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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

\,EPA e e Office Of Pesticide Programs

Ageney
MR 17 200
Cinda Bell

Regulatory Specialist F"_E cgﬁ%

Pharmacal Research Laboratories, Inc.
c/o SciReg, Inc.

12733 Director’s Loop

Woodbridge, VA 22192

Subject: Clidox-S Base
EPA Reg. No. 8714-8
Application Dated: February 17, 2010
Receipt Date: February 26, 2010

Dear Ms. Bell:

The following notification submitted in connection with registration under
the provisions of PR Notice 98-10, Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA) section 3(c)9 is acceptable.

Proposed Notification:
» Revised Storage and Disposal Statement per PR Notice 2007-4

Comments:

Based on a review of the material submitted, the following comments
apply:

This application for notification to revise the storage and disposal
statement, as referenced above, is acceptable. A copy has been placed in our
records for future reference.

Should you have any gquestions or comments concerning this letter, please

contact me at Henson.Wanda@epa.gov or call (703) 308-6345.
Wanda Y. Hensﬁ

Acting Product Manager (32)
Regulatory Management Branch Il
Antimicrobials Division (7510P)

Smcerely,

At



Please read instructions on reverse before completing forms ] Form Approved. OMB No. 2070-0060. Approval expires 2-28-95
n ' « .&d States .egistration | OPP identifier Number
\""EI)A Environmental Protection Agency Amendment
Washington, DC 20460 X | Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
8714-8 W. Henson
None i
4. Company/Product (Name) PM# EI D Restricted
Clidox-S 32
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
b)(i), my product is similar or identical in composition and labelin
Pharmacal Research Laboratories, Inc. ,fo_)() ye postt n9
562 Captain Neville Drive :
Waterbury, CT 06705 EPA Reg. No.
D Check if this is a new address Product Name

Section - li

Final printed labels in response to
Agency letter dated

DAmendment - Explain below.

DResubmission in response to Agency letter dated "Me Too" Application.

El Notification - Explain below. DOther - Explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section 11.)

Notification of label change per PR Notice 2007-4. This notification is consistent with the guidance in PR Notice 2007-4 and the requirements
of EPA's regulations at 40 CFR 156.10, 156.140, 156.144, 156.146, and 156.156. No other changes have been made to the labeling or the
Confidential Statement of Formula for this product. | understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false
statement to EPA. | further understand that if the amended label is not consistent with the requirementsiof 40 CFR 156.10, 156.140, 156.144,
156.146, and 156.156, this product may be in violation of FIFRA and | may be subjectto enforcement attion and penaities under sections 12
and 14 of FIFRA.

Section - 1li

1. Material This Product Wiil Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes : Yes Yes Metal
X | Plastic
No No No Glass
. j Paper
* [y : If "Yes" No. Per If "Yes" No. Per .
Cel"tlflC?tlon must Unit Packaging wgt. Container Package wgt Container Other (Specify)
be submitted 4 gal 4 | ,
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
. X | On label.
IZI Label D Container 1 gal, 4/1 gal, 5 gal, 30 gal, 55 gal On label accompanying product.
6. Manner in Which Label is Affixed to Product Litnograph E’ Other silkscreened
X | Paper giued :
Stenrciledv

, Section - IV _
1. Contact Point (Compiete items directly below for identification of individual to be contacted, if necessary, to procéss this application.)

Name Title Telephone No. (include Area Code)
Cinda L. Bel! Agent (SciReg, Inc.) - 1703/494-6501
Certification ' 3. Late Application
| certify that the statements which | have made on this form and all attachments thereto are true, accurate and complete. Received
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped;
both under applicable law.
2. Signaturek 3. Title
//’{,7(_%12/ % W Agent (SciReg, Inc.)
4. Typed Name 5. Date
Cinda L. Bell 2/2 3//0

EPA Form 8750-1 (Rev. 3-94) Previous editions are obsolete White - EPA File Copy (original) Yellow - Applicant Copy

(\3



SciReg Inc.

Science and Regulatory Consultants

February 23, 2010

Ms. Sherada Hobgood

Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202

Re: Notification consistent with PR Notice 2007-4
- Clidox-S (EPA Reg. No. 8714-8)

Dear Ms. Hobgood:
On behalf of Pharmacal Research Laboratories, Inc. (PRL), SciReg, Inc. is submitting a
notification consistent with PR Notice 2007-4 to update PRL’s Container Handling text
tor Clidox-S (EPA Reg. No. 8714-8). One copy of the label, with the changes clearly
marked, is included.
Should you have any questions, please let us know.

