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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

JUL 27 499
Harold E. Plank, D.D.S.
Sporicidin International
5901 Montrose Road
Rockville, MD 20852

Dear Mr. Plank:
Subject:  Revised labeling
Sporicidin Brand Disinfectant Solution

EPA Registration No. 8383-3
Your submission of July 7, 1999

The labeling referred to above, submitted in connection with registration under the
Federal Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable provided
that you make the labeling changes indicated below prior to release for shipment of
product bearing the amended labeling.

Delete the statement “....dental equipment” the statement “medical equipment”
is sufficient.

Submit two copies of final printed labeling before you release the product for
shipment. A stamped copy of the labeling is enclosed for your records.

Sincerely your,

i

Adam Heyward

Product Manager (34)

Regulatory Management Branch 11
Antimicrobials Division (7510C)
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PRESOAK AND DISINFECTANT ACCEPTED

itk COMMENTS
* BACTERICIDAL * FUNGICIDAL . EPA Letter Dated:
* VIRUCIDAL** * TUBERCULOCIDAL JuL 27 1999
Active ingredients . P,
Phandl.......cc.rneren...1.56%  EPA Reg. No. 8383-3 Tfrder the Fetoral ingocmans.
Sodium Phenatg .............. 0.06%  EPAEst No. 034346-N8-001 Fenaicrie, a7 T, . htas
Inert Ingredients ... 98.38%  Net Contents: 1U0S. Gal. {3.78 itr) A R R g 3 . 3
¥eep Out of Reach of Children "m'_".,‘,,. oo nnnn BT Ho. gz’
CAUTION :
STL Sea additional precautions on back pans
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HOSPITAL DISINFECTION Disinrect T

An effective clearier, disinfectant and active deadorant for hospitals,
clinics, medical and veterinary offices, lahoratories, Industrial clean
rooms, homes, nursing homes, ambulances, hotels, restaurants,
schools, airplanes, trains, boats, autos, buses, heaith spas and toilsis,

DISINFECTANT: Acts sffectively on germ laden non-porous equipment and sur-
faces in medical treatment and patient rooms, operating rooms, emergency
rooms, recovery rooms and bathrooms. For use on medical and dental equip-
ment, beds, surgical carts, counter tops, manikins, telephones, furniture, wheel-
chairs, walkers, sinks, floors, walls, light switches, linen hampers, shower stalls,
toilet seats, trash containers and damp and musty areas, including anima! enclo-
sures, Reduces the tazards of cross-contamination on hand, nonporous surfaces.
ACTIVE DEODORIZER™: Provides continuous fesidual bacteriostatic activily
against odor-causing organisms for up to & months in the presence of adequate
moisture, ¥ not removed from surfaces including plastics, latex, vinyl, glass,
wood, metal, porcelain, tile and paink.
+Kilis Athlete's Foot fungus on bathroom, shower and pool surfaces #Penetrates
cracks *Non-staining *Contains no harmiui abrasives *Self-sanitizes surfaces
against odor-causing bacteria,
SPORICIDIN Brand DISINFECTANT SOLUTION is germicidal when used as directed
for disinfection but differs in composition from other Sporicidin products,
PASSES AOAC EFFICACY STANDARDS FOR INSTITUTIONAL AND HOSPITAL
DISINFECTION
* Kills HIV-1 {AIDS virus) in one minute on hard, nonporous surfaces.
+ Kills Staphylococeus aureus, Salmenella choleraesuis, Pseudomanas aerugi-
nosa and Trichophyton mentagrophwtes (Athlete’s Foot fungus) in three min-
utes on hard nonporpus surfaces.
* Kills vegetalive organisms including Streptococcus pyogenes,
Streptococcus salivarius, Escherichia coli, **Herpes simplex
types 1/F and 2/G (oral, ocular, and genital), Influenza A (Japan

*+H737R12841W*

nonparous inanimate surfaces and Mycobactenum tuberculosis in ten minutes
at 20°C/68°F or above.
DIRECTIONS FOR USE: It is a violation of U.S. Federal Law %o use Ihis product in
a manner inconsistent with its labefing.
PRECLEAN instruments and other surfaces with Sporicidin Brand Disinfectant
Solution to remove soil and filth, Wipe dry with paper towe), Cloth or sponge.
TO DISINFEGT AND DEODORIZE: Thoroughly wet pre-cleaned surface with disinfec-
tant Allow contact times as stated above at room temperature (20°C/68°F or above)
fo kifl fisted organisms. NOTE; See Sporicidin Buifetin No, 303 for HIV-1 (AIDS virus)
instructions,
TO PREVENT MOLD AND MILDEW: Repeal application waekly, or sconer if new
growth appears.

FOR FOGGING CLEAN ROOMS: See Sporicidin Bultetin No, 301.

TO CLEAN AIR DUGTS: Manually appiy to hard, non-porous, precleaned duct sur-
faces. Rinse surfaces after application,

PRECAUTIONARY STATEMENTS: Harard to Humans and Domestic Animaks.

GAUTION: Avoid direct food contact, Avoid eye contact. In case of contact, imme-
diately flush with water. If necessary, consult a physician.

STORAGE AND DISPOSAL: Store at room temperature. Discard emply container
in regular trash.

NOTE: This product is not to be used as a terminal steritant/high level disinfec-
tant on any surface or instrument that (1) is introduced directly into the human
body, eilher inte or in centact with the bloodstream or normally sterile areas of
the body, or {2) contacts intact mucous membranes but which does not ordinar-
ily penetrate the blood barrier or ctherwise enter normally sterile
areas of the body. This product may be used to preclean or

305/57 Asian strain), Vacciniey Canin  parvovirus, L oo agnog ¢ decontaminate critical or sermi-critical medical devices prior 1o

Cytomegalovirus, Coronavirus and Pollo type 1 viruses on hard, Rockville, MD 20852

terilizati ioh isintection.
5 ien ization or high level disintection 9100

—b—

s b ¢




