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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Mr. Peter Fryatt • 
The Bullen Companies 
P.O. Box 37 
Folcroft, PA 19032-0037 

OCT 2 a ;JJ03 

Subject: Bullen Ready-to-Use Disinfectant 
EPA Registration No. 1459-72 
Submission Date: July 15,2003 
EPA Receipt Date: July 23,2003 

Dear Mr. Fryatt, 

The following amendment submitted in connection with registration under FIFRA, as 
amended, acceptable with the conditions listed below. 

• Update first aid statements per PR Notice 2001-1 

Conditions 
Revise the label as follows: 

1. Qualify the following surfaces, ceramic tiling and bathroom tiling, as hard nonporous by 
stating "glazed" ceramic tiling and "glazed" bathroom tiling. 

2. Revise the "Fungicidal claim" by stating hard, nonporous surfaces and adding the 
statement, "Follow disinftction directions." 

3. Under "DisinfectiCleaniDeodorize, revise step 3 to read "Wipe surfaces with cloth. 
sponge. or mop or allow to air dry. For heavily soiled surfaces, remove gross filth prior 
to disinfection. Rinse surfaces that come in contact with food such as tabes and counters 
with potable water. Do not use on utensils, glasses, or dishes." 

4. Since this product may be used in hospitals on bedframes, the following statement, the 
following MOU language from PR Notice 94-4 must be added to the label: 

This product is not to be used as a terminal sterilantlhigh level disinfectant on any surface 
or instrument that (1) is introduced directly into the human body, either into or in contact 
with the bloodstream or normally sterile areas of the body, or (2) contact intact mucous 
membranes but which does not ordinarily penetrate the blood barrier or otherwise enter 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

nonnally sterile areas of the body. This product may be used to pre-clean or 
decontaminate critical or semi-critical medical devices prior to sterilization or high level 
disinfection . 

• The "PrecautIOnary Statements" must be updated to reflect language that supports the 
signal word, "Warning." Revise the statements to read "Causes substantial but 
temporary eye injury. Harmfol is absorbed through the skin. Do not get in eyes, on skin, 
or on clothing. Wear protective eyewear (saftty glasses, goggles, or faceshield). Wash 
thoroughly with soap and water after handling. Remove contaminated clothing and wash 
before reuse." 

Since your product does not meet the requirements to carry the "Note to Physician" 
language, delete it from the label. (You should refer to Label Manual 3m Edition for 
guidance.) 

General Comments 

A stamped copy of the labeling accepted with conditions is enclosed. Submit three (3) 
copies of your final printed label before distributing or selling the product bearing the revised 
labeling. 

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

Sincerely, 

fJi£lf 
Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 
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I . BULLEN 
tREADY TO USE DISINFECTANT 

I 
."DISINFEC:rStl~ES UPLEXTYPE2VIRUS 
ON HARD INANIMATE NOH-POROUS SURFA~ES 

!WILL NOT HARM CHROME, CARPETING OR ~LOTHING 

I 
,I . ! 

AtnVE INGREDIENTS: 
n-Aikyl (60% CM• 30% C,~ 5% C'2. 5% c,,) 
dimethyl benzyl ammonium chlorides ..••.•.••..•.••.•. 0.105% 
n-Aikyl (68% c,~ 32% C,.) dillll!lhyl 
etbylbenzyl ammonlulI: chlorides ..••.•••••••••.••••..••. 0.105% 
INERT INGREDIENTS ....................... - ........ - ..... lWm. 
TOTAL ...•......• _._ ...•.............•....••.•.....•..• _ •. 100.000% 

EPA REG. NO. 1459-72 EPA EST. Nc1. 1459<PA-o:l> 

KEEP OUT OF REACH OF CHILDREN 

WARNING 
. SA aide panel for adc!4llanal pnocautlonary ~ .. 

,. Mar.ufactured by: 
-fHE BULLEfH:OIolPANII!SA>FoIcro1t,PA 19032 

NET CONTENTS: (Insert Here) 
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This pro;luct Is designed lor cleaning and disinlectlng inanJmaII hard SUrfaces such as sink tops, tables. chairs, telephoo.,.., 
door knobS, light switches, hampers, cabinels. bed springs. toilet bowls, toilet seats, urinals, pon:eialn Ibdures, ceramic tile 
floors and walls. Recommended for use in hoSpitals, nurslno homes, Institutions, offices, schools, motels and hotels. 
This product Is an effective odor counteractanl for garbage storage areas, empty garbage bins and cans. basementS, lest 
rooms and other areas which are prone to odors caused Irf microorganisms. 
When used as directed. this product demonstrates effective disinfection against SlaphytOCllCCUS aureus. SaimOlll'l1a 
choleraesuls and Pseudomonas aeruginosa meeting requirements for hospital use. EIftcacy tests have demonstrafed fills 
product Is an effective cleaner-dslnfectanl In presence of organic soil (5% blood serum), 
This product Is fungicidal against pathogenic fungi (T. t.\entagrophytes), when used as directed on hard surfaces tound In 
the bathroOm. shower stall and locker room. or other clean, hard non-poro~s surfaces commonly contacted Irf bare feet. 

