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ADM Medical Division, Inc.

dba Omnitec Medical Corporation
25283 Cabot Road, Sulite 109
Laguna Hills, CA 92653

Attention: Palwer B, Ford
Gentlemen:

Subject: Omni II
FPA Registration No, 46851-1
Your Submission Dated Januvary 2, 1986

the revised draft label raferred to above, submitted in connection
with registration under section 3{c){7)}{(A) of the Federal Insecticide,
Pungicide, and Rodenticide act (FIFRA), is acceptable provided that you
comply with the following conditions:

1. Make the labeling changes listed below on the finished printed
labels.

a, Delete the ADA seal. It is misleading labeling in that it
indirectly impliea recosmendation of the pesticide by this
agency (§162.10(a)(S)}(v) of 40 CFR Ch. 1, July 7, 1985}.

b. Change the precautionary labeling to conform to the regulations,
40 CFR Ch. 1 {July 7, 1985) $162.10, p. 97. Your accepted
label of August 17, 1983 was correct in this regard.

c. The finished printed labels must comply with the dgeneral

labeling requirements of $162,10 of Title 40 of the Code of
Federal Regulations.

2., Submit five (5) coples of your final printed labeling, as defined
in the A-79 Enclosure, before you release the product for shipment,
to comply with PR Notice 82-2 of June 18, 1982,
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If these conditions are not complied with, the registration will be
subject to cancellation in accordance with FIPRA section 6(e). Your release
for shipment of the product bearing the amended labeling constitutes acceptance
of these conditjons.

A stamped copy of the lahel is enclosed for your records,
~Sincerely yours,

K il

Product Manager (32)
Disinfectants Branch
Registration Division (TS-767C)
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W

=Y
o




ri A fhf' 4

ety ':v. e L-i
'n_ 5

( oiRecTions FOR GSEL )

Ol 1 inouty be ORuted 1 32 with wates for
QISAIC N of medWa Ird dental stre
mENT Jnd Oeviced Mmse thoroughy fLer
Vlmmm:on Ohcarg the Lied soluticn daty,

EBA Reg No 46851-1
Est No . 7368°TA-3

or 100N I It begomtt Gifgted of soileg T
W VIOUATION OF FEDERAL LAW TO ULE Ty
PROOUCT I A MANAER IMCONSISTENT WITH TS
LABELING

Clean M et orpankd delrh from iers [0
be chInfected g MOUQH Ory, Lhmerss In
1 32 concentration of 0mnd B lof 12 misutes
1o Ot oY bacierly MCiUding Exchen v coll
DAL SapRyOCoCus  ureul  Samonefs
Yohoid, Preudomonis Jeruginora, Myto
bacierium {ubercuioss tH tuberculosk (on-
a7 nation i serspecied, rease Immenion
thrne L0 20 minylet. fOr 20ced safelyt. fungl
treding Ficnopnyion Infesdipnase vinuses

10un,
Eoranmgray

R A
imTag

O T O
Sailue

|
TNSTRUMERT & EQUIPMENT DISINFECTANT | '|,

Actlve Ingredlents

e

= Bacteriocigal 3 CUOInG Herpes wirvs fYDe 1 4 2, Poroving
ophenyiphenol ... 9.0% « fungletaat -~ gestroys pathogenic fungl types 1 & 2. vaccind irus. Infhuenta i
, &-Benyl-p-chtorophenel 1.0% + Virucigal® .
InertIngredients .. = ... 90 0% + Tuberculocidal | 1o orerare 133 uie d'tien
100.0% * VIFULES INCIUCATY METORY virut tyPes T B 2 PONO vinuy N wATen AL}
Lr 5 11 2 vizCumd wirlss, (INThentd vired brpe Al iNew l ] 1 pint A e s mih
Jecien ang aniyenty C |uumno| : H *
------ - e .= e bt e ] 1 quart 100 1501
AR QUT.OE REACH OB CHIRDR ey SRl A giton 701 180 )
f?? m" - F x s b .W iat] ) ‘\jf ! 1 garen A01 nrmn
17

troe Al tNew Jerievi 300 MUEn,
destrey the #10IOgKC agent for
Semonstrated

SOr 1€ ON T 21215, pUSIICE ruDDe
repeated encosure DOt store S
When Ofuted M oecied, thi P
ness are Based on previoUy un
OrGIakC Mazerlal o wales ivrod
et the product effeciiveness
Omnl B Whould not B¢ wsed for

1tems with 0eep 3n0 /04 NITOW

.-
DU FGLFEUSE EmpTy (ONtaIngr B!

—
. _PRECAUTIO

HJ]

DA"GER F COrTrve Cauiet eye
o chURINIrg ‘Wear gtotni o b
Harmful Of 1Ll H swaliowea
TIRST A

n 21 o COMTaCL Fmumeghlety 1
1e350 15 minyles For eres. cal)
coirIng before revte o 1A2N0w
#5372 whiles, gelalin sclulon, of |
nties O WALEL. AvGio M Chor (3

HOTE TO PHYSICIAN FTODIbI muy
L2 T

3

X2/ ADM MEDICAL DIVISION R
25281 ('.abot. ngun.l Hills, Ca. 926%3 d

Content W 93154 b Auid o1 1

I 37- Manufacwrea; Distributed by: fk'v g
' & l{

L%a,wees R - ) R ¢

a >R}QA€;M@¢4 ) i Dscrons
_‘__Q_'__\‘_ké_t_jw T fU:M —
A1) PRETNS  Cotrieasn
i 3) AODITLeA) o~ AOA- oL
AN hokss ados 1o
LaGuA- LS | CA- FEBLS

(I R
I

DIRECTI OHS FOR USE:

medical and dental
after immersion.

dafly, or sooner if

ANCCERYL
with, CONY G
in PA fen -

—

"*\)')

7&"’/‘/ /

and countertops shouid be mopped,
thoroughly wet the surface with OMNIL 11,
it becomes diluted or so

BEST AVAILASL! 17

& }!&.. R AN A A PRI L A S AT R T DS

IT1S AVIOLATION OF FEDERAL LAW TO USE THIS PRODUCT IN
A MANNER INCONSISTENT WITH ITS LABELING.

OHN! 11 shoula be dliluted 1:32 with water for
instruments and devices.
Other hard surface areas s\

sponged or
Di:

£
tarmiful If swallowed. Av
fuUDDEr Giowes {ECOMIMm
cantact with c¢oncent
thoroughly, Shield eyes!
gontact ofcurs, flush v
medical attention. Avold
container thoroughiy w

1