Sincerely,

Cinda L. Be
Regulatory Specialist

Enclosures

12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600
www.SciReg.com



LIDOX-S” BASE
(/EJE = _ W
A CHLORINE DIOXIDE STERILANT
FOR USE WITH CLINDOX=S" ACTIVATOR
BACTERICIDAL - TUBLRCUTOCIHDAL
VIRUCIDAL - TUNGICIDAT.
Stenilizing Level: CLIDOX-S 1 kells hacstena i
Clostridiem sporogencs ATCC 3335 and Becilfis subaitiie ATCC 19080 on covicannientid
1 sV

Eohhaied 13 Sudhing dnal spines of

surfaces .'l 3 Junus a

Disinfecting Level: CL. ll)O\ S diluted 1:18:1 kills vegetative bacteria including
Psewdermonas aeruginesa ATCC 15842 Swiphylococens aweas ATCC 6338, and Salmonelia
enterica ATCC 10708, pathogenic fungi/ ﬂ:d-np)-):ur. memiagroploites ATCC 9533),
vituses*, and Mycobacterium bovis ATCC 38743 {wberculosis bacterial in & minutes ac 20°C
x\l\en used.on p'Bclmned sutfaces.

ACT IVE l\J(.RLDlLl\ I
SOOI CIIBIE '+ e 0.85%
() THER INGREDIENTS : 99 15%
' 1 (‘mme’r

L Tuml

( \l TION. Scu flrst ald rmd pnc.lunnn.uy stalunuus on .uwnd p'mcl of l'abcl

‘**Thn pmducl anph lel\, mauw.llu Miniite \'|ru~ of \hu (P~m \
K : mmulcs m ?l SOC in the pn:s\nue ofl y

ffu HIV- u(mm
. surfuces.

v

lipxm:(, NO. 8714- g

PRECAUTIONARY STATEMENTS:
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

'

‘os, e skinn or on cleting, Wash thoroughly with sozp aad
i and before caseg, drinking., chewing gunt o wsing wbacco, Wash

seater wdter hadli
contaminated clothing belore rease.

Il i eyes: o Hold eye open and rinse slnwl)f;uxd '
gently with water for 15 =20 minutes.
o Remove contact lenses, if present,”
after the first five minutes, thei .
continue rmsing cyc.
¢ Call a poison mmrol center of docmr
for treatment advice. -

i swallowed; B ¢ Call a poison contral center or doclor:-
immediately for tréatment advice,
¢ Have person sip a glass of water if - .
__able 10 swallow. .
Do not induce vommn" unleqe lold to "
“do 50 by the pmson comrol center or. .




PESTICIDE STORAGE: Store in a cool dr) place in onf*‘uml cont.umrs.- A]\mysﬂv epl:i?:;. covers
PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be dz\poscd of on
st oratan approved waste disposal facility.

CONTAINER HANDLING (For containers equal 1o or less than 5 m!lons; b{on -refillable
cuntainer. Do not reuse this container to hold materials other than pcsucxdes or-dilute pestic ides.-
irinsate s Alter emptying and cleaning. it may be allowable to tempoxarllv tiold ru’mle or otha ‘
pestivide-reluted materials in the container. Contact your state regulatory agency to determine -
;lleu';tth practices 1 your state. Triple rinse container (or equivilent) ptomptl} after ¢ mplymg.
Triple rinse ax Tollows: Empty the remaining contents into application cquipmdm or & mix tank and
dradn tor O seconds alter the flow beging o drip. Fill the container V2 full w uh water and recap.
Shuke for 19 seconds. Pour rinsate into application equipment ora mix tank or \tou rinsate for
later use ar disposal. Druin for 10 seconds after the flow begins to drip. Rope‘lmhls proc;dun 1\»
maore Limes. Then offer Jor recyceling if available or puncture and dispose of in 2 sanitary landfill. or -
by incineration. or by other procedures allowed by state and local authorities. ’
CONTAINER HANDLING (For containers greater than 5 gallons): Non-refillable container. Do
not reuse this container to hold materials other than pesticides or'dilute pesticides (rinsate). After "
emplying und cleaning, it may be allowable to temporarily hold rinsate or other pesticide-related
Maleriais in the container. Conlact Your state regulatory agency to determine alfowable practices in
your state. Triple rinse container (or equivalent) promptly after emptying. Tupk rinse as foltows:
Emety the remaining contents into application equipment or a mix tank, Fill the container %4 full
with witer. Replace and tighten closures. Tip container on its side and roll it Mcl\ and forth,
crsuring at least one complete revolution. for 30 seconds. Stand the container an its‘end and tip it
hack and forth several times. Turn the container over onto its other end and tip;it back and forth
severad times. Emipty the rinsate inlo .1pphcut10n equipment or a mix tank or store rinsate for Luu .
use or dispusal Repeat this procedure two more times. Then offer for 1ecyclm° if m-mhbh, or’
puncture and dispose of in u sanitary landfill, or by incineration, or by other p:omdurex allow cd by
state aad focal suthorities

DILUTIONS:
STERILIZATION: Articles should be lhorou"hlv cleaned prior to treatment andimmersed in
CLIDON-S at a 1:3:1 dilution for 5 hours at 25°C. Mix with water as follows: Dilute 1 part.
CLIDON-S BASE into 3 parts tap water (20° - 30°C), then add’ Ip"trt CLIDO\ S ACTIVATOR,
making 3 parts total. CLIDOX-S ACTIVATOR must be used with CLIDO‘( S BASE. E\ampk
Pour 100 mis, CLIDOX-S BASE into 300mls. tap water, then add 100 mls. CLIDOX-S '
ACTIVATOR for a total of 300 mis. CLIDOX-S solution will appear pale yellow. Once mixed,
the solution should beused within 24 hours.

