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Frederick T. Smith, Agent 
Pharmacal Research Laboratories, Inc. 
% SRA International, Inc. 
1850 M Street NW, Suite 290 
Washington, DC 20036 

Dear Mr. Smith: 

Subject: Clidox-S (EPA Reg. No. 8714-8) 

PROTECT~ON AGENCY . ' ... , . 

:; ".. ~JO )1'8 ·d~":· 

. SEP 11 1998 

Confidential Statements of Formula and Label Amendments 
Correspondence Dated August 3, 1998 

The basic and alternate Confidential Statements of Formula (CSF) are 
acceptable for the above product and supersede all previous CSFs fex the product. 

On the base label the term "Ingredient Statement" is not needed and shoukl be 
deleted from the label. 

On the activator label the entire ingredient statement should be deleted and 
replaced with the statement "contains organic acid 10%". One product may not have 
two different ingredient statements. There is only one active ingredient in 1his product 
"sodium chlorite 0.85%". 

Stamped copies of the labels are enclosed for your records. Should you have 
any questions or concerns, please call (703) 308-6418. 

Sincerely Yours, 

~~~ 
Kathryn Scanlon 
Product Reviewer 
Team 32 
Regulatory Managemem Branch 1/ 
Antimicrobial Division (1504C) 

7510W:K.Scanlon:ks:09115/98:CLlDOXS1.LTR 

CONCURRENCES 
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C~IDOX-S® 'BASE 

A CHLOlUNE DIOXIDE DISINFECT ANT 
FOR USE WITH CLIDOX-S" ACTIVATOR 

BACTERlCIDAL-TUBERCULOCIDAL 
VIRUCIDAL - FUNGICIDAL 

1Ji&lnl\l"llnl! I.._Y~I' CI..IIJUX·~" ~Ihll~" I, IU: I 
kill. YosetntiYe bncterln Incllldins 
P.'.'II/amana., a.rulllno.fa. Stfll'IIyl(JcIJCCII.f 
aureus and Salmonella choleraesuls. pathogen­
Ic/ungl andvlruscs' in 5 minutes at 20'C, and 
Mycobacterium bovis in 5 minutes at 20'C 
when used on precleaned surfaces. 

CLIl.lUX-N"' 1 •• 1""1'''01 dl,llIro",.,,, 
lullnble for Uie In ftnill1ft breeding 
qnnrlcra, 
If I ijIlHQIIU.'I' 8 i /11 !ihLiiJ' 
ACTIVE INGREDIENT 
Sodium Chlorite ................... 0.85% 
INERT INGREDIENTS ..... 99.15% 

Iota I. ....... 100.00% 
CAUTION: See back panel for precautionary statements. 

tThI. product completely Inactivates Herpes Simplex Type 2, Polio Vlms lyre I, And lIuman Immun­
od,nolonoy Virus Typo l(lUV.I)( ... oolo'od wllh "lilA) whon dllulOd I, II: loll millul ••• 1 'O"c Oil pro.I •• II." 

surfaces. 

EPA REG. NO. 8714-8 EPA EST. NO. 8714-CT-l 

CLlDOX..se BASE is recommended for the decontamination of instruments prior to sterilization or high level 
disinfection. It is recommended for the disinfection of surfaces such as stainless steel, aluminum, plastics(such as: 
polycarbonate, polyvinyl chloride, polypropylene, polystyrene), tile and glass. For use in laboratories, dental and 
medical offices, hospitals, and other health care facilities. Also for use in laboratory animal breeding and research 
animal quarters for controlling cross·contamination of microorganisms infectious to these animals and humans 
from treated surfoces. 

CAUTION 
KEEP OUT OF REACH OF ell/LOREN 

FOR PROFESSIONAL USE ONLY 

NET CONTENTS: 

ACCEPTED 
with CoMMENTS 

in EPA Letter Dated: 

SEP I( \\J8\J 
\lM~r 1M f'Ild@rAlln_llclde, 
II -Ic\n, ftlld \lodUllllcldo 1\01 1I 
ii' ~,\, tor \hu llt.1t!tlc:trid, 
\ :"L,lL:aerod unoOT EPA Rae· No. 

C\, 1'\ l\. '\, 
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DIRECTIONS FOR USE 
IT IS A VIOLA T!ON OF FEDERAL LAW TO USE THIS PRODUCT 

IN A MANNER INCONSISTENT WITH ITS LABELING 

DILUTION: A 1:5:1 dilution may be used for hospital disinfection. Mix with water as follows: Dilute 1 
