Qryv-x
KDAWIADBRFERREFVH

Ql-x
s

W

TOWT
55
HEr =

&S

95%LBlLED
VRN




ZEDFETRIGL. BEDFETRIM
(BZEAFTRTH42L)

Nh, BRAOKEBEDNAVDIRIKTY,

-
RNREREDE R ETRDEREMNEF O TOBRICERENST . RECHEEELTULED

AZVDHERIRT, BZNAMRKESY—THE. BREOREBELE U TRBHAANDIIRIC

WMDBOEECIEDTVET,, Fe. FimplOXRBHAICHNBEIGE. 40705

BINLing. BiR(CRBEFESIEDET,

FIE. KGNV DIRZZOCEZIEFECEEAET 5 LN,
KDV EERRRDE—STY,

FEEMRELNIZEDIRS. RERENBE CI. BERBDHET,

mROBENSVDIEIAXBARIBIRE CHD. BEESEBRICOAEZERZLUTVET,

LhL. EEBMRELEETELDIED54% UNMREREZZ(FITLRLON
RRTY

ZORREG. EEMEENBETE EEHSANLR] EBLVRAATULEDANSZSD,
BEBEFREDHREIF TR, BRALBRBEZR I BETHENN O 2DIC

[E0 EFNTERREF] EBOABNBEE. TNRIEEE A T7IENS

AEDEOBEEEEZEZISNET.




BARADDAICODSEIE

BEANDACHNBEIEE,

gt 02+ woacin ]N\)N\TTT)
git: hTs worcon /H\ /h\ )H\ J“\ /l

THi A DSt <20184 KR > (REREEANAFRIERME) ) &Y

D KBH A orzs

g0 l0Az1A

¥

B A QFEE BIFE T gﬁﬁgm\ gto 13 A1 A
(HA)
372986
A °
28.8- $
25| ¥
1307 748 & ) Hit o 2EAABRRET —2(2018F 7T — &)
FROBH .(‘FEE.ZSE)
38.306
2 9 120+
du PN
. — "
92,806 1980061 £ g0 o
7 “% 15.1% g 60-]
- [ st % 40-
109.3204 e ) bt M
. A 20 P
8.4~ 921. ; e e -
T 1975 1985 1995 2005 20]15(5:') Pa7s 1985 1995 2005 2015 2018()

TR 28 £ AOIENEEREST (BEH@ME) L £V

KEDRVDAT—UF 55

EUAFAHR T - HARERY—E2 HA B8 - R0 [BFFARI L9

POl e

77.5%

L A SEERM O RIE RN A SR 2012-201 3FERE TR HEE BT AWEE LS - PAMERRE 5

1A,
—— * L i 'A‘gi{'
.: .-..
> > SIPEE B B
|
'J‘.-'J\E‘ >IJ\_‘;JH|M .
& H AR LT O Ui
AF—0 AF—Y1 AF—Y1 AF—Y1 AF—YN
fEOPIC EAHEGEACEET - EUHEEEAT REECRRG<, Af @ e R S
EEEOTLS LEEETLS BB EFSTLS UVIEBICEBL TS TR T
LTLS

= I T )

HhER R - REAREITAAEERNR LARAHET,

—
[—1

=1

HiE : BEEADLDORMBLMAA F 51 V201AFE (RFHE) . —HaE
ez E BhOHTEARANOFRBELRNEELE VKB AVDIEE.

2AT7—J 1 THR ABENTENEISFEEM EFERTI4%TTH, AT7—INVTIL18.8%TT,
ULhL. BROHAIREZEEENE LB U THIEL 4~5BBEICEF->THN. REFH - RCEHEIE L EIMER TT,



KEDVREDZZEN EVDREEN?

-
BREARDRVDTRZEZ UL,

ke, RERICUV < BFEDRLY

JO0FHET, BRINRSTAERNMTELESE,

BRZMITZ<EL.
.

