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§862.1460

sphingomyelin ratio in amniotic fluid
are used in evaluating fetal maturity.
(b) Classification. Class II.

§862.1460 Leucine
test system.

(a) Identification. A leucine
aminopeptidase test system is a device
intended to measure the activity of the
enzyme leucine amino-peptidase in
serum, plasma, and urine. Leucine
aminopeptidase measurements are used
in the diagnosis and treatment of liver
diseases such as viral hepatitis and ob-
structive jaundice.

(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 §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2307, Jan. 14, 2000]

aminopeptidase

§862.1465 Lipase test system.

(a) Identification. A lipase test system
is a device intended to measure the ac-
tivity of the enzymes lipase in serum.
Lipase measurements are used in diag-
nosis and treatment of diseases of the
pancreas such as acute pancreatitis
and obstruction of the pancreatic duct.

(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 §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2307, Jan. 14, 2000]

§862.1470 Lipid (total) test system.

(a) Identification. A lipid (total) test
system is a device intended to measure
total lipids (fats or fat-like substances)
in serum and plasma. Lipid (total)
measurements are used in the diag-
nosis and treatment of various diseases
involving lipid metabolism and athero-
sclerosis.

(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 §862.9.

[62 FR 16122, May 1, 1987, as amended at 53
FR 21449, June 8, 1988; 66 FR 38788, July 25,
2001]
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§862.1475 Lipoprotein test system.

(a) Identification. A lipoprotein test
system is a device intended to measure
lipoprotein in serum and plasma.
Lipoprotein measurements are used in
the diagnosis and treatment of lipid
disorders (such as diabetes mellitus),
atherosclerosis, and various liver and
renal diseases.

(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 §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2307, Jan. 14, 2000]

§862.1485 Luteinizing hormone test
system.

(a) Identification. A luteinizing hor-
mone test system is a device intended
to measure Iluteinizing hormone in
serum and urine. Luteinizing hormone
measurements are used in the diag-
nosis and treatment of gonadal dys-
function.

(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 §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2307, Jan. 14, 2000]

§862.1490 Lysozyme (muramidase) test
system.

(a) Identification. A lysozyme
(muramidase) test system is a device
intended to measure the activity of the
bacteriolytic enzyme lysozyme
(muramidase) in serum, plasma, leu-
kocytes, and urine. Lysozyme measure-
ments are used in the diagnosis and
treatment of monocytic leukemia and
kidney disease.

(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 §862.9.

[62 FR 16122, May 1, 1987, as amended at 53
FR 21449, June 8, 1988; 66 FR 38788, July 25,
2001]

§862.1495 Magnesium test system.

(a) Identification. A magnesium test
system is a device intended to measure
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