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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

JAN 3 0 2004

Mr. Michael Sarli

Steris Corporation

P.O. Box 147

St. Louis, MO 63166

OI-30- 200+

Subject: T.B.Q Germicidal Detergent
EPA Registration No. 1043-60
Amendment Date: August 4, 2003
EPA Receipt Date: August 5, 2003

Dear Mr. Sarli,

\/3

The following amendment submitted in connection with registration under FIFRA section
3(e)(7)(A) is acceptable with the following conditions

. Addition of 7 day holding period claim
. Updated Basic Formulation

Conditions

Revise the label as follows:

1. The “First Aid” statements must be organized so that the most sever routes of exposure,
as demonstrated by the toxicity classification, are listed first. Therefore, reorganized the
“First Aid” statements so that the are listed as follows: “ If in eyes, If on skin or clothing,
If swallowed, and If inhaled.”

2. The Headings, “Precautionary Statements” and “Chemical Hazards” must appear in all
capital letters so that they mirror the other heading on the label.
3. Under “Disinfection of hard, nonporous food handling surfaces,” add the statement, “Do

not use on utensils, glasses, dishes, or cookware.”

4, Revise the right panel HIV claim by deleting the phrase “EPA approved.”
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Acceptable Data
Data Requirement ' Strus
7-Day Stability of TBQ End Use Dilution at Room Temperature w/ Submitted study, MRID 457875-01 Acceptable
Addendum . .
AQAC Use Dilution Method Submitted study, MRID 457695-01 Acceptable

General Comments

The Confidential Statement of Formula dated 8/1/03 is acceptable. It s in compliance
with PR Notice 91-2 and in agreement with the label.

A stamped copy of the labeling accepted with conditions is enclosed. Submit three (3)
copies of your final printed labeling before distributing or selling the product bearing the revised
labeling.

Submit and/or cite all data required for registration/reregistration of your product under
FIFRA section 3(c)(5) when the Agency requires all registrants of similar products to submit
such data. :

If the above conditions are not complied with, the registration will be subject to
cancellation in accordance with FIFRA section 6(e). Your release for shipment of the product
bearing the amended labeling constitutes acceptance of these conditions.

If you have any questions regarding this letter, please contact Jacqueline McFarlane at
(703) 308-6416. ' .

Sicerely,

Al
elma Noble
Product Manager (31)
Regulatory Management Branch |
Antimicrobials Division (7510C)
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Precautionary Statements
Hazards to Humans and Domestic Animals
DANGER

Currosive Causes ireversible eye damage and skin burns Do not get in eyes, on skin or on
cinthing Wear goggles. proteclive clothing and rubber gloves when handling. Harmful if swallowed
Remove conlaminated clothing and wash before reuse Wash thoroughdy with soap and water afier
handhig

Chemical Hazards 3o not use, pour, spall or store near heat or open flame

ENVIRONMENTAL HAZARD STATEMENT: {For use on containers 5 gations and larger) Do
not discharge effiaenl containing this product into lakes, strears, ponds, estuaries, oceans or other
waters unless i accordance with the requirernents of a National Pollutant Discharge Elimination
System (NPDES) permit and the permutting authority has been notified in writing prior to discharge
i tot discharge effluent containing this product to sewer systens without previousty notifying the
l-scai sewage treatment plant authority  For guidance contact your Stre Water Board or Regional
Dihe ul the EPA

