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OCT 29 2003

Micro-Scientific Industries, Inc.
1225 Carnegie Street _ u - -
Rolling Meadow, IL 60008

AGENT: REGWEST COMPANY
3056 Rocky Road
Greeley, CO 80631-9375

{ Attention: Kim Davis, CC, APC, Manager
Consultant/Agent

Subject: Opti-Cide 2
EPA Registration No. 70144-1
Amendment Dated September 15, 2003

This will acknowledge receipt of your notification for the following additional brand name,
submitted under the provisions of FIFRA Section 3(c)(9). Based on a review of the submitted
material, the following comments apply.

Additi Name
Opti-Cide 3

The notification is in compliance with PR Notice 98-10 and is acceptable. This information
has been made a part of your file. '

If you have any questions concerning this letter, please contact Martha Terry at (703) 308-

6217.
Sincerely
NS,
~ Marshall Swindeil
Product Manager (33)
Regulatory Management Branch 1
concurrendmtimcerobials Division (7510C)
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Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0053. L/

i . . P tifier Numb:
] United States_ 3 Registration QPP Identifier Number
Environmental Protection Agency .
1200 Pennsylvania Avenue, N.W. Amendment
Washington, DC 20460-0001 Other
_ Application for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
EPA Reg. No. 70144-1 Marshall Swindell

4, Company/ Product (Name} PM # 5] )

Opti-Cide 2 13 Mone D Restricted
5. Name and Address of Applicant {Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section
Micro-Scientific Industries, Inc. 3(c)(3)(b)}()) my product is similar or identical in composition and
c/o RegWest Company, LLC labeling to:
30856 Rocky Road
Greeley, CO 80631-5375 EPA Reg. No. -

O Check if this is a new address Product Name

Section - i

3 Amendment - Expiain below. B Final printed labels in response to Agency letter dated 07/22/03
D Resubmission in rasponse to Agency letter dated D “Me Too" Application.
] Notification — Explain below. O other- Explain below.

Explanation: Use additional page(s) if necessary. (For Section | and Section I1.)

Submit additlonal brand name and label revision notification per PR Notice 98-10.
The additional brand name is: Opti-Cide-3

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR § 152.46, and no other changes
have been made to the labeling or the confidential statement of formula of this product. | understand that it is a violation of 18 U.S.C.
Sec. 1001 to willfully make any false statement to the EPA. | further understand that if this nofification is not consistent with the ferms
of PR Notice 98-10 and 40 CFR § 152.46 this product may be in violation of FIFRA and | may be subject to enforcement action and
penalties under sactions 12 and 14 of FIFRA.

Section - HI

1. Material This Product Will Be Packaged In:

Child Resistant Packaging | Unit Packaging Water Soluble Packaging 2T ype of Container
D Yes* D Yes D Yes o MEta_l
D D D O Plastic
No No NO D Giass
“Certification must | If 'Yes" No.Per | If"Yes’ No. Per O Paper
Unit Packaging Wgt. Contai Packaging Wgt. Contai
Ye submitted nit Packaging Wg | ontainer ackaging Wg | ontainer 3 Other (Specfify):
3. Location of Net Contents Information 4. Size(s) Retail Container 5, Location of Label Directions
8 through 2V gall 00 onLatel
i ounces throu allons
D Label D Container 9 *9 D On Labeling Accompanying Product
6. Manner in Which Label is Affixed to Product D Lithograph D Stenciled
D Paper glued D Other
~ Section - IV
1. Contact Point (Complete itoms directly below for identification of individual to be contacted, if necessary, to process this application).
Name Title Telephone No. (Include Area Code)
Kim Davis, CC, APC, Manager Consultant/Agent (970) 353-0611

Certification 6. Date Application
| certify that the statements { have made on this form and ali attachments thereto are true, Re"?gf: mped)
accurate and complete. | acknowledge that any knowingly faise or misleading statement may be { P
punishable by fine or imprisonment or both under applicable law.
2. Signature 3. Title

P Consultant/Agent
4. Typed Name~ N 5. Date
Kim Davis, CC, APC, Manager September 15, 2003 ]

TEPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete.




