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§862.1775 Uric acid test system.

(a) Identification. A uric acid test sys-
tem is a device intended to measure
uric acid in serum, plasma, and urine.
Measurements obtained by this device
are used in the diagnosis and treat-
ment of numerous renal and metabolic
disorders, including renal failure, gout,
leukemia, psoriasis, starvation or
other wasting conditions, and of pa-
tients receiving cytotoxic drugs.

(b) Classification. Class 1.

§862.1780 Urinary calculi (stones) test
system.

(a) Identification. A urinary calculi
(stones) test system is a device in-
tended for the analysis of urinary
calculi. Analysis of urinary calculi is
used in the diagnosis and treatment of
calculi of the urinary tract.

(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 2308, Jan. 14, 2000]

§862.1785 Urinary urobilinogen (non-
quantitative) test system.

(a) Identification. A urinary urobi-
linogen (nonquantitative) test system
is a device intended to detect and esti-
mate urobilinogen (a bile pigment deg-
radation product of red cell hemo-
globin) in urine. Estimations obtained
by this device are used in the diagnosis
and treatment of liver diseases and he-
molytic (red cells) disorders.

(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 2308, Jan. 14, 2000]

§862.1790 Uroporphyrin test system.

(a) Identification. A uroporphyrin test
system is a device intended to measure
uroporphyrin in urine. Measurements
obtained by this device are used in the
diagnosis and treatment of porphyrias
(primarily inherited diseases associ-
ated with disturbed porphyrin metabo-
lism), lead poisoning, and other dis-

§862.1815

eases characterized by alterations in
the heme pathway.

(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 2308, Jan. 14, 2000]

§862.1795 Vanilmandelic acid test sys-
tem.

(a) Identification. A vanilmandelic
acid test system is a device intended to
measure vanilmandelic acid in urine.
Measurements of vanilmandelic acid
obtained by this device are used in the
diagnosis and treatment of neuro-
blastoma, pheochromocytoma, and cer-
tain hypertensive conditions.

(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 2308, Jan. 14, 2000]

§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 (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 2308, Jan. 14, 2000]

§862.1810 Vitamin B, test system.

(a) Identification. A vitamin B, test
system is a device intended to measure
vitamin B, 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

215



		Superintendent of Documents
	2012-06-07T15:11:32-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