DIRECTIONS FOR USE

i awwlation ef Federal Law Lo use this producl in 2 manner inconsistent with #ts labeling
¥isindection of Hard, Noo-porons Surfaces with Deionized (Distilled) Water - Precican surfaces
Frefure disinfecoon. Dilute 1.128 {1 oz /gallon with deionized or distilled water) and apply with
chuth. sponge of mop by thoroughly wetting all hard, noa-porous surfaces for a minimum of 10
minutes Remaove excess solution Allow surfaces to air dry Az this use dilution, 1:£28 in deionized
or distitled water, this product s effective agamnst 5. aurews, . cholereesuis, P. aeruginosa, T.
mentagrophytes and M. ruberculosis. A properly prepared salution with deionized or distilled water
of T.B Q intended for use as a hard surface disinfectant has a shelf life of 7 days (use life} when
stored in a closed container suck as a spray bonle
Disinfeetion of Hard, Nor-porous Food Handling Surfaces with Delonized {Distilled) Water-
Dilute |:128 with deionized or distilled water and apply as dirccted in paragraph above. Carefuliy
protect oF remeve food products and packaging materials before application. Do not use on uiensils,
glasses, or dishes. Rirse with potable water before reuse of surface.
Disinfection of Hard, Non-porous Surfaces with Hard Water - Heavily soiled surfaces should be
precleaned and rinsed before disinfection. Drluts 1:64 [2 oz /galler of hard water {up to 400 ppm)
and apply with cloth, sponge, or mop by thoroughly wettng al hard, non-posous surfaces fora
minirum af 10 minutes. Remove cxcess schutions. Allow surfaces to air dry At this use dilution,
164 in hard water, this product is effective against 5. aurews, S, cholercesuis, P. aeruginosa, T.
mentagraphyres, Vaccinia, Type 5 Adenovirus, Herpes Simplex, influenza A2, and HIV-1
T B Q. is effective against T. memtugrophytes (the cause of Athlete's foot fingus) when used on
surfaces in areas such as locker rooms, dressing rooms, and shower/bath areas
Cleaning/Deodorizing: Dilute 1:128 (1 oz/gatlon) of water and apply 10 hard, non-porous surfaces
by thoroughly wetting surfaces with cloth, mop. or sponge. Allow surfaces to air dry.
hELLS HIY ON PRE-CLEANED ENVIRONMENTAL SURFACES/ORJECTS
PREVIOUSLY SOILED WITH BLOOD/BODY FLUTDS m healthcare settings or other settings
m which there 15 an expected likelibood of soiling of imanimate surfaces/objects with blood or body
fluids, and in which the surfaces/objects likely 10 be soiled with bloed or body fluids can be
associated with the potential for transmission of human immunodeficiency virus Type | (HIV-1)
{assocated with ALDS).
SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST
HIV-1 (JFUMAN IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF
SURFACES/QOBJECTS SOILED WITH BLOOD/BODY FLUIDS:
Personal Protection: Wear appropriate barres protection such as latex gloves, gowns, masks or eye
COVErmgs.
Cleaning Procedures: Blood and other body fluids mwust be thoroughly cleaned from surfaces and
abjects before application of a 1:64 use-sobution {2 cunces per gallon}. Prepare and apply sclution as
direcsed in paragragh above. Contact Time: Use a 10-minizte contact time for disinfection of all
orgamisms on 1his label. Infectious Materials Disposal: Blood and other body Buids should be
autoclaved and disposed of according to focal regulations for infectious disposal

STORAGE AND DISPOSAL
{For containers greater than 1 gallon):
Do not contaminate food, feed, or water by storage or disposal
Storage: Do not store near heat or open flame. If frozen, thaw ané semix before use
Pesticide Disposal: Pesticide wastes are aculely hazardous. Improper disposal of ¢xeess pesticide
spray mixture, of rimsate is a violation of Federal Law. If these wastes cannot be disposed of by use
according to kabel instructions, contact your state Pesticide or Environmental Control Agency, or the
Itazardous Waste representative af the nearest EPA Regional Office for guidance
Container Disposak Do not reuse empty container. Triple rinse {or equivalent) Then offer for
recycling or reconditioning. or puncture and disposc of in a in a sanitary landfill, or incineration, or
if altenwed by state and local autherities, by burning 1f burmed, stay cut of semoke.

{ For containers 1 gallon and smailer).
Store in original container in arcas inaccessible ta children, If frozen, thaw and remix before use. Do
nwt reuse empty container. Rinse thoroughty before discarding in trash.

