
UNIT, STATES ENVIRONMENTAL PROTECTIl ,~GeNCY 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

Jr., ..... 
OFFICE OF 

PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Michael Rekhelman 
ABC Compounding 
P.O. Box 16247 
Atlanta, Georgia 30321-00247 

Subject: Hospital Surface Disinfectant Room Deodorizer 
EPA Registration No, 3862-104 
Application Date: December 12, 2008 
Receipt Date: December 29, 2008 

Dear Mr. Rekhelman: 

. The following amendment, submitted in connection with registration under the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA) 3 (c) 7 A as amended, is acceptable with the following conditions. 

Proposed Amendment: 

Additional claims to the label 

Acceptable Data 

Efficacy 

Staphylococcus aureus-MRSA 
Submitted study, MRID 476345-01 Acceptable, contact time 10 

minutes, 5% soil 

Please see the attached DERfor additional details regarding the review of the submitted data, 

Conditions: 

Revise the label as follows: 

1. Reorder the First Aid Statement to reflect the most toxic to least toxic route ,of exposure as stated in 
PR Notice 2001-1: 

2, 

IF IN EYES 
IF INHALED 
IF ON SKIN OR CLOTHING 
IF SWALLOWED 

Revise the label to include the compasitiCO.-u ..... ces such as chrome _qlassandstainless 

... 
.... 
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On the data matrix 
On the master label (as optional text) with the listing of the organisms claimed; or 
As the final page of the master label (as optional text) 

5. Change "Aids Virus" to "AIDS Virus" at the bottom of page 2 

6 .. Change the 2 minute HIV contact time (on page 2) to 10 minutes. You have not provided efficacy 
data to support a 2 minute contact time. You:may provide efficacy data support the 2.minute contact 
time claim at your next label amendment. The following language must precede the special 
instructions for use of a virucidal agent claiming efficacy against HIV: *KILLS HIV ON 
PRECLEANED ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY SOILED WITH 
BLOOD/BODY FLUIDS in health care setting or other settings in which there is an expected 
likelihood of sOiling of inanimate surfaces/objects with blood or body fluids and in which the 
surfaces/objects likely to be soiled with blood or body fluids can be associated with the potential for 
transmission of human immunodeficiency virus Type 1 (HIV-1) (associated with ADIS) . 

. "SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINSTHIV~1 ON 
SURFACES/OBJECTS SOILED WITH BLOOD/BODY FLUIDS 

Personal Protection: Specific barrier protection items to be used when handling items soiled with 
blood or body fluids are disposable latex gloves, gowns, masks and eye coverings. (Alternate 
statement: 

Cleaning Procedure: Blood and other body fluids (containing HIV-1) must be thoroughly cleaned 
from surfaces and objects before application of this product. 

Disposal of Infectious Materials: Blood, body fluids, cleaning materials and clothing should be 
autoclaved and disposed of according to federal, state and local regulations for infectious waste 
disposal. 

Contact Time: Leave surface wet for 10 minutes with this product. This 2 minute contact time will 
not control other common type of viruses and bacteria listed on this labeL" 

7. Delete the directions for use of this product as a "Total Release Air Deodorizer." on page 3 .. Delete 
beginning with the statements: "(Note: if packaged in aerosol container with a total release valve ... " 
through" ... for Disinfecting Hard Surfaces ... and point can to area to be sprayed." Also delete the 
Physical and Chemical Hazards Statements for total release foggers on page 4. These label 
statements mustbe deleted due to the following concems: , . 

, 
A) The formula of a total release fogger differs from that of an aerosol spray. Your current 

formulation can not support the current aerosol disinfect~nt as well as a total release fogger. 

B.) Additional precautionary and physical chemical hazards languag'e is required for total 
release foggers as per PR Notice 98-6. When charges to the formulation require changes to 
this type of precautionary language, a separate registration for that formulation is required. 

C.) Your directions for total release foggers indicate that this use also disinfects hard surfaces. 
You have not provided efficacy data to support this claim. 

