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aabject. 1ID1IIlIX* C_traU Por.ala fo~ D1a1DfectJ.DIJ 
a..-od1alyu~a 

D" bgiatnU.:. 110. 7078-13 
YOIIr "-D4Mnt 1pp11caUaa Dated 01_ 24, "86 

!!Ie _ ""-at appl1caUOI> nfened to alIoft to c:baDga the p~odact 
_ to 1IBIIIlIBZ* CODC:Utrate Pox-la f~ lI1a1J1fect1DIJ a88Od1alysan 
... .4 .alte label cor:not1..a i.e acc:eptabla pft)'ddad tha'/: yeo. 

1 • IIake the laIMol1D!J cballgee l1ated »alCllf bef~e you ral.... the 
p~odact fo~ ah1~t ~1119 the _Ddad laIMol1D!J' 

a. OIl the CU~ panel, cbaJI9a the Un "Di.e1J1fect1ng 
IIoluUCID" to ~aad "D1eillfec:tant CODcent~ate.· 

b. 011 the c.n~ pan.l, ~.place ·WAHUII:X-· w1th "DIIIEX*· 
_iob will be c~~ect HW nOMJlClatllr •• 

c. 011 the cent.~ panel 1UIde~ IIO'!K cbAJl9A the par.aph to ~ead 
eT tat .. foll_. "'ftlia ~CMt-..ct 1& a _ntraU aDd _t 
be .oti ... ted than dilated to • Dia1nfectJ.D!J lolaU.:. 
f· oMately pd~ to a... !!Ie Act1 ... tor _t be added to 
the n:tDD* CODcentrate flaid »afon th1a ~odact i.e 
affact1 .... for dilaUII9 to a D1a1J1faotiD!J Solation. 8M 
the di~_ OD the left panel.· 
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d. On the left panel, chAJlge the ... cond .entence to read a. 
follOWll. "IlBPIIREX Concentrate 18 fonulated to be diluted 
i..adiately after act1.atioc at a 32., dilutio~ for 
di.infection of dialyzer. in 60 ainutea.· 

e. On the left panel change the fint heading to read aa follow •• 
·Diractions for Act1vatiOll and Dilution.· 

f. Then 18 no efficacy date to aupport a ahelf-life of 7 day. 
for the activated, diluted aolution. The data only .upport 
efficacy of the .olution when u.ed i~iately after activation 
and dilution. Therefore, delete all referencea to 7-day 
.helf-life or use-life and all raference. to the Effectivenes. 
Te.t nt, Expiration Date, etc. 

2. Suba1t five copies of the final printed labeling before you 
release the product for .hi~nt. 

Your release for .hir-nt of tlte product bearing the aaended labeling 
constitutes acceptance of tlte.e conditions. 

A staaped copy of tlte each 8ize labeling i. enclosed for your records. 

Encloeure 

Sincerely yours, 

ge 
Disinfectan Branch 
Regi.tration Division (TS-767C) 
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Disinfecting Solution 

Rapid-Acting/Nonrusting/Nonstaining 
Pseudomonacfdal Bacterfcfdal 
Virucfdalt Fungfcidal 

NEPHREXtil 
Concentrate Formula for 
Dfsfnfectfng Hemodfalyzers 

Active Ingredient 
Glutaraldehyde •••••• 26S 

Inert Ingredfents ••••• 74S 
Total •••••••••••••••• l00S 

Reorder Number 2445 

KEEP OUT OF REACH OF CHILDREN 
DANGER: See left side of panel 
for precautions. 

fSee Directions for Dfsinfectfon 

*Trademark 
BB6 

NOTE: This product fs a concentrate and 
must be actfvated and dfluted fmmedfately 
prfor to use. Activator must be added to 
flufd before this product is effectfve. 
See directions • 

EPA Reg. No. 7078-13 
EPA Est. No. 36126-PR-1 

SURGIKOS 
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Follow estab11shed procedure for dialyzer reuse. NEPHREX"Concentrate is fonlii-" " 
1ated to be used at a 32:1 dilution for dfsinfection of dfa1yzers in 60 .fnutes. 

Clean dia1yzers thoroughly and test for .elDrane integrity before introducing 
NEPHREX Solution. 

