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NOTE: Changes 10 labf'lIng rormula dlff('rin~ In suhstanct> hUI"!: thai a(T('plf'd in ("onnt'ctlOn wllh thIS registratIOn ",us I !>t' 
SUbmlfli"d 10 and arcl"plf'd b)· Iht' Ref.;ISlr •• IJon Dn·l<;IOn prJnt !" U~I' "I Ih(" li,ln'J In l"f'1:";rr.t·"·f'". In an\· ,·"rrf'spolld('no' on Ihb 
product pl ..... ays r~rer 10 the ahove U.S. EPA Jl'glstr<lllOn nU1~,hl·r. 

On the basis or inrormation rurnished by the registrant, the abon:> named pt'sticlde IS hereby R('glstprf'd/Rereglstered un!...·J 
the Federal InscctlC"ldc, Fungicide, and Rodenticide Act. 

A copy of the labeling accepted in connection ..... Ith this ReglstratlOn/Rl'cer,istfd!ion 1<:; returned hereWith. 

RegistratIon is In no way to hI" construed as an Indorserr.enl or appro\';;1! (,{ thIS product tn' thiS A~ency. In ()cdef to protect 

he-aUh and the en\·lfcnment, the Admmistralor, on hIS mollon. rr.ay at any tllne suspt'nd (1f cftnc!'1 th(' reglstr&twn of a pest
iCide In acc.-ordance with the Acl. The acceptance o( an\' name III ("cnnecllon wIth the rq~lstratwn 0(" product under Ihls 
Acl is not to be conslfued as ga·mg the registrant it f1~11I 10 exc]u<;I\"(' US-t' of thl' n"'w.e (r to lIs use If II has ueen co\·(·rcd 
by others. 
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spadcidin 
4000 M&asachus.tta Ayenu. MM. 
lIaahin'lton. DC 2(1)16 

Attentialt Dr. Curtb L. Lynch 

Gentleaen: 

SUbject: Spcricidln-fI> Can<lentrated fex lIeIIodialyab 
EPA FUe Syoobal 8383-1. 
Tour SUhoIiasian Dated lillY 15. 1987 

A r .. view of the cheaistry data suba1tted in your Kay 15. 1987 letter 
follows. 

Submit a reyhed correct Confidential Stet_ent of Faraula. In 
coluan 13.a. chanqe the a .. ount of Glutaraldehyde 50\ trca 165 'l to 130 g. 
In coluan 17 enter the total _i'lht ot batch 500 g. 

Tell us the purity of "sod1U11 phenate" used in buffer faBulation. 
If aodi_ phenate is 10~ pure then in the ir>gredient atat ...... nt far the 
1.ctivatar plus Buff",r you should declare 2.0\ sodium phenate. 

The refer .. nced accelerated 30-day 50 'C stara'le and stability data 
are acceptable. 

Sincerely yours. 

ta Branch 
Reqlatration Diyi81an (TS-767C) 

16702:I:Lee:L-13:KENCO:8/17/87:8/26/87:EK:vo:lisa:teg 

r"-"- I I I ~"""~~ I I 'YM_~ , 
... -.......................................................................................... " ................................ " ................................. -............................................................ . ;;;7~.mmll 



BUFFER SOLtJI'ION 

'n Ri}CI DAL" 

Gl Ut.e,!" c IdE::. ::0(,
n',e:'lol 

!~.: tE : 

SPORICIDIt~··}lU COt~CC!:JJV\TL 

For He:-:todial),sis 1':..':>chine Disinfection 

A Gluta!"aldehydl:-l'r.c!1atc ~oluli0n 
fOl Dialy~:'s r-~acl.ir.c~ 

r..;lj iei ]·.;,.:ti r.<.,,: 

1 :. . ~.~. \ 
I. CI~'\. 
1. ~~. 

7~-. -I:,. 

J..cli\·G~c·:r r..:...:~:. be i-.:''':'~~. II ; .. :::. 

}".I::;::-:: c':.·-;- .. __ .. _ .. ~'! c::::...~:-..: 

Dr.: .. _. 