CUDOX·S· BASE inio 5 parts tap wale, (2OO·30'C), then add I part CLIOOx"·S "CTIV"TOR, making 
total. ACTIVATOR must be used with CLlOOX®--S BASE. Example: Dilute 100 mls. B"SE into SOO mls. 
WilIer, then ndtl 100 mls. ACTIVATOR for a 700ml. (otal. CLlDOX·Se lolutlon ma)' Vtpear tlear or pale 
• Ittl·~ Itth~ll, Ih~ _11111111111 ~htlllhi ,,'" u_1oi11 wllhln H \l11I1I1i" 1\ I illi 1( 1 IHU' (jhIOO)c~. """tilnl'" 1M 
"",cr,lh," .,1011 part C~IDOX·S~ "CTIVATOR) dillliion may h. u.cd for dllinfectlon ftllO'C for l 
(On,'. 1111,,,1, Ih. ,,,lull"l1 .hlllll,l h. lI.ed within 14 dAY',) . 
IMI'()JI'I'ANTI MJI.nd 1t,.JJ f", J~ nllnu,,. brIo,. 1I.lnl. 

IU>:CONTAMINATION OF INSTRUMENTS: Equipment should be dismantled, If possible, 
henvy ,oil "nd gro!! debrl •. Moderate amounts of orSMle loll will not lower the emeleney ofCLIDOX·S·, 1 
Soaking is the best method of application, however, the solution may be applied by any convenient means(mi 
cloth, sponge, etc.). The surface, instrument or apparatus should be thoroughly wet with solution. Lumen of: 
hollow instrument must be flushed with CLiDOX-S" solution and allowed to soak for S minutes. Rinsing is 
Ilecessnry aner treatment. 

Kills IIIV·I (AIDS virus) on preeleaned environmental ,u,races/objects previously lolled wllh blood/body 
In henllh CAre selllna' or other Jettlna! In which there I, an elCpecled likelihood orlolllni or Inllnlmn(e 
.u" ... s/obJe," with bloodlbody Iluld •• and In whloh Ih •• urfllllOliobJeotlllkely 10 be lOlled with blood/body! 
nuids can be associated with 'he potenUal for the1ransmlsslon of Human Immunodelleleney Virus Type I 
(IllV-I) (associated with AIDS). •. 

SPECIAL INSTRUCfIONS FOR CLEANING AND DECONTAMINATION AGAINST H1V-l (AIDS 
VIRUS) OF SURFACESIOBJECfS SOILED wrrn BLOODIBODY FLUID: 

Personal Protection: Disposable latex or vinyl gloves, gowns, face: masks, or eye ~verings as appropriate ri 
be worn during all cleaning of bJoodIbody fluids and during "decontamination procedures. : 

Cleaning Procedure!: Illoodlbody Ouids must be thoroughly cleaned from surfaces/objects before appllcatid 
disinfectAnt. • 

Contact Tlmr: lllV·I(AIDS virus) Is inactivated after a conlact time of2 minutes at 2.sDC (room temperature" 

m'I .... 1 01 l.r",lou. MAlerl.l, Dlood/body fluids Ihould b. aUloclaved and dlJpoted of aceordlng'o 
stale, and local regulations for infectious waste disposal. 

ff.. \ 
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PRECAUTIONARY STATEMENT: 
HAZAIUlS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: Harmful if swallowed. Do not get in eyes, on skin, or on clothing. 
FIRST AID: If in eyes: Flush wilh plenl)' of waler. Get medIcal alIenI/on, If swallowed: Drink promplly a large 
quantity Orwalcr. Gel medical attention. If on skin: Wash with plcnty of soap and water. Gct medlenl attention. 
Conlamlnnted clo/hlng "l(1ul" be wl1.dted befo((! fe""'e. 

This product Is not to be used as a (erminal slcrilanflhlgh level disinfectant on any surface: or inslnlmc:nt that (I) is 
Introduced directly into the human body, either into or in contact with the bloodstream or normally sterile areas of 
(ho btHJy, af (2) Ctmlnefll Infncf ItIl1tlt1l1. n1CilUhtnllCli hili which dOCiIi ntH "rdlnnrU), tnmoltnfc (he hlnod hntflt'lf lit 
otherwise entcr normally sterile areas oflhe body. This product may be used to preclean or decontaminate critical 
or semf-eritleal medical devices prior (0 sferilization or high level disinfection. 

