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UNITED STATES ENVIRONMENTAL PROTECTION .t.GEHCY 

JAN 1 0 2006 

Dr. April zambelli-Weiner 
Sterilex Corporation 
11409 Cronhill Drive, Sutie L 
Owings Mills, MD 21117 

Subject: Ultra-Kleen Solution I 
EPA Registration No. 63761-3 
Notification Date: December 7, 2005 
EPA Receipt Date: December 12,2005 

Dear Dr. Weiner, 
" 

The following notification submitted in connection with the provisions under 
FIFRA section 3( c)9 and PR Notice 98-10 is acceptable. 

• Add nonpublic health claims· 

General Comments 

. , 

Based on the submitted materials, the notification to add nonpublic health claims, 
mil~ewstat and controls mold and mildew, is acceptable and apart of the records on file. 

~Iease Note: Delete the term, biofilm, from the label. Biofilm is a public health claim 
and this product is for nonpublic health use only. 

Should you have any questions regarding this letter please contact Jacqueline' , 

McFarlane at (703) 308-64 I 6. 

, 

Sincerely, 

l{~' J::jl/-c:'-
Velma Noble 
Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials Division (75 10e) 
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STERILEX® 
121712005 

Document Processing Desk [NOTIFICATION] 
Office of Pesticide Programs (7504C) 
US Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1801 Bell Street South 
Artington, VA 22202 

ATTENTION: 

SUBJECT: 

Dear Ms. Noble: 

Velma Noble 
Product Manager, Team 31 

Sterilex Corporation 
Sterilex Ultra-Kleen Solution 1 
EPA Registration Number 63761-3 
Notification to add Non-Public Health Pest 

We are submitting a notification for Sterilex Ultra-Kleen Solution 1 per PR notice 98-
10 and in accordance with DISfTSS-16. The sole purpose of this notification is to inform 
the agency of the addition of a non-public health pest claim to the above referenced 
product label. As such, "Mildewstat" and "Controls Mold and Mildew" has been added 
to the product label. Please find enclosed a copy of the revised label with the above 
changes highlighted in yellow. 

If you have any questions, please contact me at 410-581-8860 or by email at 
april@sterilex.com. 

Sincerely, 

April Zambelli-Weiner, Ph.D. 
Senior Research Scientist 
Sterilex Corporation 

..... 
• "I •• · ... · . , · . 
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Plesse resd instructions on revelSe before comn/etino fonn. Fonn Aooroved, OMB No. 2070-0060 ... EPA United States 0 Registration opp Identifier Number 

0 Environmental Protection Agency 0 Amendment 
Washington, DC 20460 IZI Other 

Application for Pesticide - Section I 

1. Company/Produd Number 2. EPA Produd Manager 3. Proposed Classification 
63761-3 Velma Noble o None o Restrided 4. Company/Produd (Name) PM# 
Sterilex Ultra-Kleen Solution 1 31 
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Sterilex Corporation (b)(I), my product is similar or identical in composition and labeling 
11409 Cronhill Drive, Suite L to: 

Owings Mills, MD 21117 

o Check if thiS is a new address 

Section -II 

o Amendment - Explain below. o Final printed labels in response to Agency letter dated o Resubmission in response to Agency letter dated R "Me Too" Application 
.rv'1 Notification - Explain below. Othar - Explain below 

II. . "Ianation: Use additional page(s) if necessary . (For section I and Section II.) 

Notification of minor label cbanges per PR Notice 98-10 consisting of Ib.e addition of non-public bealtb pest to tbe label. 

Tbis notification is COrlsistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR IS2.46, and no other changes have been 
made to tbelabeling or tbe confidential statement offormula oftbis product. I underotand Ibat it is. violation of 18 U.S.C. Sec. 1001 to . 
willfully make any fa .. e statement to EPA. I furtber underotand tbat iftbis notification is not consistent with the terms ofPR Notice 98-10 
and 40 eFR 152.46, tbis product may be in violation of FIFRA and I may be subject to enforcement action and penalties under sections 12 
and 14 of FIFRA. 