The· Src·ric:.cir. Co:-; :".y 
48(10 r-~os~z.ch'..lsc:ts A\"E-:-:':'f:, ~~.\.;. 

v,'ashi ~-.::to:~, P. C'. 2( :,~ ( 
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LEFT PANEL 

Sr-ORICIDIt~-HD Cot~CE1~TRlITE FOR HEi-!(lDIALYSIS ~:ACHJl:E DISIlllTCTJO:l 

01 ru:::("i'IO:-~S FOR ACTIVATIOt, AnD USE 

It is a \Oiolation of Federal la..,.; to use this prcduct i!"'. a r:-.d~!10}" :!Iconsi~,t(·nt 

\o,,.itJl its labelinc. rollm .. - S1'I!cific eq;Jir-mcnt rr,3nufact;jrer'~- rcco:-_7.end3.tioJl 
to cleansing and disinfecting. Flusil equiprr,ent thoro~ghly .... ·lth ..... ·ater be!orc' 
}:'l"od:..:cing activated Sporicidi:.-HD. Add N;;tiv':-ltor to E'..!~fer S('lut10:1. USP 
activated solution ..... i thill 2] d<Jy~ of acti\'dtio!l, Lt:t c'J u=,t !-CIJ5L'. 

Dli-\LYSI~ HACHI~ES 

Si!101c ratient Delivery Syster.s. PL-:::!.."" IS\) cc (5.0;· C:') ilIL- th~ :-,(.:-,~,:':i.-:1y

sate sy~tem. AlIa .... · the' J::.-I(:'hine to Y<..::-. until all of thL !2:('!.i.:-jdi~.-liD i~ ('h.i',-::. 

lnUJ the concentrate lirlc. This .... ·i11 a1~o .... · fo!- a~!to;._,:.ic !'!-~~l·('!·::::-·:-.iTla c': 
~:-lt:.tio:l \.,:ith .... ·ater. 

:·:.:ltij-<ltie:1t I:>.21ivel)' Si'~ten-.s. i-'1i.Ct;).0 lite! (1"1.S: oz~,) l:--.to t:'0 bL"l. 
c.ia]y~~at.e dt::li"',.'cry syste;; •. hllo,,: th ... -=- r.:.a.chinE: tv ru:-, -..::)til c!} 0~ tl:c· 
5i'Olicicln-HD is dra-"'r; illto the: CO!1C0!,tr.-,te 1i1;C. 
uu-:",x:-,::ttic i'rOj~ol"tio:li:l~ L·f solution .... ·ith \o,'cttt;l". 

t~JTL: l!sc of aI~ ins\.lfficient qU.3.Ilti ty of acti\'ate::d 5j :nicici!I-}-i[' s;J}ut.i;.-.:. 
\o,'~ll ~·t.:s,-lt i~. ir.-'(~':;:l,"-,tL tr(·.,tr:c:;t 0:..-: tilL herr,Jd1.J.ly~_.-lte d('<1\'ery s::stC':-. 
$or.e systeJ11s ~.Jy require a 1u1"ger c:.t:::;.ntity of suluti("l~, th->!I s:'e:::i:i('d i: 
tlle dire::t.ions above. T<..' dilute }:3"; owtside the auto::-.3.tic :·rol'c;!··~ioilil 

syste:r:, nix 1 part. of actiVated S1J0:ricidin-HD v.-ith 3'; ;-".)rt~- of ..... ·ate!-. 

l ... f"ler filling the delivery systC:T, hold Sl-Joricidin-HD i:~ the: syste:- ~or ~~ 

... i:lir.L;]f:'[ of 10 ninutes. 
r.lJ1se \o,'i th .... ·ater. Test final rinse ..... ·z,.ter for residUe,} USi!lC the ~: 0) ic;~i:"ll-Ih--' 

Rc-sid:J~Jl Test Kil to aS~'..lr(_' co:r'i lcte: 1 insiwj. 

It i5 reC()Jl"1!'lelldcd that disinfection 'p'ocedure~ Le o(."c·:::-. .: li5:,·_,.1 ij,_-·~-~iclt.C-'l,:" 

l 1 (_-L·_:l :-<: :...!:-l' (,f l!IL Lem'ldialysate sysler.,. 

ACCEPTEn 
wi:!, c·· .. :' ':J'S 

; . I: 

AUG 2 \ 1987 
t·, .. : ... · '!". 

