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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

JUL 1 2005 

Dr. April Zambelli-Weiner 
Sterilex 
11409 Cronhill Drive, Ste. L 
OWings Mills, MD 21117 

Subject: Sterilex Ultra Liquid B Solution 2 
EPA Registration No. 63761-6 
Notification Date: June 9, 2005 
EPA Receipt Date: June 14,2005 

Dear Dr. Weiner, 

This letter acknowledges receipt of the following. .notification under FIFRA section 3(c)9 
. '( and PR Notice 91-2. 

• Addition of Non-Pesticidal Claim 

General Comments 

Based on a review of the submitted materials, your notification to add the claims, "Think 
Pink Once a Week" and "Ready to Use-Do Not Add W-ater," is acceptable and apart of the . 
·records on file. . 

Should you have any questions regarding this letter, please contact Jacqueline McFarlane 
at (703) 308-6416. 

Sincerely, 

~~6 Velm~~Oble 
Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials Division (751OC) 

COIIC:VU!MaS 

• 

n ... o!. I 
..... NAM£ 

._ ........ -.- ....... _ ...... - ................ . ... --.... ~ .. . _-_ .. _ .. ; ............ __ .... ______ . _ _ '~II_""'-
DATa ~ ••••• _ ............................................. . ................ . ............... . ---------+---------
EI'III Form 1320-1'" (1~) 0' flCAL FlLl COPY 



FROM FAX NO. 4103740730 Jul. 01 2005 10:51RM 

Pleas/! read ;n$tfIJcl;ons Of) reverse before comf)l"tina form. Form Approved, OMB No. 2070·0060 

& EPA 

1. Company/Product Number 
63761-6 
4. CompanylProduct (Nama) 

Unit"d Stats" 

Environmental Protection Agency 
WaShington, OC 20460 

o Registration 

o Amendment 
IZI Other 

Application for Pesticide - Section I 
2. EPA Product Manager 
Velma Noble 

Sterilex Ultra LIquid B Solution 2 
PMlI 

31 

opp Identifier Number 

3. Proposed Classification 

o Nona o Reslr'ioled 

5. Nama and Addr .... of Applicant (lncludB ZIP CrxI .. ) 

Sterilex Corporation 
e, Expedited Review, In accordance with FiFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 

11409 Cronhill Drive, Suite L 
Owings Mills, MD 21117 

to: • 

o Check H this is II n9waddfli$$ 

Section -II 
11 Amendment _ Esplain below. W Anal printed labal. in r""""nSB to Agency ;.tter dated __ _ o -Me Too· Application IL....,. Resubmission in response (0 Agency letter datQC!, _____ _ 

f)<l Noli!ic:ation· ~lain balow, o Other - E><plain below 

Explanation: Use additional page(s) If necessary. (For section I and Section 11.) 

Notification of minor packaging and retattd labrl ehu:es per PR Notice 98·10 contistin:: of (1) the addition of "Tbink Pink Doer A Wuk" to 
e labrl aDd (2) ~R .. dy to U,e - Do Not Add Watet"" to the J.bel. 

This nodfiution is conlh;tenr with [be proviliions of PR Node. 9&..10 and EPA rea;ulations at 40 CFR IS2.46., and no other rhal'lG,ts h.v. been 
made to the labeline or tb. confidential statement of formula or tbis product. I undenland that Jt is • violation of 18 U.S.C. Sec. IDOl to 
wfllfully make a.n~' f.lse statement to EPA. I further uDderJtand that ir tbis notifialtioD is nor couli.tent 'with thtt lttrms of PR Notice 98·10 
and .sO CFR lS2~ this produet nuly bo In vlolaHon of FIFRA aDd. I may be 1lllbJCCI to enforcenlenl action and pcn.WIN under sKtiun. 12 
and 14 ofFIFRA. 

Section - III 
1. Matenal This Product Will Bo Packaged In: 

o y"". :j Yes Y ... 
Child-Res.i.stant Packaging Unit ~aelcaglng W'Bater Soluble PQl;kaging 

o No ~~CJ~~N~O=-________ ~~~~~~~N~O ______ ~~~ __ -1 
,nfflcstion must 

be submitted 

I··U 85" No. per It "Ye." No. per 
Unft Packaging wgr. container PaclCage wgt container 

I 

2. Type of Container o Metal a Plastic 

Glass o Paper o Other (SP"C.if)lj 
3. Location of Net Contents Information o Label 0 Contoiner 

4. SIze(_) Reta;; """""ner S. Loc:ation 01 Label Olrectioms o On Lobel 

Ei On labeling aoocmpanying product 5. 30 and 56 gallons 

Manner in Whioh L..abef Is Affi~ed to Product Ulhcgraph 
Paper glued 
Stenciled 

o O'"er ____________ _ 

• Section - IV 
1. Contact Point (Complete j~ms directly below for identirtClltion of intiMd/JII/ to be cont.otltd, "nsces&llty. fo p10CttSs this 4ppliclJtion) 

Name Titlo TelBphono No, (Include Arae Code) 
April Zambelli-Wainar Senior Re ..... reh SCientist, 410-581-8860 

Sterll"" COl'Ponotlon 
CertificatiOn 

I aerttt,:,' that the stateMents I have made on this form and allaHachments thoreto ate truo. accurate and complete. 
I ac:kno'MeCIge that any knOlAringly falSI! or mi&:lqding statement may be punishable by fine or impri!5onmsnt or 
both under a-~Ie law. 