Medical / Swrgical s Dental Equipment
Disinfectant Cleaner & Decontaminant

Bactericidal « Fungicidal » Virucidad™ » Fuberculocidal=~

ACTIVE INGREDIENTS:
n-Alkyl {60% Ct, 30% Cis, 5% Ciz, 5% Cas) dimethyl benzyl ammonium chloride. .. ... ... 0.154%

n-Aklyl (68% Ci2, 32% Cu4) dimethyl cthylbenzyl ammonium chlonide................ ... 0.154%

Keep Out of Reach of Children
CAUTION

See back panel for additional precautionary statements

Manufactured for:
MI@ E
SCIENTIFIC _

INDUSTRIES, INC, -

Made in the US.A.

Net Contents: 1 U.S. Gallon / 3.785 Liters

PRECAUTIONARY STATEMENTS
Hazards (0 Humans snd Dootestic Animals,
CAUTION: Harmful if inhaled or absorbed through skin, Canses moderate cye imitation
Avoid breathing vapors and contact with eyes, skin or clothing. Wash thoroughly with soap
and water afier handling. Remove contaminated clothing and wash clothing before reuse.

First Ad
Move person to fresh air. I person is not breathing, call 911 or

1f Inbaled
an ambulancs, then give artificial respimtion, preferably by
moeuth-to- if possible .
If o Skiz or Take off comaminated clothing. Rinse skin immediately with
Clathing pienty of water for 15-20 mimdes.

Hold eye open and rinse slowly and gently with water for 15-20
If i=m Eyes minutes. Remove contact lenses, if preset, after the first 5
nminutes, then continue rinsing eye.

Call a poison control center or doctor for treatment advice. Have the
product comiainer or label with you when calling a poison control cesiter or
doctor, or going for reatment. You may also contact 1-800-255-3924 for

Physical or Chemical Hazards
Do not use or store neae heat or open flame,

EPA REG. NO. 70144-1 EPA EST. 1130-11-1
ORDER NO: OCP04-128

Manafactured for:
Micre-Scieatific Industries, Inc.
1225 Carnegic Street

Raolliag Meadows, 1L £0008 11SA
‘Telephane: 1-388-253-2536
www.epticide.com




DIRECTIONS FOR USE
1t is a violation of Federal law 1o use this product in & manner inconsistent with its labeling.

Opti-Cide-3 effectively kills the following micreorgasisms st room temperature (60°F/20°C)
with a 38 second comtact time: * Herpes Simplex Il Virus (HSV 2) G Strain, *Human
Immunodeficiency Virus (HIV-1)(associated with AIDS) and *Influcnza Virus Strain A 2/Hong Kong,
aad effectively kils the following microorganisms st room tempernture (60°F/20°C) with 2 3
minute contact time:, **AMypcobacterinm bovis BCG (tuberculosis) (TB), Stupinlocaccus anrcus
ATCC 6538, Frewdomonas aerugimesg ATCC 15442, Salmwardlla cholereesmis KTOC 10708,
Trichophyton mentagrophytes ATCC 9533,* Hepatitis B Virus (HBY), *Hepatitis C Virus (HCV),*
Rhinoviras ATCC,VR-286 and *Polio | Vinus ATCC VR-58.

Description: Use where control of the hazards of cross-cortamination is of concem. Opti-Cide-3 is
particultarly effective in: medical facilitics, hospitals, surgical centers, isolation units, nconatal
intensive care units, EMS/paramedic mmits, plasma phorests centers, labomatories, dental offices,
operating rooms, emesgency rooms, morgues and other areas where the control of cross contamination
is important.

When used as directed, Opti-Cide-3 effectively clcans, decontaminates and disinfects hard non-porous
environmental sorfaces such as; medical equipment surfaces/devices, ophthalmic equipment
surfaces/devices, dental equipment sisfaces/devices, anesthesia equipment surfaces, infast care
cquipment (bassinets, incubators, warmers), laboratory equipment/surfaces, operating room
lighis/tables, oxygen hoods, physical therapy equipment (such as empty whiripool tanks), gonial
lenses, tonometer tips and other hard non- environmenial surfaces including those made of
plastic, ( such as: polycarbonate, polyvinyl chloride, polypropylene and polystyrenc), vinyl, stainless
steel, painted surfaces, Plexiglase and glass.