Directions for Activation -

Add contents of attached vfa1 to this container of NEPHREX Concentrate. Mix. 
When activated, concentrate changes color to yellow and fs ready for di1utfon 
with water. Immediately dilute activated NEPHREX Concentrate to 8 gallons wfth 
softened water. The shelf-life of the unused activated and diluted solutfon 1s 
7 days. DO NOT USE the act1vated and d11uted solution beyond 7 days. Efficacy 
of thfs product during its use-life can be verified by the Effectiveness Test 
Kit for NEPHREX Dialyzer Disinfecting Solution. 

D1rect10ns for D1s1nfect1ng -

It is a violation of federal law to u~e th1s product 1n a manner 1nconsistent 
with 1ts labeling. For use in hospitals, dialysis centers and health care 
fnstitutions. 

Disinfect immediately after cleaning the dialyzer. 

Fl11 dialyzer wlth NEPHREX Solutlon (both blood and dla1ysate sides). Hold the 
solutlon in the dialyzer for a mlnimum of 60 minutes. Wlthin 60 minutes contact 
at 250C, the solution will destroy vegetative pathogens including Pseudomonas 
aeruglnosa, atypical water ~cobacteria M¥cobacterlum che10nei and M cobacterium 
fortultum, pathogenfc fungi and hydrophi ic and lipophilic viruses 0 ov rus 
Type I, Coxsacklevirus B-1, Influenza Type A2 [Hong Kong], Herphs slTSlex Type 
1) on inaminate surfaces. Prlor to patlent use, drain t e so ution and 
thoroughly rlnse dla1yzer wlth sterl1e physiological sa11ne. To assure complete 
rlnsing, test flna1 rinse water uslng NEPHREX Resldua1 Test Kit. 

HEPHREX Solutlon has been demonstrated to be compatlb1e wlth hollow flber hemo
dla1yzel> havlng Cuprophane, regenerated cellulose or cellulose acetate .em-
branesand has been shown to be safe for dla1yzer storage. " " 

" . 
This 1s a single use product. 

'" ~ote Dates Here 

MiX1ng Date ___ Expirat10n Date 

ACCEPTED 
with COMMEI\"'l'S 

. El' '\ Lctl~r Dated: In ,. I 

JUL50 1986 
Und.l'f thl' l"\."ll·ra\ \n~~~ 

'cide and RooIc'''~ "'nt!I....,.i.o for tit< . ' . II'A.-
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Precautionary State.ents -

DANGER: 
Haza rd to Human's 
Follow All Label Dfrectfons 

RIGHT PANEL 

Prevent contact wfth skfn or eyes by us1ng eye protectfon and rubber gloves when 
hand11ng or pour1ng. 

Eyes 

Ingest10n 

Inhalatfon 

Sk1n 

Corrosive, causes eye damage. Do not get 1n eyes. In case 
of contact, flush w1th water 1mmedfately and get .ed1cal 
attent10n. 

Harmful if swallowed. Av01d contam1nat1on of food. 

Avofd spfllage. Use 1n a well-ventflated area. 

Avofd skfn contact, as possfbflfty of sensft1zat1on ex1st~. 
Can cause sk1n 1rr1tat1on. For sk1n contact, flush thorougn-
ly w1th water. Get med1cal attent10n 1f 1rr1tat1on occurs. 

Storage and Disposal -

Keep fn a cool place. Tr1ple rinse empty container with water and d1spose 1n an 
inc1nerator or landfill approved for pest1cide containers. 

Contents: 28 fl. oz. (0.83 11ters) 
Made 1n U.S.A. 
Control Number on Bottom 

2445CI-4 
BB6 

-.- .',:. it ," . ·.r 

Dhtr1 buted by: 
SURGIKOS 
a Johnson & Johnson Company 
SURGIKOS, Inc., Arlington, Texas 76010 
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ACTIVATOR LABEL 

ACTIVATOR VIAL 

For Use with NEPHREX Concentrate 
Fluid Only 

• 2445Vl-3 
BB6 

". '.-

DANGER: Contact with eyes causes damage. 
In case of contact with eyes, flush with 
water immediately and get medical atten
tion. For skin contact, flush thoroughly 
with water. 

DISPOSAL: Rinse empty container 
thoroughly with water and discard it. 

Net contents: 24.5 grams 

Distributed by: 
SURGIKOS 
a Johnson & Johnson Company 
SURGIKOS, Inc., Allington, .exas 76010 
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