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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Essential Industries, Inc JUN 0 4 1999

P.O. Box 12
Merton, WI 53056-0012

Subject: Nutra-Cide 256
EPA Registration No. 3838-53
Your Amendment Dated: 3/2/99

Attention: Ms. Dawn Zellmer,
Compliance Specialist

The amendment referenced above, submitted in connection with registration under
FIFRA 3 ( ¢) (7) (a) is acceptable provided you address the following comments prior to
releasing this product for shipment.

The addition of the organisms, Methicillin resistant Staphylococcus aureus,
Streptococcus pyogenes (Clinical-Flesh Eating Strain M3), Entercoccus faecalis VRE,
Trichophyton mentagrophytes, and HIV -2, to the label is acceptable.

Based on a review of the Stepan Acute Toxicology studies cited in support of this amended
registration, the following acute toxicology categories are assigned.

GUIDELINES STUDIES CATEGORY
81-1 acute oral toxicity I
81-2 acute dermal toxicity i
814 primary eye irritation |
81-5 primary skin irritation |
81-6 dermal sensitization Non-sensitizer

Therefore, your precautionary labeli_ng must be revised as follows:
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Precautionary Statements Revisions:

Corrosive. Causes irreversible eyve damage and skin burns. May be fatal if absorbed
through skin. Do not get in eves. on skin, or on clothing. Wear protective eyewear
(goggles, safety glasses or faceshield), rubber gloves, and protective clothing. Harmful if
swallowed. Wash thoroughly with soap and water after handling and before eating,
drinking, or using tobacco. Remove contaminated clothing and wash before reuse.

Practical Statements of Treatment Revisions:

IF IN EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15
minutes. Get medical attention.

IF ON SKIN: Wash with plenty of soap and water. Get medical atttention.

IF SWALLOWED: Call a doctor or get medical attention. Do_not induce vomiting or
give anything by mouth to an unconscious person. Drink promptly a large quantity of
milk. eggwhites, gelatin solution, or if these are not available, drink a large quantities of
water. Avoid alcohol.

A stamped copy of the label is enclosed for your records. Please submit one (1) copy of

the final printed label before you release this product for shipment. If you have any questions
regarding this letter, please contact Jacqueline Campbell at (703) 308-6416.

Sincerely,

ol

Velma Noble

Product Manager 31

Regulatory Management Branch [
Antimicrobials Division (7510C)



Disinfectant - Cleaner - Deodorizer - Virucide™®
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DIRECTIONS FOR USE
It is 0 violotion of Federal Low 1o use this product in & moaner inconsistestt with ity Inbefieg. This produc is a phosphate-
free formulation designed to provide effedive deaning, deodorizing, and disifedioa specificslly for baspifals, nursing
homes, sthook, restoprants, oad other institutions where housekeeping i of prime importasce ia controlling tross-
contamination from treated surfoces.
This prodict, whew used o5 directed, is lormulated o disinfect bard, non-porous, inowimets, sevircamentiol surfoces
such os floors, walks, metal surfaces, stiakass steel sirfaces, porcelcin, glazed coramic s, phastic surfoces, bathrooms,
shower stulls, bathiubs, and cobinets. For larger areas such os operofing rooms, patiest core fuxilifies, and restrooms,
this produdt is designed o provide both geveral clagning ond disinfeding.
This produd deodorizes thosa areas which generally ure hard to keep fresh-smeliing such os garbage sorage areas,
earpty gorboge bins and cuns, Joilet bowks, ond other areas which are prone to odors cused by microorgemisms.
This produdt is formulated to o neutral pH snd will not duil high-gloss floor finisbes with repected use.

DISIMFECTION. To disinfect inanimate, hard, aow-porous surfocas odd ' oance of this product per gallon of water,
Apply solution with a mep, doth, sponge, or hand-pump irigger spraysr so as to et oll sudfoces thoroughly. Allow to
romgin wal for 10 minvtes, thew remove exmess bquid.

For heavily sviled oreas, o pre-deaning skep is required. Prepare o fresh schetion for each use.

To disinfed toilet bowls, flush toilet, und ¥4 ounte of this produc directly fo the bowi water. Swab the bowl completely
using a scrub brush or toilet mop, making surs to get under the rim. Lat staod for 10 minutes and flush.

This prodod i nof Jo ba usad as o terminal sterdant/high-level disinfedost on owy surlace or instrument that (1) is
itstroduced directly iato the human body, either iuta or in confoct with the bloodstreom or normsully sterile areas of the
body, or {2} contucts infod mucous membranes bist which does not ordinarily peostvate the blood barrier or atherwise
enter normally derile areas of the body. This product may be used 1o pre-clean or decontamiaate critial or semi-triticol
medical devices prior to sterilizxtion/high-level disinfedion.

EFFICACY TESTS HAYE DEMONSTRATED THAT THES PRODUCT 1S AN EFFECTIVE BACTERIIDE AND VIRUGDE IN
WATER UP TD 499 PP HARDNESS {AS IN THE PRESENCE OF ORGANIC SOIL (5% BLOOD SERUM].
DEODORLZATION: To deodorize, apply this produdt as indicted under the heading DISINFECTION.