2. Signalur ,~ ___ AI / _ _ 

L/~o/M/'L... 
0, Typed Name / .IL 

'April' Zambelli-Wainer 

3. Tille 

S. Cate 

Senior R-.ch Sclenlist, 
Sterile. Corporation 

July', 2005 

e. o"t .. Application 
Received 

(Stamped/ 

ePA Fanm 8571).1 (Rev. &-14) PrevIOus adlll,,"_ ar. "bIoi",. Whit,... EPA Fllo Copy (orlgu\b:I) Yellow- AppUc;ant Copy 



STERILEX@ 

09 June 200S 

Document Processing Desk [NOTIFICATION] 
Office of Pesticide Programs (7S04C) 
US Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1801 Bell Street South 
Arlington, VA 22202 

ATTENTION: 

SUBJECT: 

Dear Ms. Noble: 

Velma Noble 
Product Manager, Team 31 

Sterilex Corporation 
Sterilex Ultra Liquid B Solution 2 
EPA Registration Number 63761-6 
Notification of minor label changes 

...... 
• • .. . 
· . · ~ .. ' . · , ... 
" .. 
.,. ( 

We are submitting a notification for Sterilex Ultra Liquid B Solution 2. The sole purpose 
of this notification is to inform the agency of the following minor label changes to the 
above referenced product: 

1. "Think Pink Once A Week" has been added to the label 
2. "Ready to Use - Do Not Add Water" has been added to the 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-S81-8860 or by email at 
april@sterilex.com. • 

Sincerely, 

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

· , . " ... · .. · . · ........ " . , .. · .. , . 
.. , ... 

11409CR()NHILLDR1VE • SUITEL • ()WINGSMILLS,MD21117 • DIRECT41l'\·):-II·"';.)(1~1. l-BOO,,)II·lbS\} • F:\X41('L')SI-I'lR64' www.~rl'nlL'X.(!)m 
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d: 
, rtanl Notice: 

Before using Stcrilex. rntra Liquid B Solution 2 plcuc read the 
following lnformatian, 

"!'b:. ;::-:::.i~t ~ u. ~ ~ci Jl w .. jun,uUII wllai .qui.r 
testing of dental unit wator. 

2. The manul'ltcturer of tile dental unit should be conruUed 
before LlIe ofthia product about compatibilil:)' of S1erilex 
Ultra Liquid B Solulion 2 with the dental unit. 

DIRECTIONS FOR USE 

U is a violation of Federal law to usc this. product in • manner 
inconsistent with jt! labtUna. 

AlwltY' VI! Steril" Vito Ugpid B SolpliOll 1 ,"h 
Slerilel Ultr' Ligald B Solution 1 

I, Initial Start·Up T .. abncnt: Treat the Dental Unit Water 
Lines (DUWL) fur throe consecutive Dightl starting OD 
Monday. 
2, Routine TRatmelll: TreBl DUWL ODe Dightlwcek 
(MondaY·Thursday ",commended) after Initial Start-up 
lR:atmcnt. 
3. If two or morc weekly treatments an: skipped. repeat 
initial start-up tr<aIDIeDt. 

How To Apply StW!" Ulttl Ugpld B SolgtiGDI 1 

!IlII11 
J. Add ODe bollle (3 ouoces) of Sterile. Ullr. Liquid B 
Solution I and one bottle (3 01lD ... ) of Stcrilex Ultra 
Liquid B SolutioD 2 in a mcuuring cup or other empty 
ooDlainer and JIir, Pour .pprepriaf& amount of the 
combined miJ<Iun: into an empty extcmal dental unit water 
bottle, Do not Wle PET bottle. (See note below). After 
Sterile. Ultra Liquid B Solution I ... d Sl<rilex Ultra Liquid 
B Solution 2 have been mixed together OJe within 24 houn, 
2, Run Stmlex Ulln Liquid B mixture throlllh the sy.tem 
until the .. pin1c mixture appears al the end of the AirlW_ 
.yrin,.. and handpiece linc.. Alway. """"ve the 
handpiea:. It may be advinble ID remove coupler 
depeDding on the type of coupler. Comm IIWIIIfacturer for 
specific recommendations. 
4, Allow the Sterilex Liquid Ultra rni1tture to .it in the unit 
ovemight (pIa"" the ends of wal<r line. inID a .ink or 
cuspidor in case lilly pink mixture drip. overnight), 
5, At the beginning of tb, next workday. disoard any 
remaining SteriJcx Liquid Ultra mixture. Rinse the external 
water bottle with water. 
6, Fill the external water bottle with water. Flush each line 
(AirfWatcr syringe, handpiece lines) until the bottle il 
empty 

