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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASlllNGTON, DC 20460 

February 6. 2003 

Mr. Steve Cassin is 
Vice President 
Cottrell International, LLC 
Cottrell, LTD 
5450 Joliet Street 
Denver,CO 80239 

Subject: ProPhene™ 
EPA Registration No. 46851-11 
Letter Dated December 9, 2002 

Dear Mr. Cassinis: 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

The following amendment, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable with comments. 

Proposed Amendment 

. Updated labeling 

Label Comments: 

1. Remove the word "Treatment" from the first aid heading and revise text to read as 
follows: 

"First Aid" 

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. Call a 
Poison Control Center or doctor for treatment advice. 

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with 
plenty of water for 1-20 minutes. Call Poison Control Center or doctor for treatment advice. 

IF SWALLOWED: Call a Poison Control Center or doctor immediately for treatment advice. 
Have person sip a glass of water if able to swallow. Do not induce vomiting unless told by 
a Poison Control Center or doctor. 
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IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an 
ambulance, then give artificial respiration preferably mouth-to-mouth if possible. Call a 
Poison Control Center or doctor for further treatment advice. 

"In case of emergency call (insert toll-free emergency number if available)." 

"Have the product container or label with you when calling a Poison Control Center or 
doctor or going in for treatment." 

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric 
lavage. 

For detailed information, refer to PR Notice 2001-1 

2. The Precautionary Statement heading must read as follows: 

Precautionary Statement 
Hazards to Humans and Domestic Animals 

Danger 
3. The Agency noticed that the precautionary statement language has been changed from 
the original label, which was accepted on September 2, 1982. There are no acute toxicity 
data on file to support the current label language. Therefore, the precautionary statement 
must be revised to read as follows: 

Precautionary Statement 
Hazards to Humans and Domestic Animals 

Danger: Corrosive. Causes eye damage or skin burns. Fata if swallowed or absorbed 
through skin. Do not get in eyes, on skin or on clothing. Avoid breathing spray mist. Wear 
goggles or face shields (safety glasses), protective clothing (long-sleeve shirt and long 
pants, sock, plus shoes and chemical resistant gloves such as water proof gloves). Wash 
hands before eating, drinking, chewing gum, using tobacco or using the toilet. Remove 
contaminated clothing and wash before reuse. 

General Comments 

A stamped copy of the label is enclosed for your records. Submit three (3) copies of the 
revised final printed label before distributing or selling this product. 

Should you have any questions or comments concerning this letter, please contact me at 
(703) 308-6422 or Renae Whitaker at (703) 308-7003. 

Enclosure 

Sincerely, 

~*!JJ/M;v~ 

f
dam Heyward 
roduct Manager (34) 

Regulatory Management Branch II 
Antimicrobials Division (7510C) 



DANGER: ~ POISON ~ 
EXTRWELY CORROSIVE Y. ~ 

~~ 

DIRECTIONS fOR USE 
DANGER: IT tS A VIOLATION OF FEDERAl LAW TO USE THIS PRODUCT IN A MANNER INCONSISTENT WITH ITS LABeliNG. 
EXTREMELY CORROSIVE, 
POISON. HARMFUL IF 
ABSORBED THROUGH 
SKIN. Contains 0-
phenylphenol and o-ben
zyI-p-chloropllenol Avoid 
C{)ntact WIlh eyes. skin and 
clottl1!)IJ Gauses ete iIld 
skin dama\le. Do not get 
In eyes, OIl skin or on 
clothing, Wear protective 
eyewear and rubber glo'ieS 
when handling. Harmful if 
swallowed 

FIRST AID TREATMENT: If 
swallowed, \live a fJlass of 
milk If splashed in eyes or 
on skin. flusllihoroughly 
w~h water. Gan phySiCian 
or poison control center 
immediately 

NOTE TO PHYSICIAN 
Probable mUC{)$a1 
damage may 
contramdlcate the 
use ol gastnc lavage 

STORAGE & DISPOSAl 
Keep PrllPhene covered if1 
storage or use. Do not 
oontammate water. 10011 or 
leed by storaoe or diSpos
aL Do not reuse empty 
container, Triple rinse con
tainer. f-\uncture and diS
pose 01 in a sanitary laM
hn or incinerate, Used diS
infectant solutions are 
toxic. Store, use and dis
pose of according 10 label 
instructions 

