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FDA: [BHARE Sy b (E5EER) EN#I4& 1SO 13485:2016
EEBR-REIRIAVIATL

",
&
.—; DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Sarvice
-“&
it Food and Drug Administration

2098 Gaither Road
Rockville MD 20850

Certificate of Registration
of Quality Management System
to I.S. EN ISO 13485:2016

o The National Standards Authority of Ireland certifies that
E?‘%Rﬂl"t‘:‘% l;'th n JUN 2 1 2007 Alfa Scientific Designs, Inc.

a sclentific Designs, Inc. 13200 St t
13200 Gregg Street Gregy Strad

Poway, CA 92064

Poway, California 92064 USA

Re: k070660

Trade/Device Name: INSTANT-VIEW® Fecal Occult Blood (FOB) Self-Test
Tecal Occult Blood (FOB) Self-Test has been assessed and deemed to comply with the requirements of

Regulation Number: 21 CFR 864.6550 the > standard in respect of the scope of operations given

Regulation Name: Occult Blood Test below

Regulatory Class: Class IT

Product Code: KHE

Dated: May 17, 2007 .
Received: \‘I:{yzi 2007 .

The design, manufacture, and distribution of in-vitro
diagnostic medical devices used to screen for the
presence of drugs of abuse, cancer markers, cardiac
markers and transmissible agents; and for fertility

Dear Dr. Pa_]OLﬂl testing and pregnancy testing.

We have reviewed your Section 510(k) premarket notification of intent to market the device e £ Lt
referenced above and have determined the device is substantially equivalent (for the indications S Ll O }.’T-"" =
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate b

- commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or-to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). Ef
You may, therefore, market the device, subject to the general controls provisions of the Act. The &
general controls provisions of the Act include requirements for annual registration, listing of o B N it A B A S Dl O VG T 3345 £ bR S0
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

Registration Number: MD19.3050
Hon Granted: November 12, 1999
ive Date: May 08, 2019

¢ Date: May 07, 2022
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