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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

AUG 18 KX

Harold E. Plank
Sporicidin International
5901 Montrose Road
Rockville, MD 20852

Dear Mr. Plank:

( Subject: Retain dental equipment

Sporicidin Brand Disinfectant Solution
EPA Registration No. 8383-3

Amendment application of August 9, 1999

The amendment referred to above, submitted in connection with registration under
FIFRA sec. 3( ¢ NT7XA),is acceptable provided that you:

I.. Make the following labeling changes:
Revised the sentence “For use on medical and dental equipment, beds,

surgical carts, ...” to read “For use on medical and dental equipment such as
beds, surgical carts, ....”

;
2. Submit two copies of your final printed labeling before you release the product
for shipment. Refer to the A-79 Enclosure for further description of final printed
labeling.
If these conditions are not complied with, the registration will be subject to
cancellation in accordance with FIFRA sec. 6(e). Your release for shipment of the
product constitutes acceptance of these conditions.
CONCURRENCES
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* EPA Form 1320-1A (1/90)



A stamped copy of the label is enclosed for you records.

Enclosure

Sincerely your,

Adam %ward

Product Manager (34)
Regulatory Management Branch II
Antimicrobials Division (7510W)
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PRESOAK AND DISINFECTANT
o BACTERICIDAL * FUNGICIDAL . ﬁ%%gﬁ’gé%rs
* VIRUCIDAL™ * TUBERCULOCIDAL i EPA Letter Dated:
Shc;m hqrodhnts ........... 1.56% EPA Reg. No. 8383-3 AUG ] 8 1999
Sodlum Phenate .............. 006%  EPA Est No. 034346-NB-001
inert Ingradients ........08.38%  Net Contonts: 1 U.S. Gel, {3.7¢ Itr} Undet the Federal Insacticide,
Keep Out of Reach of Children

CAUTION
Seo additional precautions 6n back panel
AVANLABLE IN 22 OZ, SIZF
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HOSPITAL DISINFECTION

An effective cleaner, disinfactant and active deodorant for hospltals,
clinies, medical and veterinary offices, laboratories, industrial clean
rooms, homes, nursing homes, ambuiances, hotels, restaurants,
schools, airplanes, trains, boats, autos, buses, health spas and toflets.
DISINFECTANT: Acts effectively on germ laden non-porous equipment and sur-
faces In medical treatment and patient moms, operating rooms, emergency
rooms, recovery rooms and bathrooms. Fos use on medical and dental equip-
ment, bads, surgicat caris, counter lops, manikins, telephones, furniture, wheel-
chairs, walkers, sinks, floots, walls, light swilches, linen hampers, shower stalls,
toilet seats, trash containers and damp and musty areas, including &nimal enclo-
sures. Reduces the hazards of cross-contaminatian on hard, nonporous surfaces.
ACTIVE DEODCRIZER*: Providos continuous residual bactoriostatic activity
against odor-causing erganisms for up fo & months in the presence of adequate
moisture, if not remeved from sudaces including plastics, latex, vinyl, glass,
wood, metal, porcelain, tile and paint.

Kills Athlete's Foot fungus on bathroom, shower and pool surlaces *Penetrates

cracks sMon-slaining *Containg no hamnlul abrastves *Self-sanitizes surfaces

against odof-causing bacloria.
SPORICIDIN Brand DISINFECTANT SOLUTION is germicidal when used as directed
for disinfaction but ditiers In composition frm other Sporicidin products.
PASSES AOAC EFFICACY STANDARDS FOR INSTITUTIONAL AND HOSPITAL
DISINFECTION

« Kills HV-1 {AIDS virus}) in ona minuta on hard, nonporous suifaces.

« Kills Staphylococcus aureus, Salmonella choleraesuis, Pseudomonas asrugi-

nosa and Trchophylon mantngenphylos (Athlote's Fool fungus) In throo min-

utes on hard nonporous surlaces.

« Kills vogatative organisins including Stroptoceccus pyogenos,
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nonporous inanimate surfaces and Mycobacterium tuberculosis in ten minutes
at 20°C/68°F or above.
DIRECTIONS FOR USE: It is a violation of U.S. Federal Law to use this product in
a manner inconsistent with its labeling.
PRECLEAN instruments and other surfaces with Sporicidin Brand Disinfectant
Solution to remove soil and filth. Wipe dry with paper towel, cloth or sponge.
TO MSINFECT 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)
to kill Histed organisms. NOTE: See Spericidin Bulletin No. 303 for HIV-1 (AIDS virus)
instructions.
TO PREVENT MOLD AND MILDEW: Repeat appfication weskly, or sooner if new
growth appears.

FOR FOGGING CLEAN ROOMS: Sae Sporicidin Bulletin No. 301.

TO0 CLEAN AIR DUCTS: Manually apply to hard, non-porous, precleansd duct sur-
faces. Rinsa surfacos after application.

PRECAUTIONARY STATEMENTS: Hazard lo Humans and Domestic Animals.

CAUTION: Avoid direct food contact. Avold eye contact, In casa of contact, immo-
diately {lush with water. f necessaty, consult a physiclan.

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

HOTE: This product is not to be used as a terminal sterilant/high level disinfec-
tant on any surface or tnstrument that (1} is introduced directly into the human
body, oither inlo or in contact with the bloodstream or normally sterile areas ol
the body, or {2} contacts intact mucous membranes but which does not ordinar-

" ty ponolralo tha blood barrior or othorwigo onlor normally storllo
Streptococcus satvarius, Lscherchia coll, **Herpes simplex W ;
typos 1/F and 2/G {oral, ocular, and gonital), Influenza A, (Japan areas of the body. This product may be used to preciean or

305/57 Astan strain), Vaccinia, Canine parvovirus, “SoeeesZAT Y HRNAYAIEAL
Rockville, MD 20852
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Cytamegalovirus, Coronavirus and Polio type 1 vinises on hard,

decontesninate criticat or semi-crilical medicat devices prior to
sterilization or high leved disinfection. 9109
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