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EPA
Washington, DC 20460

United StatesEnvironmental Protection Agency

X

Registration
Amendment
Other

QPP Jdentifier Number

Application for Pesticide - Section I

1. Company/Product Number 1043-60

—

2. EPA Product Manager
Velma Noble

3. Proposed C

lassification

4.  Company/Product (Name) T.B.Q.

PM# 31

X None

Restricted

5, Name and Address of Applicant (inciude Zip Code)
STERIS Corporation

P.O. Box 147

St. Louis, MO 63166-0147

Check if this is 2 new address

EPA Reg. No.

Product Name

6. Expedited Review. In accordance with FIFRA Section 3{c)(3)b){i), my product
is similar or identical in composition and labeling to:

Section - 11

action and penalties under sections 12 and 14 of FIFRA."

Explanation: "Notification of minor label revision per PR Notice 98-10."
*This notification is consistent with the provisions of PR Notice 98- 10 and EPA Regulations at 40 CFR 152.46, and no other changes have been made to the labeling or the

confidentia) staternent of formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 1o willfutly make and false statement to EPA. | further understand
that if this staternent is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product raay be in viclation of FIFRA and | may be subject to enforcement

Section - ITI

1. Material This Product will be Packaged In:

Unit Packaging
Child-Resistant Packaging Yes
Yes* No X
X No
If “Yes”

*Certification must be
submitted

Unit Packaging wgt.

No. per
container

Water Soluble Packaging
Yes

No X
If “Yes” No. per
Package wgt container

2. Type of Container
Metal

Plastic X

Glass

Paper

Other (Specify)

3. Location of Net Contents Information

4. Size(s) Retail Container
1 gailon, 5 galion and 55 gallon

5. Location of Label Directions

OnLabel X
Label X Container On Labeling accompanying product X
Lithograph X COther
6. Manner in Which Label is A(fixed to Product Paper glued X
Stenciled
Section - TV

1. Contact Point {Complete items directly below for identification of individual to be contacted, if necessary. to process this application.)

Name
Michael G. Sarli

Title

Reguiatory Specialist

314-535-2198

Telephone No. (Include Area Code)

6. Date Application
Certification Received
T certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. | acknowledge that any
knowingly false or misleading statement may be punishabie by fine or imprisonment or both under applicable law. (Stzraped)

2, Signature 1 Title

W/M / Lead Regulatory Specialist

/ L
4. Typed Name - 5. Date ]
!

Michael G. Sarli 3/24/06 i

EPA Form 857G-1




o2 43
STERIS

————

——
H;

Document Processing Desk (NOTIF)

Office of Pesticide Programs (7504C)
Attn: Velma Noble, PM #31

UJ.S. Environmental Protection Agency

Ariel Rios Building

1200 Pennsylvania Ave., N.W.

Washington, D.C. 20460

“
March 24, 2006 o //\b

Re:  Notice of Minor Label Revision for T.B.Q., (EPA Reg. No. 1043-60)
And Submission of Final Printed Labeling

Dear Ms. Noble:

Enclosed in support of the subject action, please find the following:
-Application for Pesticide (EPA Form 8570-1)
-Final Labeling (3 copies).

The labeling has been modified by adding the tag line “Hard Surface Disinfectant” and
the phrase “For Industrial and Institutional Use Only.”

If you have any questions I can be reached at 314-290-4704 or at mike_sarli@stenis.com.
Sincerely,

Tttt ST

Michael G. Sarli
Lead Regulatory Specialist
STERIS Corporation

Enclosures

STERIS Corporation = P.O. Box 147 = St. Louis, MO 63166-0147 » USA = 314-290-4800
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T.B.A. is a detergent based germicide concentrate that js multi-purpose and phosphate-
free. When diluted at 1128 in deionized/distitted water, it is biocidally elfective against bavteria
and fungi including S awreus, 5. cholersesuis, Ps. aeruginosa. M. tuberculosis, and
T, mantagrophytes in 10 minutes at 20°C on hard, nan-gorous environmentat surfaces. 1.8.0.
is recommended for use on flonrs, walls, finished woodwark, bathcoom fidures, chrame,
stainless sieel, glazed porcelain, glass, glazed Ufe and other washalie painted or varnished
surfaces. It is intended for uss only In instifutions such as hospifals, nursing homes,
restaurans, industrial plants, foed preparation ang service facllities, and medical and dental
offices. Use-dilutions made as directed are not harmibul to fabrics, resitfent fiooring, i, painted
or varnished surfaces. )

This product is not to be used as a terminal sterilanthigh level disintectant on any surface
or instrument that {1} fs introduced directly inte the human hedy, either fnto ar in contacd
with the blocdstreamn ar navmally slerite areas of the hoty, o é} cantacty intact mucous
memhranes but which does nof endinarily pensirate the hiood bamier or cthetwise enfer
normaily sterile areas of the body.

