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llabject, ... RlEle C_tr.ta I'_la for Di.illfect1119 
B..odialJUta Deli9UY 8yateM 

EPA ~.tr.tiOil 110. 7078-7 
l'QIr AMJICI_t Application Dated .1_ 24, 1986 

!b ......... "t -a>l1cetion referred to ~ ... to CIbuIge the product 
.... to JlBllDUe CoIlceAtreta I'onatla fQir Diej,Dfect1a9 B..odialya.ta 
Del1ftr]"·8yet.. aDd .ak. label corr.ct1one 1 •• c:ceptebla provided that 
YO''' 

1 • 1IeJt. the lebel1ft!J cbaJI9.. 11.tec1 below befQire you r.leee. the 
pRdact fQir .b1 .... "t beer1ft!J the ...... ed label1ft!J. 

a. 011 the ceDter paael, ch&ft!Je the t.m "D1e1Dfect.1ft!J 
Solatia" to ned "D1e1Dfect1llV COIlcelltr,ta." 

)). 011 the _tar paMl, the full " .. prodaot __ t r.place 
the reduGallt elaie ".EPaaa C-trata I'onatla fQir 
o-tae1 .. tift!J B~alJUta· Del1wr]" .yet.. •• 

c. 011 the _tu paMl UDder JIOI'K dI.",. the paravrepb to rNd 
.T t.t .. fo11_. "thie ~ 1. a c __ trata aDd _t 
be actJ. ... ta4 thea dilllted to a D1.illfectift!J Sol.tiOll 
t ~t.ta17 pdQir to .... '1'be act1wtOlr ... t be added to 
the ID'uaa C_tr.ta fluid betQire th1e prodact ie 
.ffect1 ... r. dilati .. to. Die1atecti .. IIol.tiOll. ... 
the di~_ 011 tbe left paMl.· 

"8" ,flee.1i 1 1.e:.eO. '/2!/86d)Q~J!UjrtdliJ:at 
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d. 011 the lett panel change the aec:oDd aenunce to read aa 
tollawa. "1!:PIIltEIt Concentrate ia fOrJllllated to be diluted 
i.-4iately atter actiYlltiDII at a 34.1 dilution for dhinfection 
of haaodialyaate deli ... ry ayate. in 15 mnute •• " 

e. 011 the left paMl, change the tint headin9 "Direction for 
ActiYatiOll aDd U.e" to read "Direction for Activation and 
DilutiOll. " Add under thia headillCJ a aUbheadiftCj "SillCJle 
Patiut DeUwry Syat_" or if appropriate "Sin9le Patient 
or IIIlltipatient Delivery Syat-.." 

f. 011 the left panel, laat paraCjraph, delete or clarify the 
ate_ilt "For .. chine ator&CJe, uae unactivated Mephrex 
aolutiona." If the atete_nt 1a reteined, clarify whether 
the unactivated aolution ia to be diluted or not, and add 
an inaUUctiOll to drain the unactiYated aolution and disinfect 
with an actiYllted diluted solution just prior to u.e of the 
.. chine. 

2. SubBit five copies of the 32 fl oz and five copies of the 128 fl 
oz final printed labeling before you releaae the product for 
ahi~nt. 

Your releue for llhip .. mt of the product bearing the ... ended labeliftCj 
constitutea acceptance of these conditione. 

A staaped copy of each size labeling is encloaed for your recorda. 

Encloaure 

Sincerely your., 

John B. Lee~ ~ ---
Product Man e!~ 
Disinfecten Branch 
Regiatratioo Division (TS-767C I 
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Dfsfnfectfng Solutfon 

Rapfd-Actfng/Nonrustfng/Nonstafn1ng 
PseudOlOnacfdal Bacterfcfdal 
Vfrucfdalf Fungfcfdal 

NEPHREXtil 
Concentrate Formula for Decontalfn
atfng Hemodfalysate Delfvery Systems 

Actfve Ingredfent 
Glutaraldehyde ••••••• 261 

Inert Ingredfents ••••• 741 
Total ••••••••••••••••• 100S 

Reorder Number 2400 

KEEP OUT OF REACH OF CHILDREN 
DANGER: See rfght sfde panel 
for precautfons. 

