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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Ecolab Inc. 
Ecolab center 
st. Paul, MN 55102 

Attention: Ann M. Oxford 

OCT 1 1 1995 

Manager, Regulatory Services 

subject: Mikroklene 
EPA Registration Number 1677-22 
Your Amendment Dateci March 2, 1995 

This is in response to your request to amend the registration 
of the subject product to include a sanitizing claim against Vibrio 
cholerae. 

The submitted data developed by the AOAC Chlorine Available 
Germicidal Equivalent Concentration Tests are adequate to support 
effectiveness of the product as a terminal sanitizing solution at 
the dilutions providing 25 ppm titratable iodine (for activity 
equivalent or better than 200 ppm of available chlorine) in 500 ppm 
of hard water at 20 C for use on previously cleaned and rinsed food 
contact surfaces which are thoroughly wetted by the solution for a 
contact time of at least 1 minute, followed by adequate draining. 

The labeling referred to above, submitted in connection 
registration under the Federal Insecticide, Fungicide, 
Rodenticide Act, as amended is acceptable provided that you 
the following revision: 

with 
and 

make 

1. As a sanitizer at 25 ppm titratable iodine this product 
is effective against Vibrio cholerae ... " to read" ... 
As a sanitizer for previously cleaned hard nonporous 
surfaces at 25 ppm titratable iodine, this product 
is effective against Vibrio cholerae. 
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A stamped copy is enclosed for your records. 
copy of the final printed label before you release 
shipment bearing the amended label. 

Submit one 
the product for 

If you have any questions concerning this letter, please 
contact me at (703) 305-7964. 

(;11Y' 
Ruth G. Douglas 
Product Manager (32) 
Antimicrobial Program Branch 
Registration Division (7505C) 
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CENTERI PANEL 3 

ECOIAB" 

TO REORDER THIS ITEM USE: 14C?lJ 
AND CAlll-800-3S2-5320 U.:JJ 

main panel 27 picas 

RECOMMENDED MINIMUM TYPE 
IS: 8 PT, REGULAR FOR POS, TYPE 
AND 8 PT, BOLD FOR REVERSE PRINTING 

I PANEL 4 

membranes but which does not ordinarily penetrate the blood barr 
normally sterile Ireas ot the body, This product may be used to pre 
critical or semi-critical medical devices prior to sterilization or higt 
EPA Reg, No, 1617-22 
EPA EsU617-IL-Z(JI, 1617,NJ-I (WI, 1617-TX-1 (DI.I617-GA-IIMI, 
1617-MN-1 (PI. 1617-CA-IISI.I617-PR-1 (BI 
The superscript refers to the (ifst letter 01 the dare code. 
710228i0424/11~-B M.de in U,SA. <r> I~ 

23.6 picas 

TYPE SMALLER THAN 8 PT, MAY RESULT 
IN BROKEN, OR FILLED IN CHARACTERS 

COLOR: PMS pms 253 purple 

I , 

ACCEM'ED 
with ()()MMBNTS 

in EPA u-'ttt'f Dntcj 

OCT 1 1 199 
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CENTER I PANEL 1 

Mikroklene. 
PWGRD: SI NO PlJ£OE LEER EN INGLES, mGUNTE A SU SUPERVISOR SOBRE lAS 
INSmUCCION[S DE USO APROPIADASANTES DE TRABAJAR CON ESTE PRODUCTO. 

PRECAUTIONARY STATEMENlS-HAZARDS TO HUMANS AND DOMESTIC ANIMAlS 
DANGER: CORRDSM. Couso'l'/O damage. Do nol gOI in I'/OS, 00 skin Of on clothing Wear 
gogglas or safety gf .... s when handling. HarmfUl ~ swallowed. Wa,h thOfOUglY; with 'oap and 
water IPter handling. Remove contaninated clothing and wash before reuse. 
STATEMENT Of PflAcnCAl TREAlMEIIT 
If IN EYES: Rush immediately with cool waler. Remove conlllcllen,e,. Continue nushing for 15 
mirutes. holding eyetids .part. Get prompt medjca' attention. 
If ON SION: WISh with plenty ohoap and water. Getmedical'ttention ~ irritation d .... elops. 
If SWAllOWED: DOOk promptly olerge quantity of w.l8f. DO NOT induee vOO1itin~ N .... er give 
anything by mouth to an unconscious person. 
CAll A POISON CONTROL CENmI OR PHYSICIAN IMMEDlAmy 
fOR EM£RGENCY MEOICAlINFORMATlON, CAlL TOll·fREE 1 ~ 
PHYSiCAl AND CHEMICAL HAZARDS: Avoid conlllClwith ,uong alkali,.nd other OXidi18rs. Mix 
onty wi~ water. Use clean. dry utensils lind other eQuipment Contarrination WIth orga~t matter and 
chlorinated products may c,use thlviolent wohman of toxic g8S8S. 
SlORAGE AND DISPOSAl 
Store onty ·'1 original Of property marked container, Keep conDliner closed between uses. 
If SPIlled. flush to drain WIth a I.rge quantity of water. 
DO NOT CONTAMINATE WATER. fOOO OR fEED BY STORAGE OR DISPOSAL 
PESllDDE DlSPOSAl: Pesticide wastes .r. acutely hazardous. Improper disposal of ellcesS 
pesticide, spray mixture, or rinsat8 is. violation of Fttdef.llaw. H these waslBs Clnnot be disposed 
01 by use according to I. bel instructions. contact your Stats Pesticide or Environmental Conlrol 
AgenCY, or lt1e HI18rdous Waste r.presentative .ttle nearest EPA Regional OffiCI for guidance. 
C IIrfTAlNER OlSPOSAl.: 00 not reuse empty containers. Wr.p contliner and put in trash. 

ECOIAB IMtilutionar Division 
Ecolab Inc., Ecorab Cenler 
SI. Paul. MN 5511)2 

23.6 picas 

1 gallon polyelhylene speclflcallon with or withoul back up (cylinder) ptale. 
SIZE: 18 112" .35/8" (back up cylinder) 18318".3112" copy\arl prlnl erea. 
QUALITY PLATE SPECIFICATION 
Dean Ackerman (Quality Plat.maklng) & Weg (Ecolab) Sepl 1987 

CENTER I PANEL 2 

Mikroklen~"I!I!I' '. 
DIRECTIONS FOR SANITIZING fOOD CONTACT SURfACES 
Use to sanitize previously cleaned, hard. nonporous surtaees such as lood preparation 
.quipmen~ lable., and slorlge ... a •. USll/2 d •. MIKROKlfNE per 21/2 g.I,. 01 75·100 deg 
water for sanitizing (provides 25 'ppm till). No rinsing nac85ury. Renew solution d8i~ or 
before .mber color disappears. NOI reconwnlnded for USI on Silver and silverplate. May cause 
blackening. 

a sanitizer at 
effective against Vibrio cholerae. 
MIKROKLENE is approved by the Natior,al Sanitation 
foundation for use in spray and brush type glasswashing 
machines. Keep reservoir full. Adjust control as directed by 
machine manufacturer and local health authorities. 
When used as directed MIKROKLENE complies with FDA 
Food Additive Reg. 21 CFR 178.101 Orb) (4) for sanitizing 
solutions which are not to be rinsed from food contact 
surfaces. 


