FEB 2"
@R -6 1989

ADM Medical Division, Inc.

dba Omnitec Medical Corporation
15431 Cebot Rond, Suite 202
Laguna Hills, CA 92653

Attention: Palmer B. Pord
Gentleman:
Subject: Ommnicide* Sterilizing and Disinfecting Solution
EPA Registration No, 46851-2
) Your Asended Application Dated June 23, 1988
The amendmsnt referred to above, submitted in connection with
registration under the Federal Insecticide, Fungicide, and Rodenticide
Act, is acceptable provided that you:

1. Make the labeling changes listed below before you release the
product for shipment bearing the amended labeling.

a. Refer to the encloseld Efficacy Evaluation and Technical
Effjcacy Review - ]I, and revise your labeling in accordance
with the labeling comments outlined there.

b. Refer to the enclosed document “Label Requirements for
Antimicrobial Pesticides Uced on Hard Surfaces Against HIV-1
(AIDS Virus)®" tor EPA's current labeling policy for efficacy
) claims. Your labeling must be revised in accordance with the
requizements outlined in this policy notice,

Cs Delete the word "milk."

d. Under the “Directions For Use® heading, add the following
pisuse statement;

It is a violation of Federal law to use
this product in a manner inconsistent
with its labeling.
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At i i Tes Change *"EPA Registration No. 46851-4° to "EPA Registratiom
TES No. 46851-2.°
5."‘? ‘3o Sekmit fiwe (5) copies of your final pzinted labeling bafore
LY gou relesss the product for shipsent. -
t ' . e

A Your  ralease for shipt nt of the product bearing the amended
ek dding comstitutes accept. ce of these conditions.

i

A stamped copy of the labeling is enclosed for your records.

Sincerely yours, ' .

‘ Product r (31) '
Antimicrobial Progras Branch
Registration Division (TS-767C)
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STERILIZING and DISINFECTING SOLUTION

Faor uso In hospltals, dontal offices, nureing homass, and haslth care Institutions.

28 Day Activated Dialdehyde

¢ Tuoerculocidal

snd 2,

virus typas 1

Vaccinias virus, and (AIDS Viruel,

nIV-1

" inanimats hard surfaces.
* TMol ADM Medica) Daaision
KEEP QUT OF REACH OF CHILDREN
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* Virucidalt
s Baclericidal

Complete Slerilant

Ircrtlngeed.cnts .3
Coenea GO

v Fungicidal
* Pseudomonacidal

EFA ESTAPLISHMENT § 301-IN-01

EPA ESTABLISHMENT & )7265-Ca-01}

EPA ESTABLISHMENT @ 7)60-CA-3

on EPA REGISTRATION 1§ 46851-4

teae agtuicd for 8 ODistntulcd by

ADM MEDICAL DIVISION

25233 CABOT, tagena Hills, €. 9F

Recommended for Dlllnhc!lon of Starllization of; MEDICAL INSTRUMENTS, CARBON STEEL
CUTTING IHSTRUL‘ENTS, BURS, ALUMINUM, GLASS PLASTIC or RUBEER AHTICLES,
THERMOMETERS, MIRRORS, RESPIRATORY EGUIPMENT.

STORAGE AND DISPOSAL )

STORAGE. Keep Omnicide covered in slorage of
use Slore i a coo! placa. Do nol contaminals waler,
lood or feed by slorage or disposal,

DISPOSAL. Tripla -insa container (or equivalent) then
puncture and dispose of in a sanitary landfil or in-
cinerale. Used disinlectant f sterdant solttions are
acutely harardous. Slore, use, and dispase of accord-

\ ing lo Label instructions, )

BEST AVAILABLE cmj

DIRECTIONS FOR USE:

To activate solution - add activator €. entse
to this <¢ne q-llon <ontainer - receap - shake.
Activated salutlion changes color to gresn. Do
not  Ailutre. Always clean swsy wxcess oerganic
debris, rinie end rough dr,; instrumsnts or
tquipment before immersion. Omnicide'™ may
2} USED WD REUSED ws m disinfectsnt or
atecilizer in & manumsl {(buchet or tray} syrutems
for up to J% days slter activation. Do not
use activated sclulion bayond I8 days.

FOR DISIRFECTION

Immerse articles for o minimus of 10 mlnutes

at P LR to destroy vegatative pathugers
including Encherichis ¢oll C11),
Stephylocuccus surmus . Salmonella typhoss,
Fesudoacray SPTLYINOSA, fungl including -

Trichophyton irnterdigitale,

Herpes simplex virus types 1 & 2.
virus types 1 & 2. Verclnis virus. Influenze
vitus  typer Al (New Jerssy) and B {Marytand) .
o dewstros HIV-1 {RIDS ¥irus) immerse srvicles
for 8 mirimum of 40 seconds at FOSC  am
activated unused solution
%i-se atticles thoroughly
after disinfection

viruses including
Polic

with sterile wats.

For tubsrculocidel activity duriig 328 day
reusse, lamerss artizles for & minimum or ">
mihutes (11 10eC For single use of
activated unused solution at J0*C immerss
completely for 10 nminutes. Resove articlas

and rinse thoroughly.

PRECAUTIOHARY STATEMINTS:

HAZARDS TO HUMAKNS AXD DOMESTIC ANIMALS,

DAKGER. Corrosive 1o lissue. Causes buins. Cayses eys

damagy and skin irritation. Do nol get in eyes, on skin of on
--chothing. May bo absorbed Uwough siin. Wear gogales of lace

shield and rubber gloves when handling.

HARMFUL IF SWALLOWED. 2void contact with food. Use in
ventilated area. Use contaisers which can be lightly closed
during use or storage of salution,

STATEWENT OF PRACTICAL TREATMENT

Eyes — in case of eys contact, immediately flush thoroughly
with waler, Skin — in case of skin contact, immediatey Nush
1horcughly with waler, ingeston: H swallowed, drink mitk, egg
whites, gelatin solution or, f thess are not available, large
quantities of water. Avoid zicohol. Calt 2 physician.
Nota 1c-Physician: Probable mucosal damage may conlrain
dicats 1he use of gasiric avage. Measyres against circulalory
shock, respiralory deptessson and comviisaon may be needed.
ik

For Complete Sterllzalion — - - 1o dercroy
resistant pathogenic sporea tncluding -
Bacillus asubtilis and rlageridiue sporogenss -
immerse articles for & minisum of 10 hours at
<0%C, Reamove IRSLIuUBentSs usihg aseplic
technique and rinss thlp-'ﬂ.y in sterils
wataer. .

All immcy L1 ddcvi:.f.ul‘ be thoroughly
rfleaned ;t sxcesn,. organic debris,

rinsed an rouq~ dried bc’or. immersion in
¢cannot be

Omnj~ide. Hypodermics o nemdles
effectivelyp + -ﬂlhflctna & wusrilized with
tmhicide. : . e
. e e .
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