ISee Dfrectfons for Dfsfnfect10n 

NOTE: Thfs product fs a concentrate and 
.ust be actfvated and dfluted fmmed1-
ately prfor to use. Act1vator must be 
added to flufd before thfs product fs 
effect1ve. See dfrectfons • 

E.P.A. Reg. No. 707S-7 
E.P.A. Est. No. 36126-PR-l 

SURGIKOS 
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Follow specific equ1plllent IICInufacturer's recOlllendat1on for cleansing and disin
fecting the hemod1alysate delivery system. NEPHREX Concentrate is formulated to 
be diluted 34:1 for disinfection of hemod1alysate delivery systems in 15 min
utes. 

Directions for Activation and Use -

Add contents of attached vial to this container of NEPHREX Concentrate. Mix; 
activated NEPHREX Concentrate is ready to use. When activated, solution changes 
color to blue. Dilute activated NEPHREX Concentrate immediately after activa
tion wfth 34 equivalent parts or less of softened water. For proportioning type 
hemod1alysate delivery systems, place activated NEPHREX Concentrate into the 
hemodfa1ysate delivery system and dflute activated NEPHREX Concentrate wfth 34 
equivalent parts or less of softened water. 

NOTE: Use of an insufficient quantity of activated NEPHREX Concentrate will 
result in inadequate treatment of the hemod1a1ysate delivery system. Some sys
tems will require a larger quantfty of activated NEPHREX Concentrate than pro
vfded in this container. Additional quantities of activated NEPHREX Concentrate 
are prepared by mixing at 50:1 volume ratio, 50 parts of NEPHREX Concentrate 
with 1 part of activator. Use activated NEPHREX Concentration as descrfbed in 
the Directions for Activation and Use. 

Directions for Disinfection -

It is a vfo1ation of Federal Law to use this product in a manner inconsistent 
with its labeling. For use in Hospitals, Dialysis Centers, and Health Care 
Institutions. 

It is recommended that disinfection be carried out immediately after and just 
prfor to use of the hemodfa1ysate delivery system. 

Flush equipment thoroughly with water prior to filling the delivery system with 
NEPHREX Solution. After filling the delivery system, hold NEPHREX Solution in 
the system for a minimum of 15 minutes. Within 15 minutes contact time at 
200C, NEPHREX Solution will destroy vegetative pathogens including Pseudomonas 
aeruginosa and hydrophilic and lipophilic viruses (Poliovfrus Type I, coxs,ckie-
virus B-1, Influenza Type A2 [Hong Kong], Herpes sl~tex,Type I) on 1n~fnate 
surfaces. Pr10r to machfne use, drain NEPHREX So~t10n and thorough~.I1nse:··:·: 
with water. To assure complete rfns1ng, test final rinse water us1ng'~~PRREX • • 
R 1d 1 K1 •••••• es ua Test t. • •••• 

•• • ••• ••••• Thf sis a s1ng1 e use product. ••• ..: •• ' 
•••• • •• • 

~: Activated NEPHREX Concentrate should not remain in hemod1a1ysate delivery •• : •• : 
systems for more than 12 hours.. For machine storage, use unact1vated.UEPHREX •• 
Solut1on. .;ij •••••• ..: •• : 
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RIGHT PANEL 

NEPHREX Solution is recommended for decontaminating single patient and multi
patient hemodia1ysate delivery systems. NEPHREX Solution has been shown to be 
an effective disinfectant (virucide, fungicide, bactericide, pseudomonacide) 
when tested by AOAC and EPA test methods. NEPHREX Solution may not totally 
eliminate all vegetative microorganisms in hemodia1ysate delivery systems due to 
their construction and/or assembly but can be relied upon to reduce the number 
of microorganisms to acceptable levels when used as directed. This product 
should be used in a disinfection program which includes bacteriological monitor
ing of the hemodia1ysate delivery system. NEPHREX Solution is not recommended 
for use in hemodia1yzers or reverse osmosis (RO) membranes. 

Consult the guidelines for hemodialysis systems which are available from the 
Hepatitis Laboratories, CDC, Atlanta, Georgia, 30301. 

Precautionary State.ents -

DANGER: 
HAZARD TO HUMANS 
FOLLOW ALL LABEL DIRECTIONS 

Prevent contact with skin or eyes by using eye protection and rubber gloves when 
handling or pouring. 