Section - III 
1. Material This Produd Will Be Pack a ed In: 
Child-Resistant Packaging Un. Packaging Water Soluble Packaging 2. Type of Container 

DYes" RYes DYes o Metal o No No DNa o Plastic 
If "Yes" No. per If 'Yes" No. per o Glass 'Certification must Un. Packaging wgt. container Packagewgt container o Paper /tq submitted 

I I o Other (Specify) 
J..!'.... L.ocation of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions o Label o Container o On Label 

5, 30 and 55 gallons o On labeling accompanYing produd 
6. Manner in Which Label is Affixed to Product g L.hograph o Other o Paper glued o Slenciled 

Section -IV 

1. Contad Point (Complete items dimct/y below for icl8ntification of individual to be contectecJ, if necassaty, to process /Iris appli"trio~j 
Name Trtle Telephone ",~. (I~clude Area Code) 
April Zambelli-Weiner Senior Research Scientist, 41C~81-8860 

Slerilex Corporation ."" ... _ .... 
Certification : 'I~' Date Application 

I certify that the statements I have made on this Ionn and all attachments thereto are true, accurate and complet~., '" , Reci\"ej. , 
I acknowledge that any ~:nowingty false or misleading statement may be punishabte by fine or imprisonment or , • 
both under applicable la''''. : 'lS~mped) 

2. Signature----m~ 3. Trtle 
~ , •• , . 

Senior Research SCientist, •••• " 

Slerilex Corporation •••• • • 
4. Typed Name , V 5. Date 

11.-/l-k5 
•• t. 

April Zambelli-Weiner • • •• • , 
•• • .. 

EPA Form 8570-1 (Rev. 8-94) PrevIous editions are obsolete Whlte- EPA File Copy (orlgonal) Yellow- Applicant Copy 



Penetrates and Removes Biofilm and Other 
Organic Con~aminants. Use as a Bactericide, 
Slimicide, M"dews.at, alld A1:Jlcide in; ., • 

• Recirculating t;ooli.1!:1 WatLr £'yst~.,...s 
• Brewery Pasteurizing Systems 
• Air Washers 
• Pulp and Paper Mills pr"lducir,!;,t oulp Jnd paper that will 

not come in contact wid. fooJ po;od'ldo:. 
• Dye Machines 
• Water-Jet Looms 
• Tanks, Piping and Industrial Equipment used to store 

and convey Industrial Process Water or Aqueous 
Mixtures not related to food processing 

• Deionized Water Supply Systems not used in food 
processing or for human drinking water or dental lines 

• Drains and Filter Traps 
• Chair Side Evacuator Traps and Pump Filter Traps 

May be used with Ultra-Kleen Solution 2 to adjust 
pH, to inhibit corrosion and to enhance cleaning. 
Please consult directions for use for specific 
recommendations. 

Controls Mold and Mildew 

Active Ingredients: 
n-Alkyl(C,. 60%, C,e 30%, C'2 5%, e'8 5%) 
dimethylbenzylammonium chlonde 
n- Alkyl(C'2 68%, C,. 32%) 
dimethylethylbenzylammonium chloride 
Inert Ingredients 

TOTAL 

3,00% 

3,00% 
94.00% 

100.00% 

KEEP OUT OF REACH OF CHILDREN 

DANGER 
See Side Panel For Additional Precautionary Statements and 

Statement of Practical Treatment 

DIR.ECTIONS FOR USE 

It is a Violation of Federal law to use thiS product In a manner Inconsistent 
with its labeling 

RECIRCULATING COOUNG WATER SYSTEMS. INCLUDING COOLING 
TOWERS EVAPORATIVE CONDENSERS AND BREWERY 
PASTEURIZERS EffectIVely removes and controls blofilm end O!!'lcr orgonlC 
contaminants In commerCial and IMustnal cooling towers' mfluent waler 
systems such as flow-!hrough fillers and heat excnange waler systems. 
DOSAGE RATES Inltl.1 Do.1I for badly fouled systems: Add, \04981. 
Ultra-Kleen Solution 1 per 1000 gallons of water m the system. If Clearung.s 
deSired Of If the pH of the system IS below 8. add Simultaneously Ultra-Kleen 
eolutlon 2 al the rate of 1 to 311mas the volume of Ultra-Kleen Solutlon I, 
Repeat until COnIrot IS evident 
Routine Dose when mlcfObl!! control!' hident: Subsequent Slug 
additiOns of 28 to 64 oz. Ultra-Kleen SOIUl/co 1 per 1000 gallons of water (and 
If cleaning IS daslred or the oH of the system IS below 8. Ultra-Kleen Solution 
2 at the rate of 1 10 3 lime, !he volume of Ultra-Kleen Solutlon 1) should be 

