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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Mr. Michael Ebers 
Calgon Vestal Laboratories 
Division of Clagon Corporaticn 
P.O. I""'x 147 
st. Louis, MO 63166 

Dear Mr. Ebers: 

'-illf, 
'Ocn ' . ~ 
.'. . 

/ tJJf~-

Subject: Vesta-Syde Interim Instrum~nt Decontamination Solution 
EPA Registraton No. 1043-114 
Your Resubmission Dated September 14, 1992 

This is in response to your r~submission of above date 
submitting corrected labeling for the foil packets, packaging and 
enzyme pre-soaks and storage stability data. 

The following comments apply: 

1. Th, submitted accelerated storage and stability data of 
30 days 50 C is acceptable on an interim basis. The results of 
12 months storage and stability data should be submitted within 
15 months after the granting of this app~oval. 

2. On the Vesta-syde Enzyme Pre-Soak label, the ingredient 
statement is not required to be given. However, if you wish to 
list in~redientl then list them all and delete from the label the 
headings Active Ingredient and Inert Ingredients. 

3. The submitted chemical composition of Vesta-Syde Pre
Soak is acceptable. 

The labeling reflrred to above, submitted in connection with 
regiE:tration under t.!le Federeal Insecticide, Fungicide, and 
Rodenticide Act, as amended, is acceptable. A stamped copy is 
encl~sed lor your records. Five copies of the finished labeling 
DUst be submitted before you release the product for shipment 
bearing the amended labeling. 
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Please note that the Vesta-Syde Enxyme Pre-Soak label is not 
being stamped accepted because it is not considered a pesticide. 
We do not stamp non-pesticidal labeling. • ')rdingly, there 
should not be an EPA Regi.tration No. on th~ label. 

If you have any further questions, please contact Ms. 
Barbara Pringle at (703)305-6484. 

Enclosure 

sincerely, 

(2 
Ruth G. Douglas 
Produc~ Manager (32) 
Antimicrobial Program Branch 
Registation Division (H7505C) 



, 

) 

) 

FRONT PANEL 
FOIL PACKET 

VESTA-SYD~ 
INTERIM INSTRUMENT 

EFFECTIVE IN THE PRESENCE OF SERUM AND HARD WA'mR 

For Interim Instrument Decontamination Prior to Terminal Cleaning and 
Sterilization of Surgical Instruments and Apparatus. 

EPA REG. NO. 1043-114 
EPA EST. NO. 1043-M~1 

FOR ~ ·.SIfIUTIONAL USE ONLY 

Ac:tive In&redlents: 
o.pIlerlylpl1erlol................. ••••...•.•...... 8.SS" 
p-tertiary amylphenol.......................... 7.36" 
lIlert ~ts: ............................. ~.~" 

KEEP OUT OF REACH OF CHD,DREN 

DANGER 

STATEMENT OF PRACTICAL TREATMENT 
Ii swalklwed: Drink promptly a lar&e quantity of water. Do DOt induce vomitiD&. Avoid alcohol. Get 
medical attention. If In Eyes: Flush with plenty of water for 15 minutes. Get medical attention. II 011 

SkIn: Wash with pleoty of soap amd water. Get medical attention if irritation persists. NOTE TO 
PHYSICIAN: Probable mucosal dlllll&o may c:oatraiDdlcate the use of pstric: lavlle. 

Precautionary SCatemenII 
HAZARD TO IRJMANS AND DOMF.SnC ANIMALS: Corrosive; causes eye and skin damap. Do 
DOt let In eyes, on IkiD or on clothiDa. Wear aoata or flee shield and rubber alova when bandllDa. 
Harm1Ullf IW"llowed. : •.•• 
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". .-, NEI CONTBNTS: 1.0 LOZ. (59.2 mL) 
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BACK PANEL 
FOIL PACKEr 

DIRECTIONS FOR USE 

It Is a violation of Federal Law to use ibis product ill a mM_ inconslstellt with ICllabeliDa. 
DECONTAMlNA11NG SOILED SURGICAL INB1'IltlMENTS AND AfPAItA'I1lS: 'l11li product 
Is fbrmod" for use ill conjuDctloa wida Veata-Sydo Eazyme 1'nIoak. Veata-Syde &zy. PreIoat 
sbouId be diluted 2 0UDC:eI per pilon of water (1:64) II1II • minimum 20 mbIlto explI\Jr8 time abouId 
be II10wed for the Enzyme Presoak to wort suftic:iently to Ioosea proteiDaceous soDs. After mini .... m 