Thoroughly clean surlace 01 items to be dlsinlected 
anel rough dry. ProPhene is a concentrated solution 
and must tie diluted 1'32 with water prior to inslru
ment soak and/or decontimination of dental and med
ICal instruments or disinlection 01 hard environmental 
surlaces. This proouct is nol to be used as a terminal 
sterilantlhigh-tevel disinfectant on any surface or 
instrument thai (1) IS introouced directly II'Ito the. ~ 
human body. either into or in contact with the bloext
stream or normally sterile areas 01 the body. or (2): 
contacts intact mucous memb~nes but which d(l~s. _ 
not ordinarily penetrate tile blOod barrier or otherwise 
enter normally sterile areas of the bolly. This product 
may be useel to preclean or decontaminate critiCal or 
semi-critical medical deviCeS prior to sterilization or 
high-level disinfection 

Immerse items in lIiluted PruPnc!fle solution lor instru
ment soak and/or elecontaminalion 01 mediCal and 
dental instruments. For diSinfection oj hard environ
mental surfaces such as walls. lleors and counter
tops. diluted Pr"Phencshoultl be mopped, sponged. 
Spraye!l or wipe<! 10 a manner to thoroughly wet the 
surlace, A properly prepared solution 01 Pr>lPh~n .. 
intende<! lor use as a hard SUrlice disinfectant. has a 
shell life of 60 elays (use life) when storeO in a ClOSed 
container such as a spray bailie. 

A contact time of 10 mlOutes at 2Q°C (68°F) with a 
1 :32 1I11utlOn 01 PwPhent.' has been shown to be eHec
tive on bacteria including: Escherichia Coli 0113. 
Staphylococcus aureus. SalmoneHa typhosa, 
Pseudomonas aeruginOSi. Mycobacterium tuberculo
SiS: lungi including: Trichophyton mentagrophytes: 
viruses' including Polio virus 1. COl(Sllckie 62, 
Influenza virus type AI (New Jersey) 
anll Influenza 6 (Maryland). Herpes virus types 1 and 
2, Vaccinia virus anc! HIV-l. 

Rinse articles thoroughly following immersion 
Discanl tIfII usd solution !lally or soonef 1111 
becomes !llluted or sollell. 

ACCEPTED 
with COMMENTS 
EPA Letter Dated: 

FEB - 6 2003 

When IIllute!l is dIrected, lhls product IS stable. All 
label claims of eHectiveness are based on preViOUSly 
unused batches of Pr"Phenellllute!l as directe!l 
OrganIC matenal or water introlluced IOto the IIlluted 
product in reuse may attect Ihe product's effectivt!
ness. 

For use on meta!~. plastq. rubber and glass. G~ss 
may Plch over 'lrolOnged or repeated exposurf' tu 
concr'ltra-'~ sol"IIons, D~ not S'')re '~nsr1 article" 
in LJncentrated [,uPheI.~ 

f'P':C'·Al.INST'l1:~lor'5 fOR ClfANtrG ANr c 

DECONTAMINATION AGAINST HIV (Human 
Immunodaflclency Virus) ON SURFACfS OR 
OBJECTS SOILED WITH BLOOD OR BODY FLUIDS. 

PERSON"'. PROTEl:lI{l"': \A'hen ./'Janellin\l items 
soiled wit~ t:oOO c' llO':, IIl:ds . r when conducting 
prOCedurbj; which !.>li~ht leai. I') ~ontact with blood or 
body lIui(Jl;, .always_wear items such as disposable 
latex gloves. gowns. masks and eye coverin\ls 

CLEANING PROCEDURES: Blooll and llOdy fluids 
must be thoroughly cleaned from surtaces and 
objects before application 01 Ihe diSintectant 

DISPOSAl OF INFECTIOUS MATERiAL: Blooll and 
other body fluids should be autoclaved and lIislloseil 
01 according to local regulations for inlectious waste 
disposal 

\l PRECAUTIONARY STATtMENTS 
Hazard to Humans. ThIS product must not be 
used in hOSPital nurseries. 

~~' .. 
CERT®L. 
'.~' •• "".""' •• LC 
5450 lCUET STREET 
DENvER. CO 80239 L:5A 
1800 rm-: EDGE 
f1SOO8U 3H3) 

CANADIAN A.G£HT. 
TRA\SCA."A.DA. 

DF'"TA.lI.ID. 
:!891 POOtANO DRIVE 

QAKI'ILLE, ONTARIO 
C"'N,o.JJA I.6H 55-1 

PIM.""'E. ('XJ5) 82'l-1~06 

PHe«::3Z8.OI 11.(12 

Under the Federal InSecticide, 
fungicide, and ROdenticide Act as 

amended, for the pestiCide, . ,1/ C1 C / _ /1 
regiStered under EPA Reg. No. ij-fOC/ ~ 
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