DISINFECTION: A 1:18:1 (1 part CLIDOX-S BASE into 18 parts tap water. then add | pzui
CLIDOX-5 ACTIVATOR) dilution may be used for disinfection at 20°C [01 minutes. (Once
mixed. the solution should be used within 14 days.) S

FOGGING DILUTION: A 1:5:1 dilution is recommended for use in ro«:auw/wu misting -
aperations @ sanitize smldus as an adjunct to'acceptable mamnl clumng and sanitization of -
roem surfaces. {1 part CLIDOX-S BASE into 5 parts tap wat:.r. thm add; 1 part CLIDOX:S
ACTIVATOR) dilution may be used for sanitization at ’700(3 for 5 mmulcs {Once mixed, the
solution should be used within 14 days.) ‘ v ;
INPORTANT: | L

Mix and let sit for 15 minutes before using.
' Page 2 of 4 _ 2/23/2010




H IS A VIOLATION 01* I'H)I:RAI IAW'IOIUSI ’lHIS@PR‘D CT
IN A MANNER INCONSISTENT WI THITS LABELING
STERILIZATION: | L
CLIDOX-SY solution can be used for the' \lcnh/alwn of hard nonporou nammate,:
environmental surfaces such as stainless steel, plastics (smh as: polvcwbonate polvvmyl
chloride, polypropylene, and polystyrene), tile, and glass. For use in laboratory’ animal .
breeding und research animal quarters for controlling Lroxs-c.(mtdmmauon “of
microorganisms infectious (o these animals and humans from treated surfaces.

Clean articles thoroughly prior 1o treatment and immersion in CLIDOX- S(‘S at-a’1:3:1
dilution for 5 hours at 25°C. Lumen of any hollow instrument must bc ﬂushccl a'nd filled
Ascptically transfer the treated articles to a sterile bl'lLlOSLd c,omdm:.r Tor. Alr drv‘,,
Judgment of the user according to mdmdual techniques; may 1equ1r\, rm.smd with steril
water as an alternative 1o air drvm0 SRS "1

DISINFECTION: TR
CLIDOX-$® solution can be used at the 1:18:1 dilution for 5 minutes at 50”(‘ for. the
disinfcction of hard, nonporous, inanimate, environmental surfaces sggh as stainless slu,l
plastics {such as: polycarbonate, polyvinyl chloride, polyprop)lene, and pol}mrene) tlle
and glass, [nstruments can also be dutonlammalcd ‘wilh this produc.t prjor 10, stcnhmuon
For use in laboratory animal breeding and research animal quarters for contro]lmn Cross=
contamination of microoreanisms infectious to these animals and hum'ms ‘from trcated
surlaces. Also Tor use in laboratories, dental and medical nlﬁacs hoxpxla]\ and uth::r
health care facilinies.

This product is not 1o be used as a terminal sterilant/high level di&infe’ctam on any surface
or mstrument that () is introduced directly into the human body, enhc,r nto or in contact
with the bloodstream or normally sterile areas of the body, or: (7) contdcts mtdct muco 3
membranes bul which does not ordinarily penetrate the blood b'tmernor ¢ the‘rwlsg,e
normally sterile areas of the body. This product may be used to preulean or d&, ont'unmate
critical or semi-critical medical devices prior to sterilization.

¢

Kills HIV=T1 {AIDS virus) on precleancd environmental surhmcs/objcus pr"_jlously smlcd
with blood/body Huids in health care settings or other settings in which’ there' is an

expected likelihood of soiling of inanimate surfaces/objwts with blood/bodv fluids, and
in which the surfaces/objects likely to be soiled with blood/body ﬂmds can bu dbe(,ldt(,d
with the potenual Tor transmission of Human lmmunodclluenw Vzrus'l’yp‘e 1 (HlV—l)“
{associated with AIDS). ;
SPECTAL INSTRUCTIONS  FOR CL E.\\’I\TG o AND .
DECONTAMINATION AGAINST  HIV-1 = (AIDS" \ lRUS) OF
SURFACES/OBJECTS SOILED WITH BL OOD/BODY FL UI[) '

Page 3 of 4 o L 2/23/2010



durmU decontanunatlon procedures A
Cleaning Procedures: Blood/Body - fl\ ds .
xllrmces/objecr\ before dppllcmon of thlb product

Im a mnmum 0( ll\ mmutu

FOGG 1‘\’(, DI REC'I‘IO\’S

\[)LUI]L (Jmcu(ms lmm the {ogéu S mcmuhic.lurc X A\'Lll\c sure cnough (,h(_mmal i plau.d?
in the reservolr 10 complete the job. Remember when determining the size of the room,-
mulnp]\ Iennrh X hewht X wndth Pl..lce fo ger m a centml,,unobstructed locatxon boe

}\O water within 8-hours of dpphcatlon to reduce the posslblhty of corrosnon
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