}r\,.:,".",. . •.. " 
ft. .. <1.11,. ''':(-1. I .. , "1' j" 

~ I'tod UWj..'1 Y.l'A H.',,' ~., 
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RIGHT LABEL 

SPORICIDIJ~-HD COJ~CE1;TAATE FOR H£.'·~)DIALYSIS l{ACHn:[ DISH:rECTJm~ 

Sp::>ricidin-HD is rccam;T . .::r.ded for- deco:-.tarr.illatinc:; ~ingle l'utiC!lt ar.j 
multipatient hemodialsate deli\"cry systems. It i:: a:-. effective' di~
in~ectant (virucide, fungicide, b3ctericide, }'!';eU,iOr-':-':-lacidt) .. ,,:her. 
tes ted by A011C and ErA tes t ;T,ethoas. Spor ie i ji I1-HD E}:hibi t!O \.' i n.iC Ida 1-
activity against both hydrorhilic ar,':::' lipophili,: viruses includjr:q 
Polio Type 1, Herpes Sir.i_'lex 
hard surfaces diluted 1:3~. 

T'/l,e II aild I:lfluerizCl !L. "Jar-an OIl cfI':i:tO:H:"ent<d 

~r:)ricicin-HD IT.-:.:..: !Iol to:.s.lly c-lir-.1r . .}te all 
vegetativ(:- l'licroorganisrns in he~ Jdia.!ysate d.::li\'CI-Y systerr~~ C"JC te their 
construction a:-.d/or assc:-bly b-Jt car. be- n:·ljc~: 'J; n;. t-:: reo'J,::o;- the :-,~:----J)e! 

of microClT93.nisms to acccl'tat-le lc....-l.:~ .... ·he~ U5:h--; a~ c}rectt~. 7:~i~ 1 n
duct should be usee in .::. disi:-!!ectic_ !ro~nc:- 1,o,·:.ich :r.:-ludE:~ b.:,:-tc!-i('lC'~ic..)l 

mo!;itorin,: of the hel':c)Jiulys6.tE:' cEl:·:£:.!.-y sy~t..:;:-. 

l:.void skin co:--.tact. l\t full strE-:-.-;:th, 
e>:ists and may cause skin i~:t-itat::jr!. 

after co~tact. 

rc.s~il;ilit·.: o!" s}:::. se:.!:::i!".ivi:y 
FL1SJ:. the·!' _- ..:~!dy .... -: th \";c ~C! 

HalT.lful if s\~·~lIO\,·ed. If ~·.~'jllc· ... :-;:-':. drir:~: l,:;.r"_:t: :;":":;1tit.:..('s 0: ...... ·.:J.te!· 
and call physicidn ir-.. -:-.i?3.i.-:,tc-ly. 

Avoid fo~~ coraa:T,ination. 

Store at rOO!T tc!"':".pcr.-:Jt'.:ll"e. 

ane di scan: ir. trash. 

CO!~TEl\:TS: ll;::t.i":.::.tor l .. l·JS hu~fc-~ 

f.l26 fl. oz. {3.G litersf 

. flCn:rrrn 
\·.i~·~ (":: 

b r:.'_ r. 

.'p 

AUG 241337 

"'" xm.-noi('ol 1·., 
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SPORICIDIN-HD 

ACfIVATOR SOLlIT!OIl 

For use with Buffer Solution 

OJ ru:CTl 0;,5 FOE USE: 

It. is a violation of U.S Federal 1 a .... · to use t.his product in a rr,,)nn(;r 
inconsist.ent with it-s labeling. 

Add Activator to Sporicidin-HD b~ffer in the gallon container. r·1ake~ 

one gallo:-: of act.ivated Sporicidin-HD. Shake gently to mix. 

Avoid eye contact. Causes eye irrilali'::m. I,: case of contact, 
flush v.'lt!·, ,.,;aler fl..·nediately arid get F.,cdical aLtenlior .. 

Avoid skin contact. At full stren~lh, I·Qssibillly of sensit.iza
t.io~ cxiEtE and ~ay cause skin irritation. Flush thoroughly 
... :i Lh .... :aLel aft.el" contact.. 

Hannful if s\ .. :allm ... ·E:cL :If s\,al!O'.o,:ec., drink large· C!"JantiLies o~ 
~\'aler and call physician irrU"l('diately. 

Avoid food conta.'TIination. 

i.eLi ve lr.qre;iient 

G2.ut.ara Ide::-,yde SO', Er:-;.. Re~:. ::0. 83&3-5 

}:.EC? OUT OF FJ::;'CH or CHILQREI~ 

ConLent.s: 1 Quart, 1.2E fl. OZ5. (0.984 liters) 

TilE S?OEICIDIK C01'lPA:;Y 

4000 ~:assachu~~tt~ hvenu0, ::.~. 

\·:ushinC}Lol., L.C. 2(1(;](, 

flCCTPTFI) 
wi~', 1"'

I:; r;'\ !. 
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