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Mr. Mike Sarli

STERIS Corporation

PO Box 147

St. Louis, MO 63166-0147

‘Subject: Vesphene IIst
'EPA Registration No.: 1043-115
Amendment Date: January 28, 2011
. EPA Receipt Date: January 30, 2011

" Dear Mr. Sarli:

The following amendment submitted in connectlon w1th re glstratlon unider FIF, RA as -
amended is acceptable w1th conditions. :

‘Proposed Amendment

e Adding establishment number and container sizes'
¢ Updating organism nomenclature and precautionary statements

Conditions
Revise the label as follows:

1) Delete the term, “Only,” from the phrase, Industrial and Institutional Only.

- 2) Quahfy surfaces as hard nonporous by statmg ‘glazed” porcelain, “gldzéd” tiles, and
‘fnzshea”’ woodwork. _ R - : :

3.) Delete the phrase, “EPA Proposed Method” and “EPA Approved” phrases from the Vlru01da1 .
claims. You may 1nd1cate “AOAC Use Dilution Method.”

o 4) The nomenclature for Influenza A2, Herpes Simplex Type. 2 Avian Laryngotrachertrs Avian
'Newcastle Disease, and Porcine Pseudorabies is 1ncomp1ete You must add the term “V1rus to
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5.) The “Precautionary Statements” must be updated to be in agreement w1th the Label Revrew

. Manual (http: //WWW epa. gov/oppfeadl/labehng/lrm/) by stating: -

— " protective.eye wear (goggles orfaceshield), protective- clothlngfor~rubber gloves -~ Wash

DANGER Corrosive. Causes irreversible eye damage and skin burns. Harmful if swallowed
inhaled, or absorbed through the skin. Do not get in eyes, on skin, or on clothmg ‘Wear

' thoroughly with soap and water after handlmg and before eatmg, drmkrng, usmg tobacco or e

) - S ’ ) . . . ‘ L
' 7.) Revise the “Personal Protection” statement under the HIV directions by deleting the term,

-ausing the- t01let

6. ) According to PR Notice 2001-1, the First Aid statements rnust be arranged so that the most
severe routes of exposure, as demonstrated by the toxicity class1ﬁcat10n are listed first.
Therefore, rearrange the statements to reﬂect “If in Eyes, If' on Skln If Swallowed and If
Inhaled.” - :

r” and state “and.” The personal protection items that are used to clean blood and body fluids

“are not opt10na1

- 8.) The “Storage and Disposal” statements are not incompliance Wwith PR Notlce 83 3 and PR -
; Notlce 2007-4. Revise them to reflect the following: = o

- Storage and Dlsposal
~ Do not contaminate water, food or feed by storage or dlsposal

Pesticide Storage Store in or1g1nal containe€r in areas in acce551ble to persons unfam111ar with 1ts

use.
~ Pesticide Dlsposal Pestlcrde wastes may be acutely hazardous. Improper dlsposal of e excess

pesticide, spray mixture, or rinsate is a violation of Federal Law. If these wastes cannot be
disposed of byuse accordmg to.1abel instructions, contact your State Pesticide or Environmental
Control Agency, or the Hazardous Waste Representative at the nearest EPA Regronal Office for -

. guidance. . -

Container Dlsposal Nonreﬁllable container. Do not refill or reuse this container. Offer for

: recycllng if available. If not, puncture and dispose. in sanitary landf Il o by other procedures
~ approved by state and local authorities. The rest.of the statements on the label are acceptable.

General Comments "

A stamped copy of the accepted label with condltrons is enclosed Submrt three (3) copies -

~of your final prlnted label before drstrlbutmg or selling the product bearing the rev1sed labeling.

If you h_ave further questrons concermng this letter, then please contact me by telephone - - |
at (703) 308-6416 or by e-mail at campbell-mcfarlane.jacqueline@epa.gov or Glen McLeod by

_ telephone at (703) 347-0181 or by email at mcleod.glen@epa.gov. When you are submitting

information or data in response to this letter, send a copy of th1s letter to accompany the
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Sincerely, /
Okerr Aol
L ! p
queime_C%’%eﬂ MCcF arlahe
( PI/odlfct Manager (34) -

Regulatory Management Branch IT
Antimicrobials Division (7510P)
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ST%'S" Process Vesphene®lls:

This product represents a permicidal detergent system that is both research-devetoped and state ¢f
mamtwhno!ogy. lnuﬂewmnhuummanﬂlnmapmolsemm. 1t has baen formulated
a5 a concentraty to clean, disinfect, and deodorize simultaneously. Use this product for easy
cleaning and disinfecting o1 ag;ashahh rml nof-porous envirenmental surfates such as floors,
walls,

TUBERCULOCIBAL: Passes A k Tost f
WM)WWMAprnAOAC mmmmmmzaumm
1 gfton) Soiution, in the presence of S% organis sob (serum), 10 minutes at 20°C .