Eyes 

Ingestion 

Inhalation 

Skin 

Corrosive, causes eye damage. Do not get i" eyes. In case 
of contact, flush with water immediately and get medical 
attention. 

Harmful if swallowed. Avoid contamination of food. 

Avoid spillage. Use in a well ventilated area. 

Avoid skin contact as possibility of sensitization exists. 
Can cause skin irritation. For skin contact, flush thorough-
ly with water. Get medical attention 1f irritation occurs. 

• Storage and Di sposa 1 -

Keep in a cool place. Triple rinse empty container with water and dispose:'n an 
incinerator or landfill approved for pesticide containers. ..:. 

Contents: 32 fl. oz. (0.95 1 i ters) 
Made in U.S.A. 
Control Number on Bottom 

Distributed by: 
SURGIKOS 
a Johnson & Johnson company 

• •• •• • 
• 

•• • •• • • •• 
SURGIKOS, Inc., Arlington, Texas.·'~)O 
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ACTIVATOR LABEL 

NEPHREXtil 

ACTIVATOR VIAL 

For use with NEPHREX Concentrate 
Fluid Only. 

BCB 

DANGER: Contact with eyes causes duage;· 
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 thor
oughly with water and discard it. 

Net Contents: 2B grams 
Made in U.S.A. 
Control Number on Bottom 

Distributed by: 
SURGIKOS 
a Johnson & Johnson Company 
SURGIKOS, Inc., Arlington, Texas 76010 

0 ••• • •••••• •••• 0 • • • • • • • •• • •••••• • • • •• •• • • • • ••••• • •• • • 
•••• ••••• 
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Disinfecting Solution 

Rap1d-Act1ng/Nonrust1ng/Nonsta1n1ng 
Pseudomonac1dal Bactericidal 
V1ruc1dal+ Fungicidal 

NEPHREXtil 
Concentrate FOl'llula for Decontamin
ating Hemod1alysate Delivery Systems 

Active Ingredient 
Glutaraldehyde ••••••• 26S 

Inert Ingredients ••••• 74S 
Total ••••••••••••••• ,.100S 

Reorder Number 2400 

KEEP OUT OF REACH OF CHILDREN 
DANGER: See'r1ght side panel 
for precautions. 

ISee Directions for Disinfection 

, ~'. 

NOTE: This product is a concentrate and 
must be activated and diluted immedi
ately prior to use. Activator must be 
added to fluid before this product is 
effective. See directions • 

E.P.A. Reg. No. 7078-7 
E.P.A. Est. No. 36126-PR-l 

SURGIKOS 

JULS01986 

~. - . 

.~ 

, 
i • 
~ 



• 

• 

.~ 
_ ·:·:·~;·1 

'LEFT PANEL 

Follow spedfiC ·tqu1pentilanufacturer's recolllllflndation for cleansing and disin
fecting the hemodialysate delivery system. NEPHREX Concentrate is fonnulated to 
be diluted 34:1 for dfsinfection of hemodialysate delfv'ery systems in 15 min
utes. 

Directions for Activation and Use -

Add 3 cc (4.4 gms) of activator to 150 cc (159 gms) of NEPHREX Concentrate. 
Mix: activated NEPHREX Concentrate is ready to use. When activated, solution 
changes color to blue. Dilute activated NEPHREX Concentrate immediately after 
activation with 34 equivalent parts or less of softened water. For proportion
ing type hemod1alysate delivery systems, place activated NEPHREX Concentrate 
into the hemodialysate delivery system and dilute activated NEPHREX Concentrate 
with 34 equivalent parts or less of softened water. 

NOTE: Use of an insufficient quantity of ac\,vated NEPHREX Concentrate will 
result 1n inadequate treatment of the hemodialysate delivery system. Some sys
tems will require a larger quantity of activated NEPHREX Concentrate than speci
fied in the directions above. Additional quantities of activated NEPHREX 
Concentrate are prepared by mixing at 50:1 volume ratio, 50 parts of NEPHREX 
Concentrate with 1 part of activator. Use activated NEPHREX Concentration as 
described in the Directions for Activation and Use. 

Directions for Disinfection -

It is a violation of Federal law to use this product in a manner inconsistent 
with its labeling. For use in Hospitals, Dialysis Centers, and Health Care 
Institutions. 