STOltA(J1t AND DISI'OSAL 

Do nol Qonlamlnalt WIllI, Ibod Of t'!@d by IIOflg. 01 dllpo!!!. Slor! In Qool dry plilll! In Ih! ori~ln!ll!OnIRinNi, 
Always replaee coven. Keep upright 00 not reuse emply conlalner, Triple rinse empty oonlalner with waler, 
Then orrer for reconditioning or puncture and dispose of in sanitary landfill. or by other procedures approved by 
Slale and local authorities. 

Pbyslull Cbemluillnards 
Long-term exposure wiJJ corrode carbon steel. Solution may bleach clothing. Use in ventilated areas. 

For chemical emtrgency, call CHEMTREC at 1...900-424-9300 

Rl1~tl!\~59J animal environmental control products 

33 Great Hill Rd, NlUgatuck.Ct 06770 
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CLIDOX-S® ACTIVATOR 
A CHLORINE DIOXIDE DISINFECTANT 

FOR USE WITH CLIDOX-S~ BASE 
BACfERICIDAL-TUBERCULOCIDAL 

VIRUCIDAL - FUNGICIDAL 

Disinfecting Level: CLIDOX-S~ diluted 1:18:1 
kills vegetative bacteria including 
Pseudomonas aeruginosa, Staphylococcus 
aureus and SalmoneJla choleraesuis, pathogen­
ic fungi and viruses 0 in 5 minutes at 20'C, and 
Mycobacterium bovis in 5 minutes at 20°C 
when used on precleaned surfaces. 

CLIDOX-S~ is a hospital disinfectant 
suitable for use in animal breeding 

qu 
IN 
ACT! 

... 10.0 % 

.. 10.0 % 
90.0% 

100.0% 

-This product completely inactivates Herpel Simplex Type 2, Polio ViruJ Type I. and Human Immun­
odeficiency Vim' Type I (HIV-l)( ... oci ..... with AIDS) when dlMed 1:18:1113 mlnulea.t 2O'C on prccle.ned 

lurflce •. 

EPA REG. NO. 8714-8 EPA EST. NO. 8714-CT-I 

euoox.s· ACI'I'IVA TOR 1.lt!C<lft",,,"dl!<l fill II .. dtc."lIlHlftlll ... Oflft.II1IIt ... 1.i pli., 10 ,1.,111 .. 11011 ... hl.h 
level dl.lnfcctlon. II i, recommended ror the dlllnrcction of.urfaceillach II ltainlcllilleel. ,,)uminl-un. plalillclI(liouch 
as: polycarbonate, polyvinyl chloride, polypropylene, polystyrene}, tile and glass. For use in laboralories. dental and 
medical offices, hospitals, and other health care facilities. Also for use in laboratory animal breeding and research 
animal quarters for controlling cross~ontamination ofmicrootganisms infectious to these animals and humans from 
treated lurfll\:CI, 

CAUTION 
KEEP OUT OF REACII OF ell/LDREN 

FOR PROFESSIONAL USE ONLY 

NET CONTENTS: 

ACCEPTED 
willi ClOMMI!N'l'1I 

In EPA Letter Dated; 

SEP 17 1998 
Under the Federal insecticIde, 
I\malcldo, nnd Rodonticlde JIoI A • 
.,,,anc\,,", ror U,n pOItlcldo, 
,eglBlered under EPA Reg. No. 

'tTl</-- ~ 
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DIRECTIONS FOR USE 
IT IS A VIOLATION OF FEDERAL LA W TO USE THIS PRODUCT 

IN A MANNER INCONSISTENT WITH ITS LABELING 

DILUTION: A I :5:1 dilution may be used for hospital disinfection. Mix With water as follows: Dilute 1 part 

CLIOOX-S® BASE into 5 parts tap water (200-300c), then add I part CLIDOX-S· ACflVATOR. making 7 

total. ACTIVATOR must be used with CLlOOX_SiI) BASE. Example: Dilute 100 mls. BASE into 500 mls. tap 

water, then add 100 mls. ACTIVATOR for a 7ooml. total. CLIDOX_Sill solution may appear clear or pale 

Once mixed, the solution should be used within 24 hours. AI: 18:1{l part CLIOOX-SiI) BASE into 18 parts tap 
water, then add 1 part CLIOOX_SiIl ACTIVATOR) dilution may be used for disinfection at 200C for 5 minutes. 
(Once mixed. the solution should be used within 14 days.) 
IMPORTANT: Mix .nd let sit ror 15 minutes bdore using. 

DECONTAMINATION OF INSTRUMENTS: Equipment should be dismantled. if possible. and rinsed free of 

