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AUG 2 2 2006

Mr. Gary Gunner

Preserve International : -

P.O. Box 17003 . ‘ .
Reno, NV 89511

Subject: Synergize
~ EPA Registration No.: 66171-7
" Amendment Date: February 16, 2006
EPA Receipt Date: February 27, 2006

Dea-r Mr. Gunner,

The following amendment submitted ir connection with registration under FIFRA section
3(cH7)A) is acceptable with conditions listed below.

* Add Additional Organisms, Avian Influenza A (H3N2) virus (Avian Reassortant) and
Escherichia coli (F-18)

Conditioné
Revise the label as follows;

1) The species name of Salmonella choleraeusis (ATCC 10708) has been changed by ATCC to
Salmonella enterica. Your label will need to reflect this organism name change. Also, you must
list the ATCC virucidal designation for Avian Influenza by stating Avian Influenza A (H3IN2)
virus (Avian Reassortant).

2) Fiberglass is a porous surface. You must qualify fiberglass as a hard nonporous surface by
listing specific surfaces made of sealed fiberglass such as sinks and tubs.”

3) After #7 under the “Directions for use in Poultry House,” add the heading, “Directions for

" Hatchery Room Fogging.” Revise the directions to reflect the following:

Remove all animals, feed, food products and packaging from premises. Remove all litter and
manure from floors, walls, and surfaces of room to be treated. Thoroughly clean all surfaces
with soap or detergent and rinse with water. Close room off so fog is confined to room to be
treated. Mix 0.25 to 1 oz per gallon of water then fog using one quart per 1000 cubic feet of
room area. When fogging is complete ventilate building and other closed spaces. All areas of

- personnel, poultry, and feeds must be vacated for a minimum of 2 hours after fogging.

Thoroughly clean all food contact surfaces including feeding and watermg appliances with soap

qrdetergent apd rinsed wit gble water 'Mm'emlas
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Acceptable Data
Data Requirement ¥ Means of Support l Status
Virucidal Efficacy of Disinfectants - Avian Submitted study, MRID 467703-01 | Acceptable, 1:256 dilution in 5% serum for 10
Influenza A (H3IN2) virus (Avian Reassortant) minutes in 1900 ppm hard water
AOQOAG Use Dilution Method - E. coli (F-18) Submitted study, MRID 467703-02 | Acceptable, 1:256 dilution in 5% serum for i0
minutes in 1000 ppm hard water

General Comments

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

Submit and/or cite all data required for registration/reregistration of your product under
FIFRA section 3(c)(5) when the Agency requires all registrants of similar products to submit
such data.

If the above conditions are not complied with, the registration will be subject to
cancellation in accordance with FIFRA section 6(¢). Your release for shipment of the product
bearing the amended labeling constitutes acceptance of these conditions.

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

Sincerely,

elma Noble
Product Manager (31)
Regulatory Management Branch I
Antimicrobials Division (7510C)

Enclosure: Stamped Label
Efficacy Data Evaluation
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DESCRIPTION

SYNERGIZE is a mulu-purpose disinfectani-cleanar. SYNERGIZE providas a broad spec-
tum kil of gram hegative and gram positive microorganiems, SYNERGIZE provides effec-
liva disinfecting and cleaning in ¢ne operation, SYNERGIZE is effective in warm, soft or hard
waler {as much as 1000 ppm CaCQOg) and partorms especially well in areas containing 5%

sernm,

SYNERGIZE is for use on glazed ceramic and tils suraces, stainless steel, afuminum,
chroma, galvanized metal, tin, brass, zinc, glass, hard non-porous treated wood, polyethyl-
ena, polypropylene, PVC (polyvinyl chlaride), vinyl, fiberglass, viton, ethylene propylena,
nitrile, acrylic and polyursthane,

DIRECTIONS FOR USE:

ILis in violalion of Faderal Law to use this product In @ manner inconsistent with its tabeling,
Registered for disinfecting and cleaning hard non-porous surfaces. Not for use on feed, food
or iittar.