It is recommended that disinfection be carried out immediately after and just 
prior to use of the hemodialysate delivery system. 

Flush equipment thoroughly with water prior to filling the delivery system with 
NEPHREX Solution. After filling the delivery system, hold NEPHREX Solution in 
the system for a minimum of 15 minutes. Within 15 minutes contact time at 
200C, NEPHREX Solution will destroy vegetative pathogens including Pseudomonas 
aeruginosa and hydrophilic and lipophilic viruses (Poliovirus Type I, Coxsackie
virus B-1, Influenza Type A2.[Hong Kong], Herpes simplex, Type I) on inaminate 
surfaces. Pr10r to machine use, drain NEPHREX Solution and thoroughl~:'inse 
with water. To assure complete rinsing, test final rinse water using Jt~HREX •••••• 
Residual Test Kit. • •••• : :.: 

This is a single use product. • •••••• • • • • •• • • ••• ••••• ... " 
NOTE: Activated NEPHREX Concentrate should not remain in hemodialysate,~eJ~very····· 
systems for more than 12 hours. For lllachine storage,'bse unactivateo·N£PitREX •• • 

1 i 
.. • ... So ut on~ AOCI'!- i ,.. • 

tIrft r ~ EAU ,. • • • • • 
h CCL"Ml-:t\"TS :'1' , •• •••••• 

h1 "~IA l"clh.'I' Uat~b ,', •• • • ••••• 
•••• • •• •• • 

JULSO 1986 

ISURGIKOS 19B6 

:'t~ 

:J: 



'fro 

• 

• 

.".". 

RIGHT PANEL 

NEPHREX Solutfon fs recommended for decontamfnatfng sfngle patfent and multl
patfent hemodfalysate delfvery systems. NEPHREX Solutfon has been shown to be 
an effectfve d~sfnfectant (vfrucfde, fungfcfde, bacterfcfde, pseudomonacfde) 
when tested by AOAC and EPA test methods. NEPHREX Solutfon may not totally 
elfmfnate all vegetatfve mfcroorganfsms fn hemodfalysate delfvel'Y systems due to 
thefr constructfon and/or assembly but can be relfed upon to reduce the number 
of mfcroorganfsms to acceptable levels when used as dfrected. Thfs product 
should be used fn a dfsfnfectfon program whfch fncludes bacterfologfcal monftor
fng of the hemodfalysate delfvery system. NEPHREX Solutfon fs not recommended 
for use fn hemodfalyzers or reverse osmosfs (RO) membranes. 

Consult the gufdelfnes for hemodfalysfs systems whfch are avaflable from the 
Hepatitis Laboratorfes, CDC, Atlanta, Georgia, 30301. 

Precautionary Statements -

DANGER: 
HAZARD TO HUMANS 
FOLLOW ALL LABEL DIRECTIONS 

Prevent contact ~Iith skin or eyes by using eye protection and rubber gloves when 
handling or pouring. 

Eyes 

Ingest10n 

Inhalat10n 

Sk1n 

Corrosive, causes eye damage. Do not get in eyes. In case 
of contact, flush with water immediately and get medical 
attention. 

Harmful ff swallowed. Avoid contamination of food. 

Avoid spillage. Use in a well ventilated area. 

Avoid skin contact as possibility of sensitization exists. 
Can cause skin irritation. For skin contact, flush thorough-
ly with water. Get medical attention if irritation occurs • 

Storage and D1sposal -

Keep in a cool place. Triple rinse empty container w1th water and d1spose In an 
incfnerator or landffll approved for pest1c1de containers. .:. 

Contents: 128 fl. oz. (3.B l1ters) 
Made fn U.S.A. 
Control Number on Bottom 

2400C1-1 
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Dfstrfbuted by: 
SURGIKOS 
a Johnson & Johnson company 
SURGIKOS, IIIC. i "'A~1 f ngton, Texas 
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NEPHREXtil 

ACTIVATOR VIAL 

For use with NEPHREX Concentrate 
Fluid Only. 

BBS 

.' 

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 thor
oughly with water and discard it. 

Net Contents: 112 grams 
Hade in U.S.A 
Control Numbe. ~ Bottom 

D1str1 buted by: 
SURGIKOS 
a Johnson & Johnson Company 
SURGIKOS, Inc., Arlington, Texas 76010 
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