Ultra-Kleen 
employed every 2 to 5 daY' or a9 needed The frequency of addition 
depends on the relative amount of bleedotr. the quality of the makeup water 
and me Of inftow CII airnome Of other contamInants. Slug aeditions should be 
made In the sump of water cooUng towers 

AIR WASHERS. For use only in industrlal air washing syslems that maintain 
effective mist eliminating components. EffectIVely removes and controls 
blcfllm and cth&!' organic contaminants in Industnal Water Scrubbing 
Systems. 
DOSAGE RATES, !oltl., pas. for badly foul.d ayst.m.: Add 3 to 16 gal 
of Ultra-KIeen Solution 1 per 10Cl0 gallons of waler In the system. If Cleaning 
is desired or if the pH of the system is below 8, add Simultaneously Ultra
Kleen Solution 2 ai \he rate of 1 to 3 umes the volume CII Ultra-Kleen Solution 
I, If necessary, apply a solution containing 0 4 to 2 oz. Ultra-Kleen Solution 1 
(and if deanmg IS desired Of the pH of me system IS below 8, Ultra-Kleen 
Solution 2 at t/'I8 rate of 1 to 3 times the volume of Ultra-KIeen Solution 1) per 
gallOfl of water onto interia' surfaces of the syslem tnal are not continuously 
SlJbmarged. Repeat until control IS evident 
Routtn. 00", when mhjrpbl.1 com! Is evld.nt: Subsequent slug 
addrtions of28 to 128 oz. Ultra-Kleen Solullon 1 per 1000 gallons of water 
and if cleaning is desired or the pH of the system IS below 8, Uln-KIeen 
Solution 2 at tne rate Of 1 to 3 times the volume of Ultra-Kleen Solution 1 
stlOuld be employee every 110 5 days or as neeaea The frequer'lCy of 
additiOn depends on the relative amount of bleedoff tne quality of the makeup 
water and rate of inftow of airbOrne or other conterT1!"anls. Slug additions 
snould be made in the sump of Industna! Water ScruoOlng Systems 

PULP AND PAPER MillS, For u .. only In the production or pulp and 
p.per that will not come In Contlicl with food Eff8Cllvely removes and 
controls biofilm and other organic contal'runents In pulp and paper mill fresh 
and seawater inftuent water systems, wasteweter treatment systems. 
nonpotable water systems, and other process waleI' 
DOSAGE RATES. InUlI! POU for badly foul.d .y.t.m: Add 310 16 gal 
of Ultre-KIeen Solution 1 PEH' 1000 gallons of water In th' Iyatem. If Cleaning 
is desired or if the pH of the system IS below 8, add Simultaneously Ultra
Kleen Solution 2 at the rate of 1 to 3 limes the volume of Ultra-Kleen Solulion 
1. If necessary, apply a solution containing 0 4 10 2 oz, Ultra-KIeen Solution 1 
per gallon of water (and if deaning IS deSired or if the pH of the syslem IS 
below 8, Ultra-Kleen Solution 2 al the rate of 1 to 3 tImes the Volume of Ultra
Kleen Solution 1) onto intenor surfaces of the systam that are nol 
continuouslyaubmerged. 
Roy tin. DOl. wh.n m!t;robl.1 control I. evld.nt Subsequent slug 
additIOns of 8 to 50 oz. Ultra-Kleen Solution 1 pet 1000 ltB!lons of water (and 
i1 cl8II'Iing is desired Of if the pH of the syslem IS be!OW 8, Ultra-KIeen 
Solution 2 at tne tate of 1 to 3 times !he volume of Ultra-Kleen SolutIon 1) 
sl10Llid be employed every 1 to 5 days or as needed The frequency of 
additiOn dependS on the ~Iity of the makeup water and rate of inflow of 
airborne or other contarninclntS. 