heavy soil and gross debris. Moderate amounts of organic soil will not lower the efficiency ofCLIDOX.SSl 
. 

Soaking is the best method ofapplication. however, the solution may be applied by any convenient means(mop, 
cloth, sponge, etc.). The surface, instrument or apparatus should be Ihorouahly wet with .olutlon. Lumen of any 
hollow In8ttUnlCilt mliAt he flushed with CLlOOX-S· lolullon Ind allowed to loak ror 5 mlnule •. Rlnalnal. not 
neC(llnutry aal\C'r tr(laatmcnl. 

Kill. HIV-I(AIDS vi",,) on prccleancd cnvironmonlll.urfaceoiobJecta prevloully acned,wllh bloodlbody nuld, 
heal'h c.,. .. lIinS" or .. her IOIl/nl' in which lhere II an e.poelcd likelihood or .. lIIn, orlnlllimall.urticulobjo 
willi hllltltlAKlily fluhh" .. ,\II In whl"h III, 1"l"l\wNIpl\lttP"lllusly ,I) \tel. auUI'tI wt"' bt~ nutdl OM bt ~ 
associated with the potential for the tran.miuion of Uuman ImmunodeficioRC), vtNl.'f1po t iO ..... n ~--- _L._ .. ' 

wilh "'PS) \;,<'A~';'~'· 

SP':CIAI. INS1'IIIfCTlONS FOR CLEANING AND DECONTAMINATION AGAINST HIV·I (AIDS 
VII"'S) OF SIJltFACES/OUJECTS SOILED WITH BLOOD/BODY FLUID: 

Personal Protection: Disposable latex or vinyl gloves, gowns, face masks, or eye coverings as appropriate must 
be worn during all cleaning ofbloodlbody fluids and during decontamination procedures. 

Clt'IIlIlug I'rocedurell Uloodlbody fluids must belhoroughly cleaned trom surfaces/objects beforc application 
disinfectllnl. .-r :~,i.~{';,> 

(:onlact Tlrue: IIIV·l(AIDS virus) Is inactivated ancr a contact thne or 2 minutes at 2~'C (room temperature). 

l>isl)OSIIII or Inreetlous Material: D1oodlbody fluids should be autoclaved and disposed of according to rederal, 
sUite. and local regulations ror infectious waste disposal. 

~ 
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PRECAUTIONARY STATEMENT: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: Harmful if swallowed. Do not get in eyes, on skin, or on clothing. 
FIRST AID: If in eyes: Flush with plenty of water. Gct medical attention. If swallowed: Drink promptly a large 
quantity of water. Get medical attention. If on skin: Wash with plenty of soap and water. Get medical attention. 
Contaminated clothing should be washed before reuse. 

This product is not to be used as a terminal sterilantlhigh level disinfectant on any surface or instrument that (I) is 
introduced directly into the human body, either into or in contact with the bloodstream or nonnally sterile areas of 
the body. or (2) contacts intact mucous membranes but which does not ordinarily penetrate the blood barrier or 
otherwise enter nonnally sterile areas oflhe body. This product may be used to preclean or decontaminate critical 
or scmi-critical medical devices prior to sterilization or high level disinfection. 

STORAGE AND DISPOSAL 
Do not oontaminata wlter, food or feed by ItoralO or disposal. Store in cool dry place in the original conlainers. 
Alway. IOPI ... coven, Koep uprllhl, Do nol ..... emplY coniliner, Triple rillll emply conillna, with WII .. , Then 
.mot ror ..... dltlonln. or puncluTellld dlapote .r In lIftiliry IIndftll, or by other procedure. approved by State and 
local authorities. 

Ph,..."' I Chemica' Hazard. 
Lons-tenn exposure will corrode carbon steel. Solution may bleach clothing. Use in ventilated areas. 

For chemical emergency, can CHEMTREC at 1-800 ..... 24-9300 

REn~t'!'R~<:~J animal environmental control products 

33 Greal Hili Rd, Nlugatuck,Ct. 06770 
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