8. Delete.the Physical Chemical Hazards language for non aerosol containers on page four. Your 
product is registered as an aerosol spray: You may not include language on your label for any" other 
formulation. 

sYMBOL 9. 
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this product as a disinfectant on hard nonporous surfaces. It is misleading for this label to indicate 
that air is deodorized as the user may incorr~ctly assume that additional efficacy may be achieved. 
Please note that at reregistration this use may not be allowed for this product. 

General Comments 

Please refer to the attached efficacy review dated January 30, 2009 for guidance regarding MRID 
#476345-01AOAC Germicidal Spray Method: Staphylococcus aureus-MRSA (ATCC 33592). 

Should you have any questions concerning this letter, you may contact me by telephone at (703) 
308-6415 or bye-mail at lantz.tracy@epa.gov or Stacey Grigsby by telephone at (703) 305-6440 or by email 
at grigsby.stacey@epamail.epa.gov during the hours of 8:00 am to 4:00' pm EST. When submitting 
information or data in response to this letter, a copy of this letter should accompany the submission to 
facilitate processing. 

Enclosure: Stamped Label 
DER 0360630 

Sincerely, 

/ -A_ '
'j.tU-lj ~ 

Tracy Lantz 
(Acting) Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (7510P) 

CONCURR!NCeS 

... 
~. 
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Hospital Surface 
. Disinfectant 

ROOM DEODORIZER 
SAVES MOP FROM ODOR AND DECAY 

KILLS HIV-l (AIDS VIRUS) AND HERPES SIMPLEX TYPE II VIRUSES ON PRECLEANED 
ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY SOILED WITH BLOODIBODY 

FLUIDS. 
A BROAD-SPECTRUM ANTIMICROBIAL AGENT FOR 

ENVIRONMENTAL SURFACES. 
ELIMINATES ODORS BY ATTACKING THEM AT THEIR SOURCE. 

DISINFEGT AA''f ,;: ~VIRl1CID.E.'-:FUN.9ICIDE:(ag~tj~athog¢hj'c:~glr-MltDEWSTAT (on 
ha~i,tiOn .. poro4s, immi1Q.~t~Jsurfacesr~T,UJ3E.RCw..Q~H:>f\~ . '. . . 

DESINFECT ANTE 
SI USTED NO ENTIENDE LA ETIQUETA, BUSQUE A ALGUIEN PARA QUE SE LA 

EXPLIQUE A USTED EN DETALLE. 
(IF YOU DO NOT UNDERSTAND THIS LABEL, FIND SOMEONE TO E)qlLAIN IT TO YOU IN 

DETAIL) 

ACTIVE INGREDIENTS: 
Orthophenylphenol: ............................................................................... 0.08% 
Paratertiary amylphenol: ............................................ : ........................... 0.02% 
IN"ERT INGREDIENTS: ...................................................................... 99.90% . 
TOTAL: ............................................................................................. 100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
CONTENTS UNDER PRESSURE 

SEE ADDITIONAL PRECAUTIONARY STATEMENTS ON SIDE PANEL 
EPA REG. NO. 3862-104 EPA EST. NO. 9143-TX-l 

ACCEPTED 
. With COMMENTS 
m EPA Letter Dated: 

MAY 2 1 2009 

NET WT.: VOLUME: 

MANUFACTURED BY: 
ABC COMPOUNDING CO., INC. 