DYE MACHINES. Effectively removes and controls blofilm and other organ,c 
contarrunants in Textile I)yEting Mactunes 
DOSAGE RATES, Add 16 to.a gal. of Ultra-K!een SoIuuon 1 pel" 1000 
gallon, of water in a dye storage tank. If Cleamng IS desired or the pH of the 
... iJrture is oalow 8, add simultaneoustv I l't'a,K'een Solution 2 al lt1e rate Of 1 
103 times !he volume of UIt:re-KIeen So!u\!on 1. C:rcuime the miXture from 
the dye storage tank through the dye machine end ell asaociated piping and 
olher dye storage tanka. If necessary. apply a so:~: ,!'I containing 2 to 5 oz 
Ultre-Kleen Solution 1 (and if deanlng IS deSired or Ihe pH of the mixture IS 
tielow 8, Ultra-Kleen Solution 2 at !he rate of 1 10 3 times Ihe volume of Ultra
Kleen Solution 1) per gallon of water 01110 lurfaces of the 'yltem that Bre not 
continuously submerged. 

WATER-JET l.OOMS. Effectively removes and controls biofilm and other 
orgamc CCf'!'.2.'r.;n;::nts i;; \'.,.'.lar-Jel Looms 
DOSAGE RATES. 1"!tI.1 PO •• for b.dly foul.d .y.t'lD!: Prepare a 
mIxture of 2 to 5 oz. of Ultra-Kleen Solution 1 per gallon of water. If Cleaning 
is de5\l'ed or if \he pH 01 \he mixture IS belO'N S. add Ultra-Kleen Solution 2 at 
!he rete of 1 10 3 times the vollJme of Ultra-Kleen So:ullon 1 Pump the 
mixture through the Watar-Jet l.oom and all assoCIated PIPIng. If necessary, 
apply a solutictl containing 2 to 5 oz. of Uitra-Kiaen SohJtion 1 (a"ld If cleaning 
'5 desired Of the pH of the system IS oa!ow 8. Ultra-K een Solution 2 althe 
ratetlf 1 to 3 timn the volume of Ultra-Kleen Solution 1) per gallon of water 
onto IUrfaces Of the system that are not conllnuously submerged. 
~""GYent pos, when mlicrobl.I control II .yld.m: SubS8QUent slug 
ad of 5 to 25 oz. Ultra-Kleen Solution 1 (and If Cleanll1g is deSired or 
tht the mixture is below 8, Ultra-Kleen Solution 2 at the rate of 1 to 3 

Solution 1 
t'mes !he VOlume of Ultra-KIeen SolutIOn 1 J pel" 1000 gallons of dally, 
use should be employed every 1 10 5 days or as needed. The ffequer 
addition depends on the quailly of the makeup water and rale of InflO. 

autome or other contaminants 

TANKS PIPING AND INOUSTRIAl EQUIPMENT USED TO STORE 
CONVEY INDUSTRIAL PROCESS WATER OR AQUEOUS MIXTUf. 0 
Not Use in equipment that will conlact food Effectively removes 
controls blofilm and oIhef orgamc contamInanls In Tanks. PIPing and 
Induslnal EqUipment used 10 slore and convey Industrial Process VV", 
Aqueous Mixtures, 
DOSAGE RATES. Fill equipment as completely as posslble wlth a s, Jl 
8 to 80 9al of Ultra-Kleen SolulJon 1 (and f cleaning is desired or the 
the ml::o:t ... re IS below 8. Ultra-Kleen SolutIon 2 at the rate of 1 10 3 Ilm( 
volume of Ultra-Kleen Solullon 1) per 1000 gallons of system capaclt~ 
Circulate for 911ea5l4 hours and then drain system. Rinse system w ' 
volumes Of waler If necessary apply a solul!on contamtng 1 to 10 o~ 
Kleen SoluMn 1 (and If c:leanmg IS deSired or the pH of the mn(!ute IS : 
8 Ultra-Kleen Solulion 2 at the rale of 1 10 3 t,mes the volume of Uitr
Solullon 1 per gallon onto surfaces of Ine eou:pmenlthat are nOI Sl..l 