GERMICIDAL QUALIFICATION: AQAG. use-ditution confirmation, 18 minutes at 20°C when
difuted 1:128 in distiled water; {154 in 400 pom haed wated (8. surens, S, cholersesuis,

PS5, BEIUINOSEY ... sossrnssssininsiimssims s sers sy easessesss s s erpyas s sessss by bs s tear asesssonen vesennens PRESES
A.Q.AC. Tuberculocidal Test, 1:728 dilution in distifed water ... Pagses

AQAC. Fungicidal Test {7 mentagrophytes) 1:128 gilution in
400 pom Bacd Waler) e reten e s
*Wirucidal Test (Against the tollowing viruses gn ,
Tipe 5 Adenavitus, Herpes Simplax, influenzz A, 154 dilution
When {esied hy an Dilufion Meihod, the HIV-F (RIDS wirus), with added 5% organic soif
{senim), was completely inactivated by 2 1:64 {7 sz gation) solution in 400 ppm AQAL.
hard water in 10 minutes at 20-25°C.
PAECAUTIONARY STATEMENTS
HAZARDS 10 HUMANS AND DOMESTIC ANIMALS
DANGER: Corrosive. Causes fireversible eye damage and skin burns, fo not get in eyes, an skin
of an clothing. Wear goggles, profective clothing and rubber gloves when handling. Harmful if
swalipwed. Remove comamingted clothing ang wash befors seuss. Wash thoroughly with soap
and water after handiing.
CHEMICAL HAZARDS: Do not use, pour, spilt or stare near feat or apen Name.
ENVIRONMENTAL HAZARD STATEMENT: D¢ not dischame effluent containing this product
tnto lakes, streams, ponds, estuaries, oceans or other waters unless in accordance with the
requirements of a National Poffutant Dischargs Efination System (NPDES) permit and the
permitting authority has been nofified In weritmg prior to dischargs. Lo oot discharge sitluent
containing this produet to sewer systems without praviously aotifving the foraf sewage frastment
plant authority. For guidance contact your State Water Board or Regional Office of the £EPA,
DIRECTIONS FORL IS3E
It is a violation of Federal Law o use this product in 2 manner inconsistent with its fabeling.
DISINFECTION DF HARD, HON-PORDUS SURFACES WITH ORIOMIZED (DISTULED) WATER:
Pra-clean surfaces betore disinfection. Dilute 1:328 {3 ozspalion with deionized or distilled
water} 2nd anply with cloth, sponge of mop by Whasoughly wathing 2% hard, non-poroys suriaces
for 2 minimam of 10 minutes. Remove excess solution. Allow surfaces to air dry. At this
use-ditlution, 1:128 in deionized or distitled water, this prodwt is etlective against 5. aureus,
S. choleragsuis, Ps. aeruginosa, T mentagroptytes and M. tuberculasis. A properly prepared

difution in

sahstion with deionized or distilied water of T.8.0. intended for use 23 2 hard suv
fias & shielf fife of 7 days (use ife} when stored i 4 civsed containgr Such as a3
DISINFECTION OF HARD, NGN-POROUS FOOD HANDLIRG SURFACES W)
{DISTILLED) WATER: Dilute 1:128 with deionized or distiled water and apph
paragraph above. Carefully protect or remave fond products and packaging |
application. Do not use on ufensils, glasses, dishes or coogkware. Rinse wit
befare reuse of surface.

DISINFECTION GF HARD, NON-POROUS SURFACES WITH HARD WATER:
surfaces should be pre-cleaned and sinsed befors disinfection. Ditute 164 {2 0
water {up to 400 ppmj} and apply with cloth, sponge, or mop by thoroughly s
non-parous sucfaces for 2 minfroum of 10 mintites, Removs excess solutions.
to air dry. At this yse-ditution, 1:64 i hasd wates, this product is effective ag
5. cholerasseis, Ps. acruginess, T, mertagranhytes, Yacoisia, Tvpe § Ade
Simplex, Influenza Ay, and HIV-1.

T.8.0. is effective against 7 memntagrophyies (the cause nf Athista's fool tungus
surfaces in areas such as locker rooms, dressing rooms, and showsr/bath ares
GLEANING/TIEQRORIZING: Dilute 1:128 {3 oz/gaion) of water and apply 0 &
surfaces by thoroughly wetting surfaces with clath, mop or sponge. Allow surf,
KILLS HIV ON PRE-CLEANED EMVIRONMENTAL SURFACES/ORIECTES PREVI
WITH BLOOD/BOOY FLUIDS in heatthoars settings or other seitings in wh
expested fkelihood of solfing of inandmade surfazesfobiests with biood or Db
which the surfaces/objects likely to be soiled with binog or body fluids can te
theh:ﬁtgg;ial tor tmnsmission of human immunodelicienty vivos Type ¥ {Hi
witl ,

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINEY
IMMUNODEFICIENCY VIRUS GR AIDS VIRUS) OF SURFACES/OBIECTS SOULE
BOOY FLUIDS:

Personal Protection: Woar apprapriale havrier profestion such as latex glove
Ot gya coverings,

Gleaning Procedurss: Blood ang other body Buids must be thoroughly clear
and objects betore application of 2 1:64 use-solulion {2 oz./odlon). Prepsie:
as directad in paragraph abavs,

Contact Time: Usa a 10-winute contast time tar disiatection af alf arganism
Infectious Materiats Disposal: Bicod and uther bady flulds shoutd be autec

of according o locat reguiations for infactivus disposat,

STORAGE AND DISPOSAL
Do not contarminate food, feed, ar water by starage or disposal.
Storage: Do not state near heat or apen fame. H {tozen, thaw and emix bef
Pesticide Disposal: Pesticids wastes ars acutely hazargous. fmproper dispos
spray mixiure of rinsate is a vilation of Federal Law. if these wastes cannot
according to labed instructions, contact your state Pesticide or Environmanty’
Hazardous Waste representative at the naarest EPA Regionsl Dffice for quid
Container Disposai: Do aot reuse emply contsiner. Tripls rinse {or equ
recytling ar weconditioning, or punctuse and dispase of @ 2 sanitay fand
allowed by state and tocal authorities, by burning. if burked, stay out of sr

6345-05.4(206) §1430 &