BACTERICIDAL ACTIVITY: At the 14 ouncs per gallon dilution, this produc demoncirotes effective disinfectant odivity
against the orgomisms Pseudomonas ceruginese PRD-10, Soimonella cholersesuis, Stophyfococcns aureus,
Stophylococrus aurews (dinicol icolata), Bondetella bromchissptica, Corynebaderium ammonicgeses, Enterobacter
cerogenes, Entercbodter coacoe, Entercbocer doacoe (dinical Tsolate), Enterocouus foecalis, Enteroconus foecalis

(dinicn isclate), Escherichia col, Escharichia coli {diaical isolate), Fuscbaderium necrophorum, Kebsiella preumonioe
subsp. prevmorios, Lodobadiflus casel sbsp. rhamsosus, Listeria mococytogenes, Pastevrelia multucida, Protess
vulgaris, Profess mirnhilis ATCC 9921, Proteus mirohilis ATCC 25933, Solmonella droleroesuis subsp. chaleroesuis
saratype parotyphi B, Solmonelks choleresuis subsp. choleroesuis sarotype Iyphi, Salmoneila cholersesuis subsp,
choleroesais serciyps fyphimoriom, Scimeaell dholersesuls subsp. choleroesuis serctype pullorum, Serratia
mareescens, Shigells sonnei, Shigalla flexneri Type 2b, Shigefla dysenteriae, Stophylocoos aureas subsp. aweus,
Mathicllin resistunt Stophylococcus aurews, Stophyloroaus apidermidis, Staphylococcus epidermidis (dinical isodote),
Streplococcas pyogenes ((inkal - Flesh Eating Stroim BIRD M3), Streplococus progenes Group A, Xaathamonas
malophitia {clinice] isolate) aud Voncomydn resistant Enterwmorss foscalis (ATCC 51573).

FUNGIGDAL ACTIVITY: At the 4 ounce per pailon dilution, this produd demonsirodes effective fuagicidol odtivity
agairs! the pathogenic fungi Trichophyton mentogrophytes, Candido olbians and Aspergillus niger.

*YIRUCGDAL ACTIVITY: This produd, whes used oa eavironmeatal, ingaimate hord non-porous surfuces of 14 ounce per
golion of woter, sxbibils effecive virucidal adivity ogaimst Herpes Simplex Type 1 (cousative agent of fever blisters),
Herpes Simplex Type 2 (gesital disaase), Influsaza A2/Hang Kong, Vocsiaia, Pseudornbies, Bovine Rhicotrachedtis,
IGLLS HIV-1 AND HIV-2 ON PRE-CLEANED ENVIRONMENTAL SURFACES/ORIECTS PREVIOUSLY SORED WITH
BLOOD/BODY FLEADS in health core sattings (hospitcls, nursing homes) or ofber settings i which thers  on expeded
Gkelibood of soiling of inanimate surfoces/objeds with biood or body fiuids, and in which the surfoces/objeds likely to
be soiled with blood or body fluids can be associiad with the potential for transmission of humon immuncdefidency
virus Trpe 1 ond Type 2 (T or HIV-2) {associoted with AIDS).

SPECIAL INSTRUCTIONS FOR CLEAMING AND DECONTAMIMATION AGAINST HN-1 AND HI¥-2 OF

PRECAUTK
RAZARDS TO HUMA
DANGER. KEEP OUT OF REACH OF CHILDREN
in eyes, on skin or on dothing. Wear gogg
Harmhul or futol if swallowed. Avoid contamin
before renss. Wash thoroughly with soap ond
STATEMENT OF PRACTICAL TREATMENT: [n
plenty o weter for of least 15 minutes. For e
gelatin solution; or if these are not ovailable
physicion immediately.
NOTE TO PHYSICIAN: Probable mucosal dom

—

STORAG

DO NOT CONTAMINATE WATER, F
STORAGE: Store in o dry ploce no lower in te
CONTAINER DISPOSAL: Do not revse emply

SURFACES/OBJECTS SOILED WTH BLOODYBODY FLUIDS. tayers of newspaper, and discard empiy costo
PERSONAL PROTECTION: When handiing items soiled with blood o body fluids, use diposable lotex gloves, gowns, PESTICIDE DISPOSAL: Pesticide wastes are o
masks, or eys coverings. spray or mixture of rinsate is a viclation of Fe
CLEANING PROCEDURES: Blood and other body fluids must be thoroughly deaned from surfaces ard objects befora geeording fo labe! instrutions, contoct your S
application of this produt >
CONTACT TIME: Allow svrfocafo remain et fo 10 micutes. Hazardous Waske represoatalive ai the zeate
DISPOSAL OF INFECTIOUS MATERIALS: Blood ard other body fuids should be autudaved and disposed of according '
folocl regulaions for infocioss waste disposal. Essential
Nat Contents: One Gallen (3.3 Liters) P.0. Box 12 - Mecton, Wisconsi
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