® T.B.Q.*
I B T.B.Q. is a detergent based germicide congentrate that is multi-
[ ] [ [ ) purpose and phosphate-free. When diluted ai 1:128 in

deionized/distilled water, it is biocidally effective against bacteria
and fungi inciuding §. aureus, 5. choleraesuis, Ps. aeruginesa, M.

+Germicidal *Pseudomonacidal tuberculosis, and T. mentagrophytes in 10 minutes at 20EC on
*Virucidal L +«Deodorizer hard, non-porous environmental surfaces.
«Tuberculocidal *Fungicidal T.B.Q. is recommended for use on floors, walls, finished

woodwork, bathroom fixtures, chrome, stainless steel, glazed
porcelain, glass, glazed tile and other washable painicd or

Active Ingredients: varnished surfaces. It is intended fur use only
Alkyl {50% Cy,4, 40% C)5, 10% Cyy) in institutions such as hospitals, nursing homes, restaurants,
: - . industrial plants, food preparation and service tacilities, and
thyl be mmoniumchloride . . ... ... ... 8% 1naus ’  ane ‘
dime y n%yl a un ide 0“ medical and dental offices. Use-dilutions made as directed are not
Inert Ingredients: . ..................... ... 92% harmful 1o fabrics, resilient flooring, tile, painted or varnished
Total: .. .. ... 100% surfaces.
KE RE RE This product is not to be used as a terminal siertlant/high level
EP OUT OF ACH OF CHILD N disinfectant on any surtace or instrument that (i) is introduced
DANGER directly into the human body, either into or in contact with the
Read Side Panel For Additional Precautions blocdstream or normally sterile areas of the body, or (2) contacts
FIRST AID intact mucous membranes but which does not ordinarily penetrate
the blood barrier or otherwise enter normally sterile areas of the
TFinhaled “Move person 1o fresh ar, body.
+[f person is not breathing, cail 311 or an ambulance, then give o .
artificial respiration, preferably by mouth-to-mouth, if possible. Germicidal Qualification: A.O.A.C. use-dilution confirmation, {0
e ﬁi‘:j;::ﬁ:‘;:&gﬂ doctor for further treatment advice minutes at 20EC when diluted 1:128 in distilled water; (1:64 in
clothmg *Rinse sk in immediately with plenty of water for 15-20 minutes 400 ppm hard water) (S. aureus, S. choleraesuis, Ps. aeruginosa)
+Cab u poison comrol center or doclor for advice . ... Passes
ifin eyes *Hoki cyc npen and rinse slowly and gently with water for 15-20 A.0.A.C. Tuberculocidal Test, 1:128 dilution in distilled water ..
minutes.
*Remeve contact denscs, if prosent, afier the first 5 minutes, then Passes - .
continue Hsing the eye. A.0.A.C. Fungicidal Test (T. mentagrophytes) 1:128 dilution in
~Call a poison control center or doctor for reatment advice. distilled water {1:64 dilution in 400 ppm hard
Hawaliowed «Call poison control center ot doctor immediately for treatrment t P
advice. WaLET)oom i asses _ .
“fave person 5ip a glass of water if able to swallow. LVirucidai Test (Against the following viruses on hard, non-
Do not ";i:‘:t vomiting unless told to do 5o by the potson controt porous inanimate surfaces: Vaccinia, Type 5 Adenovirus, Herpes
center o O . .
Do not give anything by mouth to an unconscious person. ds_l;n{_’]ex’ Influenza Az, 1264
When tested by an EPA-approved Dilution Method, the HIV-
N . N P
Have the product contamer or label with you when calling a poison control center or T (AIDS v n:us), \‘.t'llh added 5% organic soil (serum), was
doctor, or going for treatment. completely inactivated by a 1:64 (2-ounce per I galion)
solution in 400 ppm A.O.A_C. hard water in t0 minutes at 20-
NOTE TO PHYSICIAN 25EC.
Probable mucosal damage may contraindicate the use of gastric lavage.

STERIS Corporation
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