KBDBRIE AT—Y 1 TRER-JAELFTENE
S HEFE(L94.4% TIH, AT7—IINVTIL18.8%TT,
B R, BEHAERETASAREROR LA RADFET,

AT—IUNNMESTTIRIICR I FE R XIS

-

[KEEDAVYROBERZREFY FQT-x1 .
Eh&EHE< #HIZ U TLSEENRER
HMBDFFFRNCE D, AIFTERETHEICHE,

TOBE CTIREBERIMDOISIREFY FTY,
BHRER

ERELIH ‘g
EEREL {i]




KEDAWIADREERIRESY FQT-XxDHFH

KEHAIRD BRI RREFY FQT-x KBERRFERE

PR E I E 5 W59 1 H
BRERARIE ® & ARBERE
&5 H 8,300 20,000~30,000
REISM B % = #& # B
- o/ Is ARERE%Z TS EED
RERE 957 L B - BRICEZDD

KEDRNIAD BRI RRESY FQT-xOF AT E

BDEDHTR BEZER EoFIE
p——— S : - w7 FWESE
?gﬁ?ie ° E?Eggﬁﬁ Cy EERmLET FILEHEME, gﬁér@ﬁ?fééi? |31 &,
Hil—%& W=E Tk = BEIL—rERDHL = FrulE
A LE BROBRICI J‘ ‘H FRNEECESET. = sLET,
ED DEEEH/ (—% ¥
BILET. 'i.
R saroe
YT d ' 54 FICE LR L. By Wk 2 2h S 4 3 sic,
sl | L§ Ehmisr,oe  EproLneswns prenzieasye [eoel)
| =7 C= %ﬁ\ggnﬁgg iy AFBCHFLET. |
(w1
FSHLUAICHRE S L — hEEELEL LS. UTOANSEBE. B, ENEHEiLED.
B (+) &t (—) i3
[ | [ | [ |
S T C T cC T cC T cC T
([ =TT [T ] e ]
BEETNERS . CIMYDBRNEHE . N FRIEAOBE,
HIEBETHILTVS RN SET HRICETZ HMEREHNEFFATLE, LI~ EHLLERTREO D901 K~
’ Hre i DEIEIC A TREELTHEEL,

KEDPANIAD BRI RBRESYFQT-XxDRETO—

4 = D
" rERs
rSYIART ER

L. —
e
N  emgs A

—HBEEOARIBRE 1 ~3FB(URR CTERRDESBVETH, TOBEMREICMAT,
BHEICBEMICRIVIANPETEAL. BEREBEHLOTIECET. BEOFZED L THIMALTIAETSERNETY,
TOFER. BHERIIH A, bk ERHECTREREEITICHENHLET.
NICINERARR(CDLTERITHILDEELTENET,



KEDAVIADRAERBREFY FQT-xEENSER @
HiETTHITINIPHIERTO) A7

ER-AH-ELTORIVERELIEE
® 21FEORRE

& 20045 E R

& 50U EOHE G

KB ADY—ZVHiFOB ({E# M) 5 B TP AUNDEERE c €
& IFOBBREZ7ANDRIVIARPHIGICHHTI) - %

) Instant-view®

L SERVICES,

/g.m

/,i’ "

FDA(ZANBREER) CE(FMESMBEERTEMHELE) DFERFHE M
IV TP DR EMTICED. $950 DAL EREN T EE
9% Ll L ZFEIS IVEERE

 99%

ZIDDTVAHEAR - EEVREFYH

B GEEAERSE

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

The National Standards Authority of Ireland certifies that

Eﬂ?i%lﬁajf;yf}_),l;th]l_. . JUN 2 1 2007 Alfa Suentlfic Designs, Inc.
a Scientific Designs, Inc. 13200 St t
13200 Gregg Street e

Poway, CA 92064

Poway, California 92064 USA

Re: k070660

Trade/Device Name: INSTANT-VIEW® Fecal Occult Blood (FOB) Self-Test
Fecal 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 re spect of “the sco

Regulation Name: Occult Blood Test below

Regulatory Class: Class IT

Product Code: KHE

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

of operations given

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 . o '_ R : T testing and pregnancy testing.
We have reviewed your Section 510(k) premarket notification of intent to market the device R Liic b
referenced above and have determined the device is substantially equivalent (for the indications Sy el N }.’T-\‘ DAl
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 3
- commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or-to Registranon Number: w015, 3050 -
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, cation Granted: November 12, 1999
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). Effective Date: May 08, 2019 @
You may, therefore, market the device, subject to the general controls provisions of the Act, The SRlDRtE: oy 01,2024
general controls provisions of the Act include requirements for annual registration, listing of S A B it T B0, NSO S O O VA 5355 BT S

devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.
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