specific medical use is a
device that is intended to prepare or
examine specimens from the human
body and that is labeled or promoted
for a specific medical use.

(b) Classification. Class I. The device
identified in paragraph (a) of this sec-
tion is exempt from the premarket no-
tification procedures in subpart E of
part 807 and is exempt from the current
good manufacturing practice regula-
tions in part 820, with the exception of
§ 820.180, with respect to general re-
quirements concerning records, and
§ 820.198, with respect to complaint
files.

§ 862.2100 Calculator/data processing
module for clinical use.

(a) Identification. A calculator/data
processing module for clinical use is an
electronic device intended to store, re-
trieve, and process laboratory data.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part
807.

[52 FR 16122, May 1, 1987, as amended at 53
FR 21449, June 8, 1988]

§ 862.2140 Centrifugal chemistry ana-
lyzer for clinical use.

(a) Identification. A centrifugal chem-
istry analyzer for clinical use is an
automatic device intended to cen-
trifugally mix a sample and a reagent
and spectrophotometrically measure
concentrations of the sample constitu-
ents. This device is intended for use in
conjunction with certain materials to
measure a variety of analytes.

(b) Classification. Class I.

§ 862.2150 Continuous flow sequential
multiple chemistry analyzer for
clinical use.

(a) Identification. A continuous flow
sequential multiple chemistry analyzer
for clinical use is a modular analytical
instrument intended to simultaneously
perform multiple chemical procedures
using the principles of automated con-
tinuous flow systems. This device is in-
tended for use in conjunction with cer-
tain materials to measure a variety of
analytes.

(b) Classification. Class I.

VerDate 14<MAY>98 09:12 May 20, 1998 Jkt 179073 PO 00000 Frm 00196 Fmt 8010 Sfmt 8010 Y:\SGML\179073.TXT 179073-3