SYNERGIZE cleaner-disinfectant is specifically formutated for Indusirial use in the
following Animal and Poultry Housing facilities: Turkey, Breeder, Grow Out, Fryer. Layar,
Haicharies and Swine Producing Facilities as well as the following equipment in these (acil-
ities: Waterers, Fpeders, Hauling Equipmen!, Dressing Plants, Loading Equipment,
Farrowing Bams, Murseries, Blocks, Creap Areas, and Chutes. This product is also for use
in Farm Premise, Equing Facilities, Veal Bams, Ralile Facilities (Ostnich, Emu and Rhea
Facilities), Calf Pens and associated Farm Vehiclas.

USE DIRECTIONS:

To disinfect and tlean hard non-porous suriaces of wals, floors, tables, sinks, refrigerator
extenors, telephone booths and garbage cans in non-animal areas associated with tha sites
notad aboave Apply a solution of 1/2 ounce SYNERGIZE per gallon water (diute 1:256) 1o
pracieaned surfaces. Apply with cloth, sponge. mop or mechanical coarse spray tevice,
making sure all surfaces are wetted thoroughty. Allow surfaces o remain wet for 10 minutes.
Al surfaces must be rinsad with clean water and allowed 1o dry before reuse.

BOGTISHOE WASH: To prevent wracking harmiui organisms ino anims) arsas, shog baths
confaining one iNch of frashly mada disinfecting solution should ba placad at all entrances to
builkding. Scrape waterprool shoes or boots and place in a 1/2 ounce SYNERGIZE par gal-
lont water solltion. Aliow the solution to coma in contact with the boot/'shoe for 10 minutes.
Changa the disinlecting solution when solution bacomes visibly dirfy.

VEHICLES: To disinlect the non-porous, harg surfaces of vehicles use a solution of 172

ounce SYNERGIZE per gallon of water, Apply using a high pressura or course Spray sys-

lem. Leave all ireated surdaces exposad 1o solution 1or 10 minutas, or more and allow to air
dry. All treated suraces that will contact fead or drinking water must ba thoroughly scrubbed
wilh spap or detergent than rinsed with potable water before reuse.

DIRECTIONS FOR USE IN SWINE PRODUCING FACILITIES:

1) Remova all animals and feed {rom the premises, vehiclas and enclosures.

2) Empty all troughs, racks, and other feeding and watering appliances.

3) Remave all gross soil, bedding, manure, ceked on dirt, spider webs, elc. trom walls 10
ceilings of bams, pens, stalls, chutes, and other facilities occupied or traversed by hogs
or other animals.

4} Thoroughly Clean ail sunfaces with soap or datergant and rinse with water.

5) Thoroughly saturate all surtaces with a solution of 172 oz. SYNERGIZE per galion of
water (1:256), using conventional spraying methods.

6) Allow all treated areas to ramain in contact with this solution for a1 least 10
minutes.

7)immerse equipmant used in handling and restraining animals, forks, shoveds, and
scrapers used for removing manure in SYNERGIZE at a dilution of 1:256. Allow 10 remain
in contact for at least 10 minutes.

8} Ventilate buildings, and othar closed spaces. Do not housa swine or other livestock unti?

tragtment has bean absorbad, sat, or dried.

SjThoroughly scrub treaied Ieed racks, traughs. autamatic feedars, fountains, waterers and
squipment which may come in contact with ‘ood with soag or detergent, and ringe with
potable waisr belore reuse.

DIRECTIONS FOR USE IN FARM PREMISES, EQGUINE FACILITIES, VEAL

BARNS, RATITES FACILITIES, CALF PENS AND VEHICLES:

1) Do nol use in milking stalls, milking pariors, or milk housas.

2) Rermove &l animals and feed from the pramises. vehicles, and enclosures.

3) Remaove all gross soil. bedding, manute, caked on dint, spider wabs, etc. from floors, sur-
{aces, and trom walls to cesing of bams, pens, stalls, chutes, and other tacilities occupied
or iraversed by hogs or othar animals,

4) Empty all troughs, racks, and other teeding and waterng appliances,

5} Thoroughly clean all surfaces with soap or datergent and sinse with water,

8) Thoroughly saturate all surfaces with a solution of 122 oz. SYNERGIZE per gallon of
water {1:256}, using conventional spraying methods. Allow to remain in contact with this
solution jor at least 10 minutes.