20 'IIiDute exposure to Vesta-Syde Enzyme Presoak, 2 ounces per ,allon (1 :64) of Vesta-Sydo Interim 
Instrument Decootaminatlon Solution should be deposited in the same vessel hoIdm, the soiled 
instruments II1II presoak solution. Gently w the solution to provide a uniform mixture IllllIborouah 
contact with the treated surfaces. Allow. miDimum 20 minutes coDtaCt time to achieve iDtcrim 
instrument decontamination II1II disinfection on all soiled instruments and apparatus deposited ill the 
vessd. Avoid splashing and cover, where possitle, when transporting soiled instruments. 
m IS IUV-l ON PRE-CLEANED ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY 
SOILm WD1I BLOODIBODY FLUJDS in healthc:;:re settings or other settings in which !here is III 
expected likelihood of soiling of inanimate surfaces/objects with blood 01 body fluids, and in which the 
surfaces/objects Iikdy to be soiled with blood or body fluids can be associated with !he potential for 
tlansmission of human immunodeficiency virus Type 1 (HIY-I) (associated with AIDS). 
SPECIAL INSI'RUcnONS FOR CLEANING AND DECONTAMINAnON AGAINST IUV-.. 
(HUMAN IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED 
wnu·BLOODIBODY FLUIDS: 

Personal Pr-otecdon: Wear: appropriate barrier protection such as latex gloves, gowns, mast or eye 
coverings. 
Cleanln,Proced ~...,......ture: Blood and other body fluids must be thoroughly c101&ded from surfaces IIId objects 
before application of a 1: 128 solution (I fl. oz. per gallon). Prepare and apply solution as directed iaa 
paragraph above. 
Contact Tame: While the HIY-l virus is inactivated in 1 minute, use a 10 minute contact time for 
disinfection of all organisms on this label. 
Intmious Materials Disposal: Blood and other body fluid! should be autoclaved and disposed of 
according to local regulations for infectious disposal. 

STORAGE AND DISPOSAL 

ProhIbitions: Do not contaminate water, food or feed by storage or disposal. Open dumpiDa is 
prohibited. Do not reuse empty container. 
Pestldde DIsposal: This germicide, ita solutions or rinsings from empty containers should be disposed 
of in a toilet or service sint served by • sanitary sewer, or in • land fill approved for pesticides. 
Cootalner DIsposal: Do not reuse empt1 pouch. Wnp pouch and put In trash. • •• 
GtnenJ: Consult federal, state or local disposal authorities for approved alternatI,vA'wcecIm'J:1IlJ(.h • 
Ii-nited open bumin,. : ;: 

. Refer to package insert for additional product information. 
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VESTA-sYDE INTEIUM INSI"'.(UMENT 
DECONTAMINATION soumON 

PACKAGE INSERT 

VESl'A-sYDE INTERIM INnRUMENT DECONTAMINATION SOLUl'ION ,.11 III al cIa""eIoped, IIaIe-of-dllllt 
0Ctq rvv' _ .. willa V.....s,. I!a&y.- PnIc.t • put of ..... ~ dec: bril"ti.,..., b IIIiIed -aIwl 
iaab ........... I1111....,..... It""" "ielly.--dIe ria: of IIIJICIIIR __ pry is CalF! . , 'I'IIia poduct. eIIIdiw '-... 
bird water II1II ill die pr lOCO of5" blood.rum. It is fomadeted. a -mae for .. ill coqjllllrti?ft wida .... 1IIZJa. p .. 
Ita uaique formuIIIicG Illowa for die IdditioD of Ibia product iDto tile IOiIecI ~ ""lIte; ...... ill -aicallIIiteI or GIber p~ ..... 
GERMICmAL: ~ A.O.A.C. GermieicW U_Dilulioo Method (S. --. S. ~, r.. llenllinna) wbea diIuIecI willa 
400 ppm A.O.A.C. bird water 10 make • 1: 128 (1 oz per pIIoo) dutiaa, ill !be pm 1 co of 5" 0IpIIic IDil (..um), 10 .; .... 
at 20°C. 
INTERIM INSTRUMENT 1>ECONTAMINATIONIDISINFECTION PRIOR TO TERMll'lAL CLEANING AND 
STERILIZATION REDUCE TIlE RISK OF CROSS CONTAMINATION: WbeD lleStedaccordiD.lOa protoc:oI whic:Ia ...... _ 
)nulat~ coabmiD'OOo of iDIIrv· lalla willa a sluny coataWn. pmtei_ matter derived from beefli.- aod Ibeep', bJood (SO" 
4 volume) coataWnl A.O.A.C. specii1ed ~ of S. a_, S. clIoIenauis, r.. ....... ...,. dried Ibm apoIed 10 V .. 
Syde Euzyme PresoIk diluted 1:64 dilutiOQ ill 400 ppm A.O.A.C. hard water for 20 miDutea folb..e<. by die Iddilioo of Vell:a-Syde 
Interim ~t Decootaminalioo Solution at. 1:64 dilulioo ill !be eazya. pr-t dlllioo completely iDaclivated S. --. S. 
dJol-u aod Ps. MnJiiDoIa in repliClie tesls in 20 miDlIteI at 25·C (room temperature). 
BROAD SPECTRUM DATA: In addition. the following orpoisms .... !be A.O.A.C. Uso-Dilulioo Tat ill 400 ppm A.O.A-c. 
bird water at a dilution of 1: 128 ill the prlll_ of 5" ora_ soil (1eI1IIII), 10 minutes at 20°C. 