P.O. BOX 16247 
ATLANTA, GA 30321 

Y. I.\d~r the Federal Insecticide . 
rU!lQ1.cide. and Rodenticide Ad ' 
um~nded. for the pestiCide <II , 1 

.reg1Stered under EPA. Reg. No. /8 B lo2 - 10 l' 



TUllER~tJL()ciPAJ:.A€'nVI1'Y:·thlS pi9d~~ ex1:ii~lts.,d'1~lnte¢~r:efficacY~ag~~t 
Mycdbacteri\i¢ tuber~tuosi~var ,,~qyi~ . !D.: J 9Ifi41~t.~~at ,ZQ.°'~c:\v4t:~:tlsed: ,~;dll:ededofi pteViQ'\isly 
c1ean~d~ hcird;' non~rou~; inaniniat~~ui-fa~~S:~ . 
this~pioduct is,eff~c~vii:againsfthe'fQ"ir6fkg ptg~srris)Vli~iiuse4·!as dir.ected <)J.l h~d, npn:porous, 
inanimaiesurfaces in thepresence'ot5%: ~bloo(f ser6mi . . . . . . 
*vw.U~IDit~ iItinian, I~~I1Uh()q~fi¢~~fi~Y:;YW~ty~ f[lli,Y;-l :;"A·r:~tio.;,Y~tthflt~~~s~s,!i{\IqS? 
(Acq~ired. 'ltrilll~e·peficie~~y. ~YricffQt4e)J ~h~4!1\e:ti-e~te,dO$~a4e·:is:ail~w~d. t6I'(!iiihih;~et J()~ ,2, 
ll1m~~~; H.erpes. Siti.tpl~~T¥~JI:,m4 In,tJ~~~ Af!!J0n,g:~o,~~''Y~~n$¢ !re~t~9,:surf~c~js '~!dwe~l' to 
rema,41 wet foll 0 m.iri~tes. BACTE.RlCJDAL, ~ PS~tIdopioP~a~ru.gino.sa,,~taPhylp~~c~p,s ;aw:~Us' 
Methici~linresist8l1iSiaph~~oc?pCu,s:~~~:~R~~)}~4~~~t,ieiIa;c~.~l~rites~s \V~~~,~~ 'ti~~i~d 
sunaRe IS,.allowed.to r~mrunwetfo~:J9 D1ID~,te,s,.,:~~9'~~~~:"'" A~Ie.:te'~.;E(),Qt ~u~gus ,'_ 
(T ricfiopnytoii .m.elllagrophytes, .a. ~a1,1~e, of rihgWo@ ):.wheh!h~~ea.t¢d ·swiace ,i~ ·allo\Ved·!<)' remaiIj 
wet fQ,: 1 0 Il141~tes: 
Disinfects and controls mold and mildew on hard, nonporous surfaces such as bathroom fixtures, 

empty garbage cans and diaper pails, furniture in sick rooms and nurseries, fishing equipment and 
sports equipment such as skate shoes and bowling shoes. Spray in the shower stalls, shoes, and 
walking areas. 
USED IN: HOSPITALS AND OTHER MEDICAL, INDUSTRIAL, INSTITUTIONAL, 
COMMERCIAL AND RESIDENTIAL FACILITIES. 
(NOTE: if packaged in aerosol containers with a' metered valve. use the follOWing additional statement:) 
Stops unwanted odors and deodorizes the air in bathrooms, kitchens and any other areas where a 
malodor exists. The metered valve delivers precise spray volumes in an ultra fine mist to effectively 
freshen rooms up to 6,000 cubic feet. A fine spray pattern keeps areas smelling fresh longer. 

DIRECTIONS FOR USE: It is a violation of federal law to use this product in a manner inconsistent 
with its labeling. 
This product is ,not for use on' critical :or semi~critical medica! rle-vicesurfaces. 

STORAGE AND DISPOSAL 
(for non-aerosol containers) 

GENERAL: Do not contaminate water, food, or feed by'storage or disposal. Open dumping is 
prohibited. Do not reuse empty container. PESTICIDE STORAGE: Keep in a cool, dry, locked area 
inaccessible to children and away from flames, sparks, sunlight, or other sources of heat or ignition. 
PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on site' or 
at an approved waste disposal facility. 
CO Nt AlNERDISPQSAL:. Nonrefiliable ctmtalner. Do hot'reuse od,·eflIl·this container. Offer for 
recyclirig, ifavail~bie'. '. .. . . " ". ' , .. ,. ',- .. .' . . 