DIRECIlOHS FOIl USE 
tt Is a violation of Federal law to use this product In a manner Inconsistent with tts labeling. 
TO DISINFECT, ClEAN AND DEODORIZE hard. non-porous surfaces such as toilet seats, bathroom tiles, Ibdures, shower 
stallS, wailS, silks and bathtubs use this product tun strength and proceed as follows: . 
(1) Apply with a cloth, mop or sponge or mechanical sprayer. WIien using a sprayer, hold conIafner 6 to 8 Inches from 
surface to be t/llaIed. (2) Apply liberally to cover area tIloroughly. Allow to penetrate and remain WIt for 10 minuIes. No 
scrubblnil~. (3) Pick up dirty solution with clean cloth, mop or spongeJor heavItf soi1ed surfaces, remove gross 
soil before treilment 
TO DISINFECT, CI.EAII AND DEODORIZE TOIlET BOWLS AND URIIIAI.S: (1) Push WIlIer out of the bowt by plunging head 
of bowl mop Into the trap. Then squeeze water from the mop heed Irf pressing ft against the Inside of the bowl. (2) Pour 
1-202. 01 this product CMlt strands of mop and spread mnly over surface to be cleaned. Scrub surface with mop, 
e~pecl~ .~~ir flush ring; (3) Allow surface to remain WIt for at least 10 mlnufBs before ftushlnll • .PrellmInaIy cleanlfIIJ Is 

. required to alslnlect heavily soiled su!faces. 
TO COH11l0L MOLD AND MILDEW on hard, nOll-pOlOUS surfaces such as IIoo!t, walls, table tops: spray the surface to be' 
treated, maidng sure to wet completely. Lat air dry. Repeat IIIIPbIfons at weeIdy InIatvaIs or when ,nIkl8W CIV!'It, IIIIl!1P'3fS. 

PIIECAU1IOIWIY STATf.lIIENlS 
IlAZMIIt10 HUIIMS AID DOMESTIC ANIMAlS 

WARNING: Keep Out of Reach 01 ChIldren. Causes eye and skin IrrIIatfoIo. Do not get iIIl'IIIS, on rIdn or clothIn:I. HannfuI 
Kswanowed. 

FIIISI' AID 
Have the product container or label with you wilen caIIInQ a polson conIroI center or doctor. or going for lnIatmenI. 
n In IJIS: Hold ~e open and rinse slowly and gently with water for 15-20 mlnuIes. RemO'il COIIIaCI "'-, H present, after 
the first 5 minutes, then continue rinsing eye. Cd a polson control centar or doclor for1lealmenl adIIIce. 
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11 Dn stln or clothing: Take 011 contamlrlaled c1othl~g. Rioisa s~ln with plenty of water lor 15-20 minutes. Gall poison 
'Jontrol center or doctor for treatment advice. 
H swallowed: Call polson contrOl center or doctor Immediately lor treatment advice. Have pelSOn sip a glass 01 water H 
able to swallow. Do not Induce voml1lng unless tol~ to do so by the polson control center oi doctor. Do not give anything 
by mouth to an unconscious person. 
H Inbaled: Move person to fresh air. H person Is not breathing, call 911 or an ambuJance then give 8I1IficiaI respiratlM, 
prelerably by mouth-to-mouth, H possible. Call a polson control center or doctor lor further treatment advice. 

NOTE TO PHYSICIAN 
Probable mucosal damage may contraindicate IhI! use of gastrIC lavage. 
Iff conta//ISf size Is 5 gallons or greater. use thi fDIfowIng Et1'Ifrrmmenta/ Hmnfs Slatements:) 

ENVIIIONMENTAL HAZARDS 
00 not tilSCbar\ie effluent containing this product Into 1aIces, streams, ponds, estuaries, oceans, or other waters unless in 
accordance with the requirements 01 a National PoIIu1anI Discharge EUminatfon System (HPOES) permtt and the permmmo 
authority baS been noIiIied In wrIIiIo prior to discharge. 00 not discharge effluent containing this product to sewer systems 
without previously notifying the local sewage Imtment plant authority. For guidance contact your SfaIlI water Board or 
Regional omce of the EPA. 
(ff~ stLe Is O/Jfl gallon or less, use thi following Storage and 0/sp0saJ stalBmBn/Jl:) 

STORAGE AND DISPOSAL 
Keep product undtr locked storage. k1accessIflIe to small children. 00 not reuse empty COflfaIner. Roose 1horougl11y, securely 
wrap empty conlalnar In several layers of newspaper and discard in trash. 
Iff contaInsr siZllls graalBr than one gaJton, use thi foHowtllQ Storage and Disposal _ments:} 

STORAGE AND DISPOSAL 
00 not conlilmlnate water, I lOCI, or leed by storage or disposal. 
PESllCIDE STOIWIE 

., 

Keep prodoJCl unOOr lOCked storage, Inaccessible to children. Open dumping Is prohibited. 00 not reuse ampty container. 
PEmCID£ DISPOSAL 
Pes:idde wastes are toxic. Improper IfISJ)OSal of excess pesHclda, spray mixture or rinsate Is a violation 01 Federal law. " 
Ihesa _ cannot be dlspooed 01 by use according to label Instructions, contact your SIaIe PesIIcIde or EnvIronmental 
Control Agency, or the Hazardous waste Representaliva alth. nearest EPA Regional omce for guidance. 
CONTAINER DISPOSAL 
Triple rinse (or "qulvalent), then ~ffer lor recycling or reconditioning, or puncture and dispose 01 in a sanilary IamfflU, or 
Inclnerale, or H allowed by state and local authorllies, bum. " burned, stay out 01 smoke. .. 
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