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UNITED STATES ENVIRONMENTAL PROTECTION ~GENCY 

AUG 6 701l4-

Mr. William Edwards 
.Edwards-Councilor Co., Inc. 
1427 Baker Road 
Virginia Beach, VA 23455 

Subject: Steramine 6-Q Tablets 
EPA Registration No. 1561-12 
Amendment Date: February 5, 2004 
EPA Receipt Date:. February 9, 2003 

Dear Mr. Edwards, 

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

Response to Agency letter dated August 18, 2003 

Conditions 
Revise the label as follows: 

I. Revise the "Precautionary Statements" to read "Causes substantial but temporary eye 
injury. Do not get in eyes, on skin, or on clothing. Wear protective goggles or safety 
glasses. Wash thoroughly with soap and water after handling and before eating drinking, 
chewing gum, or using tobacco. Remove and wash contaminated clothing before reuse. 

2. . The "First Aid" statements mustbe reorganized so that the most·severest routes of 
exposure as demonstrated by the toxicity category classification are listed first. They must 
be reorganized as follows: IF IN EYES, IN ON SKIN, IF SWALLOWED, and IF 

INHALED. 

3. . Based on this product's acute toxicology profile, the "Note to Physician:' section is no 

. longer triggered. . 

Toxicology Summary 

The Agency has determined that the submitted studies are unacceptable because they do 
not comply with 40 CFR 160.12 or 40 CFR 792 guidelines for acute toxicology studies. 
Hciwever,it is.understood that these product were registered prior. to these. regulations, and the 
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UNITED STATES ENVIRONMENTAL PROTECTION l-GENCY 

provided acute toxicology profile is based on submitted data. Due to the amount of deficiencies 
outlined in the data evaluation, we are granting a conditional amendment provided that the new 
studies conducted according the current guidelines be conducted and submitted to the Agency for 
review. 

Study Guideline MRIDNumb~r Toxicity Category 

Acute Oral Toxicity 461914-01 IV 

Primary Eye Irritation 461914-03 II 

Primary Skin Irritation 461914-02 III 
. . 

Data Deficiencies 

I) All the submitted studies did neit state how the test material was dosed to the animals or the 
source, strain, age, and weight of the test animals. This information is useful in determining the ' 
animal's condition at the time 6ftesting:' 

2) The acute dermal study, MRID No. 461914-04, was determined not to be an acute dermal 
study. The test material was applied in dose levels of 1 mllkg, 2 mllkg, and 4 mllkg from a , 
dilution of800 ppm water. The use of two animals per dose level is inappropriate. There was'no 
indication as to how the applied material was covered or sealed to the animal's skin. The 
discussion of abrasion is no longer used. There was not a mortality table included in the report. 

3) The primary skin irritation study, MRlD No. 461914-2, did not include irritation cores for I or 
48 hours,and no observations were reported beyond 72 hours. In some instances, irritation 
occurs ~fter 72 hours prompting re-evaluation of the toxicity category. The study was not dear 
as to,what method was used to conduct the study. 

4) Acute inhalation and dermal sensitization routes of exposure were not addressed. You must 
either submit a justification or a study to address this data requirement. 

5) The acute toxicology tests are designed to assess a product's toxicological potential to 
provide information of health hazards. The pioduct must be tested as it is sold. The submitted, 
studies stated that the test material was diluted in water which is indicative of the use solution for 
the sanitizing directions on the label. This information is useful for use-dilution precautionary 
state~ents, but it will not this product's precautionary statements. 

General Comments 

A stamped label acceptable with conditions is enclosed. Submit one (I) copy of your 
final printed labeling before distributing or selling the product bearing the revised labeling. 

-- Please Note: The Agencyis grariting a condilforuiTa'cceptarice ofthis amendment provided you' 
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UNITED STATES ENVIRONMENTAL PROTECTION .t.GENCY 

submit new acute toxicology studies generated according to 40 CFR 160.12 and 40 CFR 792 
guidelines. You should refer to OPPTS Harmonized test guidelines for additional guidance at 
www.epa.gov/opptsfrs/OPPTS_Harmonizedl870_Health_Effects _ Test_Guidelines. 

If you have any questions or concerns regarding this. letter, please contact Jacqueline 

McFarlane at (703) 308-6416. 

Encl: Stamped Label 
Acute Toxicology Data Evaluation 

sYMBOL· . 