HIV-1 Precantions: Opti-Cide-3 effectively inactivates HIV-1 on pre-cleaned environmentat
surfaces/objects previousty soiled with blood/body fluids in heaitheare or other seitings in which there
is an expected likelihood of soiling of inanimate surfaces/objects with blood/body fluids and in which
the swifaces/obiects can be associated with the potential for transmission of the human
immmodeficiency virus Type-1 (HIV-1) associated with AIDS. Special instructions for cleaning
and decontamination against HIV-1 of surfaces/objects solled with blood/body fluids: Personsl
Profection: Wear appropriate barrier protection such as gloves, gowns, masks of cye coverings.
Clesning Procedure: Blood and other body fluids must be thoroughly cleancd from surfaces/objects
before disinfection. Contadt Time: While the HIV-1 virus is imactivated in 30 seconds, allow the
surface 10 remain wet for 3 minutes prior fo wiping Infections Materinls Dispossl: Cleaning
materials used that may confain bloodbody fluids should be awtoclaved and/or disposed of in
accordance with local regulations for infectious materials disposal.

SURFACES:
Cleaning: Prior lo surface disinfection, clean surfaces by saturating suzfaces with Opti-Cide-3 and
allowing surfaces to remain wet for 30 seconds; then wipe clean  using o fresh paper of dioth towel,
Repest, if necessary, until surfaces are visibly clean. Make sure suifaces are free of el gross lth and
heavy soil. Discard paper towels or launder cloth lowels before reusing.
General Disinfection: Re-apply Opti-Cide 3 by sponge, cloth or spray 1o pre-cleancd surfaces. Allow
surface Lo remain wet for 3 minutes at room temperature (69°F/ 26°C) then wipe dry using a chean paper or
cloth towel. Discard paper towels, o launder cloth towel before reusing.
INSTRUMENTS:
Forlheul’m-Clnnhglmr--m Decontamiaation Saray: Place instnsnents into snitable
container, Thoroughly spray instrament surfaces with undiluled Opti-Cide-3  to thoroughly drench
ﬂnfwcs_:\liownﬂnmmtshremnchFWJmm thoroughly rinse, then follow with the
approjriate terminal cleardng and sterilization/disinfection process.
For Use as Pre-Cleaning Iwstrument Decontamination Soak Selution: Fill approprisely sized
comtainer with a sufficient amownt of usdiled OptiCide-3  to allow for complete subweersion of
instruments /devices. Place instruments/devices into solution and allow 1o soak &1 room ewperature
{69°F./20°C). for 3 minutts, then remove instruments/devices and rinse. Follow with the appropriate
cleaning and disinfection or sterilization process. Change solution as needed, i.e., when the solution
pecomes diluted or visibly soiled.
For Use as an Ultrasonic Decontamination Cleaning Solutien: Place instrumenis/devices into the
Opti-Cide-3 pre-filled uitrasonic unit. Activate unit to operate for 3 minutes. When unit shuts of_ remove
instruments/devices and thoroughly rinse. For critical and semi-critical instruments/devices follow
decontamination with an epproprinte sterilization or high-level disinfection process as required
For Use as au Instrument/Device Disinfection Selution: Clean instruments/devices 10 remove otpanic
soil, then rinse and rough dry. Flush lunens of hollow instneneats/devices befote filling with solution or
imnersion. (mmerse instruments/devices imo wndiluted OptiCide-3 solution and alfow %o soek for 3
minutes atroom temperature. Remove and rinseor wipe instruments/devices dry.

This product is ot o be wsed as a ierminal swritiant or high-level disinféckant on any surfoce or fnsirsment thot (1) iy
tntrovced directly hmﬂehmmhbg either intoor in cotsoct with the Moodsmean or iovmetly sierile arom of the body,
or (2 intoct dut which does not ondinarily pencirate the bload barrier or oierwise enrer
sterife areat of the body. This product may be wsed 1o pre-cleor or deconiomingse critical cind semi-critival medbiopl devices
prior to Stevifizotion or high-level disinfection.

STORAGE AND DISPOSAL
Do nol contaminate food or feed by storage or disposal. Storage: Store in cool, well ventilated ares.
Product Dispesat: Unused product may be discarded by pouring down the drainand flushing desin with
wader. Contaimer Disposal: Triple rinse empty container, then offer for recycling or reconditioning: or
puncture and dispose of in a sanitary landfill; or incinerate; orif allowed by state and local mahorities,
dispose of by bumning. 1f burned, stay out of smoke.




