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Surgikos, Inc,
P.0O. Box 130
Arlington, TX 76010 FEB - ¢ 1969

Attention: Walter J. McQuade
Gentlemen:

Subject: Cidex Plus 28 Day Solution Section II
EPA Registration No. 7078-14
Your Amended Application Dated March 14, 1988

The amendment referred to above, submitted in connection with
registration under the Federal Insecticide, Fungicide, and Rodenticide
Act, is acceptable provided .that you:

1. Make the labeling changes listed below before you release the
product for shipment bearing the amended labeling.

a. Refer to the enclosed Efficacy Evaluation and Technical
Efficacy Review - II, and revise your labeling in accordance
with the labeling comments outlined there.

b. Refer to the enclosed document "Label Requirements for
Antimicrobial Pesticides Used on Hard Surfaces Against HIV-1%
(AIDS virus)"™ for EPA's current labeling policy for efficacy
claims. Your labeling must be revised in accordance with the
requirements outlined in this policy notice,

¢c. Revise the referral statement to read:

See right side panel for additional
precautionary statements.

d. Delete the term "General Classification™ from the labhel,

e. Revise the statement "Hazards to Humans®™ to read "Hazards to
Humans and Dowmestic Animals."

f. Refer to the PR Notice 83~3 for the appropriate storage and
disposal statements,

54701:1:Leavy:LL-07:KENCO:12/20/88:02/03/89:aw: V0 :EK: AS

CONCURRENCES

SYMBOL

SURNAME

DATE

........................................................................................

.........................................................................................

EPA Form 1320-1 (12-70) OFFICIAL FILE COPY

‘“




—2-

2, Submit five (5) copies of your final printed labeling before you
relecase the product for shimment.

Your release for shipment of the product bearing the amended
labeling constitutes acceptance of these conditions.
‘.'.'.: ;_'..".- T,

A atamped copy of the labeling is enclosed for your records.

Sincerely yours,

John H. Lee

Product Manpfjer (31)
Antimicrobial Program Branch
Registration Division (TS-767C)
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wowele Steriizing and Disinfetting Solution
Q Rapid-Acting / Non-Stalning / Nén-FI:uiting. "
Sporicidal Tubetculocidales o, .*°
Virucidaly Bactedcidal . ¢ . 3.
Fungicidal Pssudomonacidal *.* °o°

ESPECIALLY FORMULATED FOR REUSE

Iyenommis 28 day solution

Attive IMprodigm NOTE = ANochual vind
........ A% must be aiided 5 solution
nart ingradients ...... ... L% hin product ib sfeclive.
Tolsl...... T S00 Divectins for Activiiing.
Keep out of reach of children.
i DANGER: See right side pane! for precautions
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For complets saritization or disinfaction of medical instruments and squIDMent, INOUDAY claen, rings and mugh sy cbjelts
before immeraing n CIDEX PLUS® 38 Dey Solution. Cleanss and rinse the lumens of holiow instrurments. befors Hiling with this
solution,

DIRECTIONS FOR ACTIVATING:

Add conents of aitached visl 10 this CoRtainer. Shake, olulion is mady 10 USs. WA SCIVISD, SOILON CASAGSS DI 19 praen.

In adidition 10 the Slanderd bicburien ohaliengs, This product hes siso GeMONsirsied $MCACY In the preasnce of 2% wgenis SoN
contamination duting reuss. This solvtion mey b weed snd mused for up 10 28 doys afer sctivetion. De npt yes astiveted splstion
boyond 28 deys. Efficacy of this product during its uae-lile can be veriied by the CIDEX PLUE 28 Day Solution Etlectiivenses Tast Kit.

DIRECTIONS FOR USE:

Ganaral Clagsilication: K is & vicistion of Federal Law 1o use this product in & manner inconsislent with iis lsbeling.
For mpasted ues in manus! uchet and ray} sysiems.
Disinjaction: Immarse compieisly for & minkmum of 9 minutes at 20°C or higher 10 desiroy vegetative orgeniems inchuding
Pasudomonas serupinses. pathogenic fungl. and viruses Pelievirue Typs |, Adenevires Type 2; Herpes simpiex Type 1, X iInflusnza
Add: BIV-1; (to Typs A (WESI33]; Vactink; Corentvirus, Cylomageiovirus; Rhingvinus Type 14; Caxsackitvirgs §-1) on ingnimate surfaces. To
destroy Mycsbacterium tubsrculssis on INanimale suriaces, check and Nsumn thai sohstion tempersium iy 25°C, before
be added after Immersing compietely for 8 minimum of 20 minules. Remove aquipment om the sokutlion and rines thomughly.

Herpes Simplex - Startiization: immerse equipmant compistely for a minimum of 10 heurs 8t 20°C or highet 10 destroy resistant pathogenic spores

Type 1,2:) ummmmuwummmummmwmm
Y 143 horoughly with stirile waler.
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PRECAUTIONARY STATEMENTS
DANGER:

MAZARD TO HUMANS
FOLLOW ALL LABEL DIRECTIONS

Provent CONACT wilh ves Dy YNNG §7¢ DICICRON when ASNGING OF POLUSING
m—cmmmmbmunmmﬂdmumw
MGty BAY H8T INGCLCE! BWSNNEN.

Mpgeshon = Noaniw! ¥ seelowsill Aviu! CONATMMBLON &f food.

INRRIMNSN — AvEnD SDIAAOE. OB i vaniSIs0 MFea.

Shin = Aveif Sk gonerl 88 POSLIDIY O BONSACIION St Coan Couse siin irrikateon. For
SN QOMLACST. WREN INDIOUGINY With wiier. (et MethCa! ATENNON i INISRON OOCUMN.

STORAGE AND DISPOSAL:

Kobp it & anol placs. Trok NNEe SMPty COMLEET Wt WL SND GROORS Wt BN NGNS IO OF
NG ADDMOVET 107 PESHICIGE COMMINGTS .

Eopecially ecommended ler stertiization or disinlection of .. .

RudDef, MaSt BIASHC " *, QIESS Of METBINC ODIECTS OF INBIrUMBNts SUCh A4: SNOEthesis and
FORPIBIONY IHTRDY SQUPRENt, NONENBSD JUIGICEl INSITUIMENtS Snd IMITROMSSTS.

CONTENTS ONE GAL N28 FLUD 02}
MADE I USA

PAT MDD &4 T

CONTROL NUMBERN DN BOTTOM
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DANGER: Contact with ayes
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Activator Vial :&m&wﬁl‘:

PAT, NO. 4,438,758 *es’
For Use With One Gallon CONTROL NUMBER ON BEOH
Container CINEX PLUS, o3
28 Day DISTRUTED BY. »2
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