Manufactured By:

PRESERVE

INTERNATIONAL

S /NERGIZE

CLEANER-DISINFECTANT

Synergize cleaner-disinfectant is specifically formulated for
industrial use in the following Animal and Poultry Housing facil-
ities: Turkey, Breeder, Grow Qut, Fryer, Layer, Hatcheries and
Swine Producing Facilities as well as the following equipment in
these facilities: Waterers, Feeders, Hauling Equipment, Loading
Equipment, Farrowing Barns, Nurseries, Blocks, Creep Areas,
and Chutes. This product is also for use in Farm Premise, Equine
Facilities, Veal Barns, Ratite Facilities (Ostrich, Emu and Rhea
Facilities), Calf Pens and associated Farm Vehicles,

Staphylococeus aureus AT.C.C. 6538 Pseudomonas asmginosa AT.C.C. 15442
Salmonetla chotaraesuis A.T.C.C. 10708 Aspargiltius fumigatus AT.C.C. 36607
Porcine Respiratary & Reproductive Syndrome Virus (PRAS) Avian Influsnza
Escherichia Goli F18

ACTIVE iNGREDIENTS
Alicyl (Caa 67%, T 25%, Cu T%, Cu 1%) dimethyl benzyl ammonium chioride , . . 26.00%

Glutaraidehyde .. ....... . e eiaierar e 7.00%
INERT INGREDIENTS

TOTAL ..niiiiviireninnnns

KEEP OUT OF REACH OF CHILDREN
DANGER

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS
See First Aid statement and additional precautions on side pansl

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed, by storage and disposal.

PESTICIDE STORAGE:
Store away from heat. Do not transfer to another container. Do not reuse empty
container

CONTAINER DISPOSAL:

Plastle: Tripte rinse (or equivalent). Then otfer for recycling or reconditioning, or
puncture and dispose of in a sanitary landfill, or incineration, or, if allowed by
state and local authorities, by burning. If burned, stay out of smoke.

PESTICIDE DISPOSAL:
Pesticide wasles are acutely hazardous. improptr disposal of excess pesticide,
spray mixture, or rinsata is a violation of Federal 'a'v if thﬂ:a waéi :s cannat-be
disposed of by use according to label instryation._ un \Pesti:’;ige
or Environmentai Control Agency of Ve HazarqOU!f 3 1

nearest EPA Regtonal Office for guidancs.

s '. IS
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7) immerse all halters. ropes, end other lypes of equipment used in handing and
restraining animals, as will &s forks, shovels and scrapers used f0r removing manure in
& solution of 1/2 oz. SYNERGIZE par galion of water (1:256). Allow to remain in
contac! for 10 minutes.

8) Ventilate buildings, cars, boats, coops and othar closed spaces. Do nol house poultry or
livestock or employ aquipmant until reatment has baen absorbed, set or dried.

9) Thomughly scrub treated leed racks, troughs, automalic teeders, fountains, waterars
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR USE IN POULTRY HOUSE:

1) Remave all poultry and 18eds trom premisas, trucks, coops, and Cratas,

2} Rernove all liter and droppings from floors, walls and surfaces of tacilitias occupied or
travarsed by poultry.

3} Empty all troughs, racks, and other feeding and watering appliarces,

4) Thoroughly clean ali surfaces with soap or detergent and finsa with water.

5) Salurate surtaces with 1/2 ounce SYNERGLZE per gallon waler (ditute1:256) for a
pericd of 10 minues.

6} Ventilata building, coops, and ather closed spaces. Do not house pouttry or employ
equipment until treatment has been ebsorbed, sat, or dried.

7) Theroughiy scrub treated leed racks, troughs, automatic teeders, fountains, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with polable water before reuse.

Prior to fogging setters or hatchers, fotd products and packaging must ba remaoved from the

room or carefully protecied. After cieaning, fop desired areas using one quart per 1000

cubic feat of room area with & product solution containing 0,25 10 1 ounce par gallon water.

