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Stepan Company
22 West Prontage Road
Northfield, IL 60093

Attention: Leoc Dringoli

Gentlemen

Subject:

-
-

[§39- &

BTC 2125M 10% Solution

FPA Registration No.

18139-86

Your Application Dated January 20, 1988
EPA Received Date January 21, 1988

Pm

:5 l e 1615 5{

JUN 22 1389

The amendmert referred to above, submitted in connection with
registration under the Federal Insecticide, Pungicide, and Rodenticide

Act (FIFRA), 1m acceptable.

1.

Efficacy Supported by

the Data

a. The submitted data developed for the product by the ADAC
Use pilution Method at a 1:256 (2.5 orz/S gal) in the
presence of 5 percent organic soil and distilled water
against Listeria monocytogenes and Yersinia enterocolitica

for a contact time of 10 minutes are satisfactory.

Effec iveness of the product for the recommended arsas of
use at the indicated dilution and indicated test conditions
for specified, hard, nonporous, inanimate surfaces. The
control survival studies as per DIS/TSS-2, item 6 are
adequate in support of the product effectiveness u4s a

disinfectant,

54762:11Leavy:L-3:KENCO:6/16/89:7/28/89:KA19] :ek: 1w

COMCURREMNCES

SYMBOL

BURMAME

DATE

..................

..................

................

Nib e

...................................

EPA Ferm 1320-1 (12.70)




-2-

h. As per item 7 of the DIS/TSS~16 virucidal data are not
required, however; the submitted virucidal data are supportive
of the claim against Avian influenza A, ATCC VR-798,
strain A/Turkey/Wis,/68 at 31.50 oz/gal in 400 parts per
million of hard water and 5 percent serum equivalent
(moderate smount of soil) in 10 minutes,

2. Labeling Revisjions

a. Under the use directions for sanitization as indicated on
the right panel and after the wording "It ia effective as
a sanitizer against Yersinia enterocolitica,”™ delete "Y*
"entercolitica.”

b, On the right hand panel and under virucidal use directions
for the appropriate virus nomenclature, refer to the PM's
letter dated January 5, 1969 and revise to reflect item 1(d).

c. On the right hand panel and following "Mold and Mildewstat-
BIC 2125 M prevents and controls . . ." delete the wording
"prevents and,"®

d. On the right hand panel, you should refer to the PM's
letter of Januvary 11, 1989 for the correct nomenclature
concerning the propcosed amendment for Avian influenza A."

e. On the left hand panel and under the use directions for
sanitization, remove the wording "Remove and let air dry®
to read "Remove, drain the use solution from the surface
and alr dry."

f. Delete the ward *milk.”"
g+ Delete tha statement “"Maasures against clirculatory shock,

respiratory depreasion and convulsion may be needed” from
the "Note to Physician” section.

h. Delete the statement "Only for Sale to Yse and Storage by
Service persons.”

3. Submit five (S) copies of your final printed labeling before
you release the product for shipment,

If these conditions are not complied with, the reqistration will be
subject to cancellation in accordance with FIFRA section 6(e). Your
releass for shipment of the product constitutes accaptanca of these
conditions.
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A stamped copy of the labeling is enclosed for your records.

If you have any gquestions concerning this letter, please contact
Faren Leavy at (703) 557-31966.

Sincerely yours,

John H. Lee
Product Manager (31)
Antimicrobial Program Branch

Registration Division (R7505C)

Enclosure
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IV 12 & violetlon of Fadersl Law to use ihls product In a manner W COMMINTS : Cs BTC 2125K molution pro
inconsistent with ils labaling. WA Letsny far o and deodorizing in Hospita

BYC ® 2125M 10% solytion has been daalgned specilically for ) -
hospitels, fa0d processing planty, deirles, restaurants bars. and J U N 2 2 1989

othat inslitulions where disinlaction snd sanitizstlon Is of prime
importence,

DISINFECTION-To dislnfact praviously c'asnad hard Inanimete U~ -
Surlaces (such as wally, floors, tsble tops), apply BTC @ 2125M | -
10% solution with map, clolh, or sponge or mechanlcal sprayer .
%0 a3 1o wel thouroughly. Allow 10 remaln wal for 10 minutes and

Pullons of water. Hospital Disinfection - sdd 3% cunces per §
gations ol water,

For disinteciion of pravicusly clesned surglcal instruments,
Barber tools and denlal equipment. simply submarge
Imstruments Ino solution containing 1A cunces BTCS 21254
10% per galion of waler for 10 minules.

For disinleclion, a pre-clesning step I3 required and
recommended Prepare 3 fresh solution for aach use.
DEODORIZER- To deodorize, apply BTC® 2125M solution as
Indicated under the heading “General Dislalaction™ above.

MILDEWSTAT- To control mold snd mildew on pre-clesnad,

rew iy, -

TUIT T,

1hen tel pir ary. . ‘i-—! ey T
DILUTION RATES. Gengral Disinfection - agd 3 ounces per § I ! ; E k

Nairies, Restaurants, Bargy
used as directed, it is ef
® Escherichia coli, Yersinia
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aureus, Salmonella cholera
Yersinia enterocolitica, 2
BTC 2125M {s authorized ur
of the Federal Food,Drug,
sanitizing solution at 20¢

CISIWFECTIO:- Ar 2.%¢c;. /5%

BTC ® 2125M 10% SOLUTION  citecrive dinintectacist?

Listeria ronccytogenes an

At 3 or./5 gal. 2liuvign,
DISINFECTANT SANITIZEA Tnfectant sctivity a:airs
DEODORIZER YIRUC'DE"® cholersessls #ng Stazaylo

At 3.5 or. /5 gall Bilutic
hoszitel disintectent srd
ity assinst Pseudcrcnas a

hard non-porous suifaces {such as f1oors, walls, lable tops). add ACTIVE IMGREDIENTS:

J ounces BTC & 2125M 10% sotution per gallon of wlltf. Apply n-Alkyl (60%C1a, I0NC1a SHC125% Ty Sow
solulion with & cloth, mop, or spynge making sure 1o wet ali dimathyl benzyl ammonlum wo“d""".""""”',"""""""'
surlzces completety. Lel air dry. Prepara s freshsolutionior gach n-Alky! (53WC12. 32XC 1a) aimpthyl sinylbenty

use. Repeal applicstion st weekly Intervals or when mildew ammonium chlarides.... ... .

‘ SANITIZATION ~ Recommended for use in restaurants, dairies,
food processing plants, bars etc. Remove all groas food
particles and s0il from areas which are to be sanitized with

4 good detergent by a pre-flush, pre-sobak or Pre-scrape treat-
ment, Rinse with a potable water rinse. To sanitize previocuslv
cleaned ard rinsed non-porous food contact surfaces, preoare a
200ppm active quaternary solution by adding 1 o7. 108 BTC 21754
to 4 gal. of water,or 2k oz, to 10 gal. or 5 oz2.to 20 gal. of
wvater. To sanitize {mmobile iters (such as tanks,chopping
blocks, counter tops), flood the area with 26Ippm 108 BTC 21254
colution for at least 60 geconds raking sure to wet all sur-
faces completely, Remove and laot air dry. Prepare a fresh
solutizn Sally O wesic freauently a8 soil is apparent. To san-
itize mobile itens (drinking glasses, eatinrg utensils etc.),
immerse in 200ppn 108 BTC 2125M solutjon for at least £9 sec-
onds making sure to immerse completely. Remove and let air éry.
Prepare a fresh solution daily,more frequently when needed,

To Sanitize shell-grade mggs, ser attached brochure.
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