SYJ~ 
Velma Noble 
Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials Division (7SI0C) 

COtlCUIUIIIICI!S 

.' 

..... NAME; 1-.•••••••.•.•... , .. : .•.• _ •.•••• - •...••••.•.••..• . ... __ .... _. . ......... -.............. _ ......... _. __ ...... -: .. _-----
.................. . ...... ':' ....... . ... _-......... - ........ _-_ . DATE J .................. . ........ ~ ....... ................. . . ..... _ ....... . 

. 

EM Form 1320-1,., (1/90) OFFIl:I.t.L "IL" rnpv 



ThIs product fulfills the sanitizing criteria of the US PUBLIC 
HEALTH SERVICE in waters up to SQ() ppm of hardness 
calculated 8.5 CaC03 when tested by the AOAC Germicidal 
and Detergent Sanitizers - Official Method. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS Iud DOMESTIC ANIMALS 
WARNING: Tablets are hannful if swallowed, Tablet dust 
C'aust5 eye and slcin irritation. Do not get dust in eyes. Avoid 
Prolonged skin contact with dust. Avoid contamination offood. 

FIRST 1\10 
IF SWALLOWED: Call a poison contact center or doctor 
immediately for treatment adv)ce, Have person sip a glass 
ofWlller ifable to sWlI.llow. Do nol induce vomiting unless 
lold to do so by poison control center or doctor. Do not 
give anyihing by mouth to an unconscious person. 
IF TN EYES: Hold eye open and rinse slowly and gently 
wilh water for 15-20 minutes: Remove contact lenses if 
pre1JCnl, after first 5 minutt1, Ihen continue rinsing eye. 
Cal1 a poison control center or doctor for treatment advice 
IF ON SKIN: Rinse immediately with WlI.ter for I S-20 
minutes. Tfirritation persists, call a poi$on control center or 
doctor for treatment advice. 
Have the product label or container wilh you when calling 
a poison control center or docIor, or going for treatment 
NOTE TO PHYSICIAN: Prot.ble mucosal damlge may 
contraindicate the use of.8,Ulljc,lanlte. 

STORAGE and DISPOSAL: Siore in original container in 
areas inacces~ible to ptTsons -unfamiliar with il use. Do 
not reuse empty container. WI"IIP container and discard in 
trash 

FOR SANITIZING FOOD CONTACT SURFACES 
USE ONE TABLET PEn 11~ GALLONS or WATER 

Kills HIV-1 (AIDS Virus) when used 8S directed for sanitizing 
EPA REG. NO. 1561-12 

Actlvlllngred~ (Quat,rnar~) ..... , ......... ,.50% 
Alkyl (Ct4 95%. C12 3%, CHI 2%) dlmlllhyi benrylarnononlum rl1lmld~ dihyd'HI~ 

INERT INGREDIENTS ......................... .50·', 

WARNING 
KEEP OUT OF REACH OF CHILDREN 
See I~ft panet for additional precautionary stilleml'ln'~ 

For Institutional and CommArciallJ~1) only Nrt WrlG111 

Mn"lIIAct",I"q CMmi~t~ 80UNCrS 
EDWARDS-COUNCILOR CO. INC • 14~7 fhkpt nrmd, V>tq",j;, B,"w]" Vf< ~~1C.', 

DIRECTIONS 
IllS A v,obl;"" 01 Feder;~II"'w 10 tJ~" Ihj~ plOci,,'i or' ~ '"~''' 

inrlJ,,~I~lp!l1 with its l;.h"li"9 
p,ppar'! ~A";liling soltJljnll~ wilh WAHl1 w~It" 1I11"'fI ~~.'~';11 

m,nutes 101 tablets to dissolve belo.e U~ln9 
FOR SANITIZINQ DISHES, GLASSES, ANO UTENSILS ttJ 

RESTAURANTS, TAVERNS, ETC 
SC'flP1'c and pf~w"sh u1~rl~il~ And gl",~S,.~ wilP!lP'"p, p'.'s~'lrI" 
Wfl~11 wilb ~ gf)nd dplf'rQ"nl m comp"lihl€' cI(>,l"~' In I.,.., .j,," 
cOfllr"'I,n~I'f 

1 n,,,~~ Witt. [ifl~n w,~I~1 in spu,"d ~illk r-rm'r''''')",''nl 
~ -""llil'lr'rlASollllrrl'lr}ll1I1RLElp",1 1? (';111 I ()IJsnr 