Vacate all areas of parsonnat and poultry and feeds for & minimum of 2 hours after togping.

All food comact surfaces. including tead troughs, automatic Jeeders, and fountains must be

disinfacted followed by lreatment with soap and waler or detergent and rinsed with potable

water before reusa.

*NOTE: The fop generated is very irntating 1o eyes, skin, and mucous membranegs. Under no lr-

cumstances showd a (oom of building be entered by anyona within two hours of the actual tog-

ging, lf the building or room must ba entered, then the indivicduals enlering the buikling must
wear a sall contalned respirator approved by NIOSH/MSHA, goggles, long sleaves and iong
pants.

FOGGING IS TQ BE USED AS AN ADJUNCT TO ACCEPTABLE MANUAL CLEANING AND

DISINFECTION OF ROOM AND MACHINE SURFACES.

PRECAUTIONARY STATEMENTS
Hazards to humans and domestic animals

DANGER

KEEP OUT OF REACH OF CHILDREN. Corrosive. Causes iraversible gye damage and
skin bums. May be faial if Inhalad. Hardul it swallowsq or absorbed through skin, Do not
gat in @yes, on skin ar o clothing. Do not breathe spray mist. Wear gogpgles or face shisld,
Woar a dustmisttiltering respirator (MSHANIQSH approval number prefix TC-21C) or a
NIOSH approved raspirator with any N, P, R, or HE prefiltar. Wear protectiva clothing and
rubber gloves. Prolongad or frequant repaatad skin coniact may cause ailangic reaction in
some Individuals, Wash hands balore eating, drinking, chawing Qurm, using tobacco or using
ihe tpiet. Remove contaminatad ciothing and wash belore reusa.

STATEMENT OF PRACTICAL TREATMENT
FRST AID
¥ IN EYES: Hold eya open and rinse slowly and genily with watar for 15-20 minutes; remove)
contact lenses, il presant, after the lirst 5 minutes, than continue finsing aye; call a poison com
trol centar or doctor lor treatment advice.
IF ON SKIN OR CLOTHING: Take off contaminated ciothing; rinse skin immediately with plamyl
of water for 15-20 minutes; cak a poison control tentes o docior for Ureaiment advice.
IF INHALED: Move person ko fresh gir. B person 18 not breathing, call 911 or an ambutance)
than give adtilicial respiration, praferably by mouth-to-mouth, if possibla; call a poison control cen
tar or doclor Kof further (realment advice.
IF SWALLOWED: Call a poison control Conter ur doctor immediately tor realment advice; havel
parson sip a glass of watar il able 10 swallow; do not induce vomiting unless 1oid to do 50 by they
poison control center or doclor, do nol give anything by mouth o BN UNCONSCICUS Persan.
ROT LINE NUMBER: Have the product containar or iabél with you when calling & poistn controll
center or doclor, or going lor treatmant, You may also conlact 1 {B00) 255-3924 for emarpancy]
madical treatmant infarmation. For information on s pesticide (including health concems, med-|
ical emargencias, o peslticide incidenis), call the Mational Peslicide Telecommunications]
Network at 1 {800) B58-7378.
NOTE TO PHYSICIAN: Frobable mucosal damage may contrasndicale the usa of gastric lavage.
Measuras against circulatory shock, respiralory depression and convuision may be needed.

ENVIRONMENTAL HAZARDS: This product is toxic to fish, Do not apply directly to waler,
Do not contarninate water by cleaning of equipment ¢r disposal of wastes. Do not discharge
effluent containing this product into lakes, sireams, ponds, esluaries, occeans of other waler]
unless in accordance with the requirements of a National Pollutant Discharge Elirnination]
Systam {NPDES) permil and ihe permitting authodity has besn nclified in witing prior o
discharge. Do net discharge atfiuent comaining this product 10 sewer systems without
previcusly notilying the local sewage treatment plant authardty. For guidance contact your|

State Water Board or Regional Office of the EPA.

Net Contents: U.S. Galions Batch No.: tM\