(for aerosol containers) 

GENERAL: Do not contaminate other materials, including water, food or feed during transport, use, 
storage, or disposal. If damaged or leaking, soak up and wrap waste, then dispose of as below. Storage: 
Keep in a cool, dry, locked area inaccessible to children and away from flames, sparks, sunlight, or 
other sources of heat or ignition. Containers heated above 130°F (54°C) may burst. Disposal: Refasten 
protective cap on container and discard in trash or offei fbcrecYcling. :If avaIlable. Do not incinerate or 
puncture. 

GENERAL: HOLD CONTAINER UPRIGHT. SHAKE OCCASIONALLY DURING USE. 
SPECIAL INSTRUCTIONS for cleaning and decontaminating against HIV-l (Aids Virus) on 
surfaces/objects soiled with bloodlbody fl~ids: wear disposable gloves, gowns, masks, and eye 



coverings when handling items soiled with bloodfbody fluids. Blood and other body fluids must be 
thoroughly cleaned from surfaces and objects before application of this disinfectant. Blood and other 
body fluids, and cleaning materials removed from surface/objects should be autodaved and disposed 
of according to federal, state and local regulations for infectious waste disposal. 

(Note: ifpackaged in aerosol containers with a,total release valve, use the following additional statements:) 

FOR USE AS A TOTAL RELEASE AIR DEODORIZER: DO NOT use more than one fogger per 
room. DO NOT use in small, enclosed spaces such as closets, cabinets or under counters or tables. Do 
not use in a room 5 ft. X 5 ft. or smaller; instead, allow fog to enter from other rooms. Turn off ALL 
ignition sources such'as pilot lights (shut off gas valves), other open flames or running electrical 
appliances that cycle off and on (i.e., refrigerators, thermostats, etc.). Call your gas utility or 
management company if you need assistance with your pilot lights. Cover exposed food, dishes and 
food handling equipment. Open cabinets and doors to area to be treated. Shut off fans and air 
conditioners. Close doors and windows. Point valve opening away from face and eyes when releasing. 
Use one unit for each 6,000 cubic feet of unobstructed area. Use additional units for remote rooms or 
where free flow of mist is not assured. Do not remain in the area during treatment and ventilate 
thoroughly before re-entry. Do not use this unit in a cabinet or under a counter or table. Do not use this 
unit in an area less than 100 cubic feet. Do not use more than one unit per average size room. TO 
OPERATE VALVE: Place several layers of newspaper or pad on stand or taOle in the center of the 
room. To lock fogger valve in open position for automatic discharge, press valve button all the way 
down hooking in catch. Then place fogger on the stand or table. Leave building at once and keep 
building closed for two hours before airing out. Open all doors and windows and allow to air for 30 
minutes. 
ONE UNIT TREATS UP TO 6,000 CUBIC FEET 
FOR DISINFECTING HARD SURFACES as directed below, lightly:depress valve (do not press valve 

, button all the way down, do not lock) and point can to area to be sprayed. 

FOR TUBERCULOCIDAL USE: Remove heavy soil and thoroughly clean surfaces prior to application of this 
produCt. Spray from 6-8" until thoroughly wet. Allow surface to remain undisturbed for at least 10 minutes at 

, 20° C before wiping. 
FORDISINF:~CtIN'G anddeodorj~~: remoye heavy: so~l fmQsp{'lY from 6-8" until th()r~)Ughliwet. Allow 
~urfac~ to remaip:'¥ldistuTped fo~ ,at le~tlO tWnut¢s: before ;wipiIig; 
TO CONTR9~)A:Otj),AND ,MiLD~W/Asp~rgiIl~~ hig~rr~Q ~e odq~ t4ey c~1,l~~e oil i>re::cle~~d; hard,Jlon~ 
porous iniiQ.iJ:nate, surface~;~ spiay,ftoi#: 6.:.~"Uritirthoro1,lghly: Wet. Let air dry. Repe~t~pplicatioii at we~kly 
intervals ()r when: !ll!ld~W groWth ~pp'e~: 