Will En (;'00 pprn) in HlIIrJ sink cn",p"r1m~"1 In"n~,e,~ ~II 

IIIPFl~il~ 1')1 ".1 Ip.~~f one mj'lllt~ nl In< rnllf[l('ff""n ~1'~r,r'NI h. 

grWf'inlllg ~;."it,.,ry end" 
PI~~~ S~llltll"d I*",,~il~ nil ". r".d ()r dl~inb0",rJ In ,II, 'I,i' 

Ii II 'rp~h ~<HIII'llll!l ~olutiofl mlJ~1 b~ p'Pp""pd ~llpn~' '1",lv '" 
"""p nrlpll it IIIP' ~oli'fi"n h~rl)lIlf'~ dilllfpfi nr ~nil"'l 

IHRHTIONS FOR SrRAYING 
FOR SAN! I I7.fN(i rool) I'R(){TSSING H)lJf'MEN r. IlAllty 

f{)1 III'MI':N 1'. SINKS. Cot IN'I FlU OJ'S. RI'FRI(;rRAII-J) 
S I (JRACI' ANI) I)ISJ'I,AY 1:()tlll'Ml,N'1 ~n(1 olher hard 11011-

r<'rou~ fOlld eontaci ~rliclc~ ~nd surfllec~ 
1'"", 10 ~nil;7irii<. rCnlovt !tTn~S rood par1Ic1,,~ ~od ""il hy pre· 
nlr<h. prc·~cr~pc. alld wh"," n",cc~<;'1ry> pre·~oak Then Ih(lrouF-hly 
Wll~h equipmenl and ~lIrr~ces wilh good delergcnt or compalible 
cleaner followcd hy J"II,IRhle WIlIer rin~e Apply lI~e ~()I"li()n "f 
2nO I'p'n l:nn~c"lrHlinn (I tAhlel per I !/, gRII,,", uf wRler) IbuH>Oghly 
welling ~",rRCC" wilh hand !ril!!!!-er "P,"vcr. doth, ~rongc, or hTU,h 
Surface" m",1 rcmain wei rOt ~t IC-1l<;1 1 minutc rnllnwcd hy 
adc<jlmlc drnimll!!- and au dryinf/. 
\"er"re H fj-~~h ~"llltIOIl rlnily Uf mnrc oOC" If~llllllion becn"'''' 
I'i~ihly 'hlnled. d,,"dcd, m ~ClilC(J I'or Illcchanrenl ppritcnliun. 
,,'>C ",1"llon m~y nOI hc fC!l'cd f?r P,.Illi'!~in!t ppplic.:tlill"' 

KILLS H1V.' (AJDS V1m) _n used as dlreeted lor sanitizing. 

EPA EST. 1561·VA·1 

To oontrol ODOR CAUSING and slime FORMIN(i llACTERIAL / 
ALGAE GROWTII in all manually filled EVAPORATIVE CONSOLE 
and PAPER FILTER TYPE HUMIDIFIERS. Not fOT use in lIeat 
Vaporizing, Atomizing or Ultrasonic type Ilumidifiers. 

Start with a clean humidifier lank and filter 

Initially, add I tablet per e ... ·ery 4 gallons ofwaler in humidifier lank. Thereafter, 
add I tablet per every 8 gallons of refill waleradded to tank. Tablets are 
effervescent and will dissolve completely. 

\1nder the Federal L'1!::ecticide, 
Filngicide, and. Rodentidc1;;:; Act as 
ame:ukd, for the pesticide, 
registered under EPA Reg, No, 

For best results, avoid using more tablets than required. Rinse residual deposits 
from tank periodically. Clean your humidifier thoroughly every 4 weeks. 

Do not use the product in heat vaporiz.ing atomizing Dr ultrasonic humidifiers 

To control the growth of odor causing and slime forming Bacteria I Algae in 
waterbed mattress. 

IX)SAGE: To control the growth of odor causing and slime forming Bacteria / 
Algae in water bed mattresses 

Add one (J) tablet for every 20 gallons of waterbed mattress capacity 

In a twin size waterbed mattress of90 to 100 gallons capacity, use 5 tablets 

In a water bed mattress of 180 to 200 gallons capacity, use 10 tablets 

Repeat this application of tablets ~1.1 to 6 ftlontn intervals to maintain the 
control of Bacterial and Slime Glo\\<,h in v.dterbcJ mattresses. 