) 

AciDetobacter ca1c:oIceticul, ATCC 19606 
Cudida 1lllil:aM, CliDicllIIoIate 
Culdida panpsilolis, Clinical llOlate 
CitroNder freuodii, A TCC 3090 
Euterobacter aeroa-, ATCC 13048 
Euterobacter cloacae. ATCC 23355 
I!IchericIlia Coli, ATCC 2592l 
Kk:baicUa pneIIIIIOniac. ATCC 13113 
M~y (MclhiciUin}Raillant 
SlaphyJococcua a\lmll (MRSA). Clinical JIOIaIc 

I'nIIcua minbilia. Clinical JooJate 

Proteua vul .. m, ATCC 13315 
PIeudomoau aeruJinog, ATCC 27BS3 
Sal.-lla typhi, ATCC 6539 
811_11, typbimurium, ATCC 14028 
Serratia mute" eOl, ATCC 8100 
SIIipIIa fIcmeri, ATCC 12022 
ShjpIh __ • ATCC 25931 
StIqIbylococcul.umIS. ATCC 25923 
StIqIby __ cpidamidio. ATCC 12221 
SInptococcIll 1'aecaIia. ATCC 19433 
SbcpIJ • D •• 111 pyoa-. A TeC 11161' 

nJNGIQDAL: PuICI A.O.A.C. Funpcidal Tat (T. menlaJl"PhJla) whco diIutt:d Mil 400 ppm hard waI« to make. 1:128 (l _ Ja 1 
pI\oII) eoIIIioD in the pi' ClICC of '" orpnic lOil (_). 10 min_at 20°C. 
TVBERClJLOCIDAL: Puoa A.O.A.C. Tubcn:uIociIW Tat (M~ IUbea doIia VIr. beMa) wbca dih*>d Mil 400 JIPIII ..... ,..... 
1IIIke. 1:121 (1 _ p" 1 pIIoIl) 1O\utioft. ill the poacncc of '" orpnic ooiI (1CIUm). 10 miDu&ca at 2O'C. 
VIRUCIDAL: Paaa Vuucidallway (EPA Plopooed Mdhod) (hdluena Ao PIpUIJ. Hap.e IimpIcx TJpe 2. Vacciaia ud ,. , .io_1)po 2) 
when diIdId Mil 400 JIPIII A.O.A.C. hard _ to 1Mb a 1:121 (1 _ p" 1 pJJaa) .. 1uIioa in the pr 1 of'" orpaiD IIIil (_),10 
minuIeI .:rC. 
tWhCII ..... by ID BPA-6pjliowcd Dilution McdIod.the HIV·1 (AIDS) va.. MIl added 10" orpain IOiI (_). _ C cillfhldy II' mId 
be a 1:121 (I _ Ja 1 plIon) .. 1utinD in 400 ppm A.O.A.C. hard __ ill SlIC:ll6llat 20-25°. AItboup ofticIIcy ata 1 ...... 00IIIacl .... 
bu ~II. "n. be adeqow .. apinot HIV·I,1bia limo wou1d DOt be aufliciea& IIr adlcrorp ....... U .... l0 ·p_OOIIIKlJiou.lwdilh"cilkN! 
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