DEIONIZED WATER SUPPLY SYSTEMS NOT USED IN FOOD 
PROCESSING FOR HUMAN DRINKING WATER OR DENTAL liNt 
Effectively removes and contrc!s biofilm and other organie contan1lnar
Ta!'lks ):" "'~ and PipIng used to slore e.~~ --'wey Oeoozed Wale' 
DOSAGE RATES Add 3 to 16 gal of Ultra-Kieen Solutlon 1 and If Cl6~ 
IS deSifed or the pH of the mixture \s below 8. Ultra-Kleen SoIutitlr'.2 a\ ' 
rate of 1 to 3 times !he volume of Ultra-Kleen SoluIJon 1 per 1000 ga:!l 
syslem caoaerty Circulate for at leasl4 hours and !hen drSln syslelT' 
syslem WItI"' 6 volumes of waler If necessary apply a solullon conta 4 
to 2 oz Ultra-Kleen SolutIon 1 (and If deanlng IS deSired Of the pH of ' 
system \50 below e, Ultra-Kleer-. So\ullQrl 2 at 1t1tt rate of , \0'3 times tl', 
volume of Ultra·Kleen Solulion 1) per gaUon onto surfaces of the equlJ: 
lhat are nOI submerged 

DRAINS E.ffectlvely removes and contrOlS plugging and odors cause. 
accumulation of blofilm and other organiC contaminants in drains P(e~ 

~'oooage and odors 
DOSAGE. - ATES Inilial Dose for ba(lly lc_ eel systems. Pour from' 
Ultra-Kleen Solution 1 around Of IntO one-men diameter or smaller dra 
'') 90 oz Ultra-Kleen SoIUllon I around or .nlO Ihree-inch diameler c:: 

,,'jd SlffiIJ\tar.sout,\y Ultra-KIeen So\uuon 2 at \he same volume as UlIr~ .11 
SolutIon 1 (10-90 oz). If the dnlln IS not m use at tile lime, followWlth c 
';lallon of t-O! waterfot every 10 oz. of Ultra-K!een SoluIJon 1 added f. 
stana for 30 mmutes Repeat untIl control IS eVident 
Subseauenl DPse' Vv'hen microbial control IS eVIdent. subsequent adc 
:! 1 5-2 cz U:tTa-Kleen Solution' <ote ore- -CI'l dl8fTleler or smaller c 
10 15 oz Ultra-Kleen So/uIlon 1 Into three-md1 diameter drains ShoulO . 
employed every 7 days or as needed Add sU'nultaneously Ullr<il-K1eer 
So . .;tlon 2 al the same volume as Uitra-KJeen Solulion 1 (1 5-1Soz) .' 
drain 'S not ,n use al the time follow WI!h one gallon of hOI waler for e. 
oz of Ultra-Kleen Solution 1 added 

¥" ..... ,rI. 6iDE EVACUATOR TRA~S ,:.NG PUMP Fil TE~ TRAPS Ei. 
removes and controls plugging and odors caused by accumu!atlon of b 
In chait Side evacuator I!~s and pumo fille' traps Prevents stoppaop 
_oor 
DOSAGE RATES Injtjal Dose for badly fOwled systems. MIX 10 oz 
Kleen Solullon 1 and 10 oz. of Ultra-Kleen Solution 2 inlO one gallon 01 
waler at the end of the working day Draw aU of the solution inlo the tra~ '·1 
aUow to sland ovemlQht. Repeat untIl controt IS elo'tdent. 
Subsequent POH' When mictoblal control IS evident. subsequern slue 
"o1r1IMI"~ nl 1 5-20z. U!!ra-Klee'" SC',,~iC~ , iJ~C -: 5 :2 cz of Ultra,Kit;' 
Solullon 2 m!::o:ed Into one gaUon of hot water should be employed eve' 
jays or as needed 

Wh.n mixture. of UltrII-Kleen Solution 1 and Ultra-Kleen Solutio' 
prepared in a batch process, alw.ys use the rn!xwres the same !la, ~y 
are prepared 
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