*VIRUCIDAL® Passes (wam A (Span),
Bronchits,

WVirucidal Assay (REEEREINRSENERIN
| - and furaure. llmaybousedfordmhwm uatpessmmlu Vacinia Virus, and Adenowirus Type 2, Avan Infacticus
L L . ) Cllnigting IVOM®,Siness S8, G e rfaces, pofcein; 1as, U, washab e f i CanmacuaLetls, oo ety s e PogtOrebes sfan Gz
Finorder Number: Net Contonts: QF‘I“" vasighed surtaces, 2 wel oS restient viny, asphat, inoleum, or terrazzo type fiours. mmmomm{m?mmgg%mm)m P
1-08 3.78 Liters (1 Gal. -8R, This ganmicidal detargent i Intended for use on washable, hard, non-porous emdronmentst  Presence orgasu soll {senum), in 10 m! .
e { ) z - suﬂaeas such as xm. walls, counters, tools, carts and other equipment in cisan rooms, and V‘fghm zﬂ (ur Mathod, the Kal\l1-11 (Amsm Nw m
STEAILE UMLESS PACKAGING 1S COMPROMISED oo e vt s b s 5 s Ao ot 20 gy s o SO 1 400 DAL, Pr Wy 160 Sarons 212 23, A
. IR amer , 1) 15 ingoaued o o0 any surtata of 1mmmnmmsmmmmmwuw1mbmmm
Genmiclde * Fungicide » Vivucide Toua | instrumont thet (1) Is Entroduced direstly Into the tuman body, atiber Into or in cantact with the Do suffcier for Cther organisms. Usd a 10-wiuts cantast m for dishotion sgainst gl
Tuberculoside » Deodorizer « Cleaner » Detergent E‘””’"” ey nonmally sterls areat af tha body, or (2) comacts (oftedt mocons membranes but m organisms climed.
. o Erter Eammer a2 which does nct ontinarly panetrate tho bioed barlss o7 otierwise eater normatly stenls B1RR f gy oo 2008 HINY Inferza A vins formerty calied Swing fy.
Astive Ingregtacts: [logon | Lt oot e v e bady. Thig groduct may bo used to pro-clean or decontaminate or semiprtical meded) s ererrar- 1t giminates ours by KGing odorcausing s
.&am.m ovices pros 1 stertation o high level disintection simultanecushy chemica Ny e 000 d 60V § et Tagrres
e e e s
Y *Nm-nw-ﬂwrh *d ppm water a 1:128 (1 ounce . "
e 1m)mmgmlnmumasmmw(mm).mmhmm ( P’ WAZARD TO HUMANS AMD DOMESTIC AMIMACS: Comoshe; Causes oye and skin

DANGER
FOR INDUSTRIAL AND INSTYTUTIONAL usE i

$Sen sida pansf for s0ddiona) precavtionary statements
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2y e nmmmmmmmwrmummmmuou Use-Dllution Test g
o et s in 400 ppm AQAC. hard water at a dilution of 1:128. In the presence of 5% organic soll (serum),
b oy 10 minutes at 20°C :
emerkatyly doe Setrert aiom. A300 19608 [VESA), Baraf manescers, ATCC 8100
1 tuaow Cendlca #dicara. Clrest bty Wy (Ve Attt Shigat Bt ATUE 12027
g wr Qk) trokaty et soored, AT 25304
50y € pfson cd et or et wmmgm mm&"ﬂ;ﬂmb::ﬂ exan, AICC 26923
snaracdkun penoy Ertarchctar chmacre, AICC 2308 ~ EsTIA mu&m“'&
] UL R oA AICC Satronels typsd, ATCK 6519 Servtcoceus progeres, ATOG 1015
Hawe B prodat oot of bl o Wnbaicty prasemcnes, A1OC 13560 Sutmorela tpizina. IGC 14028
oy contral certar of Ao, o GORG LY
TG AT FUNBICIDAL: Passss A.OAC. with

Test (T. when  dituted
nooppmlwmmmmmmmn1u(1mwr‘mmmmnmm5%
organic seil (serum), 10 minutes 21 20°C .

damage, Do not get In eyes, on sidn, or an clathing. Wear goggies or face shield and ribbes
loves when handing. Harmful if swaflowed.

DIRECTIONS FOR USE
tis a violation of Fedaral Law to us BuS product In a manner ingonsistent with its tabefing.
CLEANING AND DISINFECTING WASHABLE, HARD,

NON-POROUS SURFACES: Adg
1 11 0z (30 cc) to each measured gation.of water ysed. Always add this product to
red wter, Thoroughly

§

14 days (use ka) when stored in a closed comainer such a5 2 Spray batile. This is a compiste
product. Do not 203 other chemicals. If frozen, thaw and re-mbx. Uss only as directed.
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5 oz
SURFACES/CRIECTS PREVIBUSLY
mmmmmmm
mm::mm biood ar ody
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bs y virus Type 1
HIV-1) (associated with AIDS).

; ISTAUCTIONS FOR CLEANING AND DECONTAMMMATION AGAINST HiV-1
(mmmmmm)orm

WITH 81.000/80DY ALIIDS;

Personal Wer Sarriey bon, such as latex glaves, goers,
masks, @B ey COVesings. mmpmmwmwymsmwne
mwmmnnmsummm Mmanzatm-sdmn
{1 ounce per 1 galian). Prepary and apply Sotution a3 dected in paragraph 2bove. Contsct
time: mmanm1mllem|nmwa1ommmaﬂMMr
disinfection of 2l orpanisms on this bel, Infecsions materials : Blood and
other body fhuids should be autoctaved and disposed of atcording to local reguiztions for

infectious disposd.

| STORAGE AND DISPOSAL
—mmmmmewbyswmwwom
dumping is profibited. Do not rewse emply container. Pesticids disposal: This
its sotuions or rinsings from empty contamers, should be dispased of in a todet or service
slnkwwdv/ammorlnamw pesticides. Containey Gispasal:
Nonrefilable comainer. mmwwmmwwmlw
Claan containgr promplly aher emplying. Triple rinso as foliows: Emgly the remaining
contgrts into equipment or a mix Bk and drain fo¢ 10 seconds after the fiow
begins to drip. i the container % Rl with watey and recap. Shake for 10 seconds. Pour
firsats thto application equipment or a mix Gk or Store rinsate for kater use or disposal.
wnmnommrmmmmmmmwwmmr«ommm
Genersk: Consull Federa), Sune, or Local disposa) authorkies for approved attemative
progedures, such a5 limited open burninp.
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