'-'" 

'''S!~~!~~ 
Sterilex Ultra Liquid B 

Solution 2 
(Tbis is a 2 part liquid product) 

Always Use WItb 
Sterll.,. U1tro Liquid B Solution 1 

Reltly to U,. - Do Not Add Wlter 

Think Pink Ont:~ A W~~k 

• Removes· biofilm from dental unit 
water lines 

• Prevents and suppresses formation of 
biofilm in dental unit water lines 

• Kills biofilm bacteria 
• Maintains dental unit water line effluent 

water <500 cfu/ml 

Nolo: Do Not Use Thin WaUed Polyethylene Terephthelale 
(PET) Bottles. We Rc=d Either A High Density 
Polyethylene Bortle With A Minimum Thiclcness OfO.OS 
Inches Or A High/Low Density Polyethylene Blend With A 
Minimwn Thiclcn ... Of 0.14 1nebeJ. 

• Laboratoty studies bave shown >90% removal 

Active InBl"'fi'IIIS: 
D-Alk:y1(Cu 61%, C14 12%} cthy:lbcnzylammolloiwn chloride 

.,.,.",."., 0.5% 
n-Alkyl(Cu 60%, e'l 30%, eu S%. C'I 5%) dlDlcthyl benzyl 
ammonium CIllOlidc 0.5% 

Other Ingr'Qlicnll.. .... ........... 99.0% 
TOTAL tOo.o% 

KEEP OUI OF THE REACH OF C!llLDREN 

CAUTION 
(See lide panel for additional precautiorwy Illd firlt aid 

nRmentl) 

STERILEX CORPORATION 
11409 Cronblll Drive 

OwlDgs Milk. MD lI11 7 
Phone: 1-800-511-1659 FII: 410-581-8864 

www·l1erUe!.com 

NET'VEIGHT EPA REG. NO '~"6]· IS 
LC _EPA EST, NO, 7JSl6-ML 

~.' ~-

PRECAUTIONARY STATEMENTS 
Hazards To Humllll .nd Dome.tic Anima". 
CAUTION. Cause. eye irritation. Do not get in 
eyes, on skin or on clothing. In case of contact 
inuncdiatciy fiush eyes or skin with plenty of water. 
Get medical attention if irritation persists. 

FIRST AID 
Have tbe product container or label with you when 
calling. poison control center or doctor, Dr going for 
treatment 

IF IN EYES: Hold eye open and rinse .Iowly and gently 
with water for lS-20 minutes. Remove contBct lenses. if 
present, after the first S minutes, then continue rinsing, 
Call a poisoD control center or doctor Cor treatment advice, 

IF ON SIClN OR CLOTIDNG: Tuke off contaminatod 
clothing, Rio .. skin immediately with plenty of water fur 
15·20 minuf&J. Call a poison conlrol center or doctor fur 
treatment advice. 

IF SWALLOWED: Calla doclDr or got medical attention, 
Do DOt induce vomiting or give anything by mouth to an 
unc:onscioU! person, DriJlk promptly I large quantity of 
milk. eBB while .. gelatin, or iftheJe are not available, drink 
large quantities of water. Avoid alcohol. 

IF INHALED: Mov. pmOD to freJ~ air, If p.rsoo is not 
brealhing, call 911 or an ambulance, then give artificial 
respiration, proferably by mouth-to-mouth, if possible, Call 
a poison cantrol center or doctor for further b"eatmcnt 
advice. 

STORAGE AND DISPOSAL 
Do DOt oontaminate WBler, fuod or feed by improper 
stol1lgc or disposal . 
STORAGE Keep product in dosed original container 
when not in use. Store in. coo~ dry area Bway from 
potential sources of heat, open flames, sunlight or other 
chemicals, DO NOT sta", above 30'C (or 86"F). 
PESTICIDE DISPOSAL: Pesticide wastes are acul<ly 
hazardous, Improper disposal of excess peiticide Dr rinsatc 
is B violation of Fcdcral Law. Ifthesc wastes cannot be 
disposed of by we according to label iDstructioru. cnntact 
your State Pesticide or Environmental Conb'ol Agency, or 
the Hazardous Waste Rcpn:senmtive at the nearest EPA 
Regional Office for guid80ce. 
CONTAINER DISPOSAL: COlltoifler.r less than or equal 
10 J galion: Secu.rely wrep original container in several 
layers of newspaper and discard in trash. Conlaille,..r 
greater than j gaUo,,: Trlple~rinse then dispose of in 
.anitary landtiU or by other approved state or local 

'cedures, Made in USA 
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