(note: if packaged in aerosol containers with a metered valve, use the following additional statements: ) 

FOR USE IS AN AUTOMATIC AEROSOL DISPENSER UNIT FOR DEODORIZING AIR: Remove protective 
cap and install in an Automatic Aerosol Dispenser unit. Dispenser should be mounted 7 ft. from the floor and at 
least 8 ft. away from exposed foods. Position so that the concentrated spray will not hit people, animals, foods, 
drinks, feeds, food processing surfaces, or solvent-sensitive surfaces (such as polished or varnished materials). 
Use only in a well ventilated area. Avoid inhaling spray mist or vapor. 
This can contains 3900 controlled sprays for use in closed areas that will last for approximately 30 days when 
used on a 24 hour basis or 60 days ifused 12 hours per day when set to dispense every 15 minutes. 

FOR DEODORIZING MOPS: Shake well before using. Rinse wet mops thoroughly with clean water and wring 
out prior to treatment. Shake dust and debris from dust mops prior to application. Hold can upright 6 to 8 inches 



from mop and spray until yarn surfaces are wet. Tum mop over and also inside out to allow spray ~o contact all 
yarn surfaces. Hang mop in well ventilated area. Allow dust mops to dry before use (at least ten·mmutes) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION. 
Causes temporary eye irritation; do not spray on or toward eyes or face. Avoid breathing spray mist orvapors. 
Do not contaminate food or feed, nor surfaces that they may contact. 

ARST AID: 
Hlnhaled • Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, 
then give artificial respiration, preferably by 
mouth·ta-mouth, if possible. 

• Gall a poison control center or doctor for further 
treatment advice. 

If on skin • Take off contaminated clothing. 
or clothing • Rinse skin immediately with plenty of water for 15-20 

minutes. 
• Can a poison control center or doctor for further 

treatment advice. 
If in eyes • Hold eye open and rinse slowly and gently with water 

for .15·20 minutes. 
• Remove contact lenses, if present, after the·firs! 5 

minutes, then continue rinSing eye. 
• Call a poison control center or doctor for further 

treatment advice. 
If • Call a poison control center or doctor for further 
swallowed treatment advice. 

• Have person Sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to do so by the 

poison control center or doctor. 
• Do not give anything by mouth to an unconscious 

person. 
Have the product container or label with you when calling a poison 
control center or doctor, or going for treatment. . 

PHYSICAL AND CHEMICAL HAZARDS 
For non-aerosol containers 
Flammable. Keep away from heat and open flames. Do not use this product in or on electrical 
equipment due to the possibility of shock hazard. 
For aerosol containers (other than total release Joggers): 
Flammable. Contents under pressure. Keep away from heat, sparks and open flame. Do not puncture 
or incinerate container. Exposure to temperatures above 130°F may cause bursting. Do not use this 
product in or on electrical ~quipment due to the possibility of shock hazard. 
For total release Joggers: 

HIGHLY FLAMMABLE INGREDIENT J.. 
INGREOIENTEAlTAMENTE INFLAMABLE 0 

Contents under pressure. Keep away from heat, sparks and open flame. Do not puncture or incinerate 
container. Exposure to temperatures above 1300 P may cause bursting. This product contains a highly 
flammable ingredient. It may cause a ftre or explosion if not used properly. Follow the "Directions for 
Use" on this label very carefully. 



(note: if container size is 5 gallons or greater,the following environmental hazards statements must be 
used) 

ENVIRONMENTAL HAZARDS 
Do not discharge eftluent containing this product into lakes, streams, ponds, estuaries, oceans or other 
waters unless in accordance with the requirements of a national pollutant discharge elimination system 
(NPDES) permit and the permitting authority has been notified in writing prior to discharge. Do not 
discharge eftluent containing this product to sewer systems without previously notifying the local 
sewage treatment plant authority. For guidance contact your state water board or regional office of the 
EPA. 


