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NOTICE OF PESTICIDE: ~REGOSTR'TOON o REREGISTRATION 

r 

L 

(Under the rf'deral Insecticide, Fun~;(';d('. 
and Rodenlieldt' At"I, tI." amencied) 

(Inelude ZIP code) 

Surljikos, Inc. 
2500 ArbrlX)h Hlvo. 
Arlinyton, lX 7~1l]4 

At tn : \~. J. ~1C(JUacle 

7078-15 

Dialyzer Disinfectant SOlution 

NOTE: Changes in labeling formula diCCering in substance (rom that accepted in connection with this registration must be 
submitted to and accepted by the Registration Division prior t9 use of Ihe label in commerce. In any correspondence on this 
productalw8Ys refer to the ahove U,S. EPA registration number. 

On the basis of information furnished by the registrant. the above named pesticide is hereby Registered/Reregistered und~r 
the Federal Insecticide. Fungicide. and Rodenticide Act. 

A copy of the labeling accepted in connection with this Registration/Reregistralion is returned herewith. 

Registration is in nQ way to be construed as an indorsement or app-oval or this product bi' this AgenC)·. In order to protect 
health and the environment, the Administra'or, on his motion, may at any tirre suspend or cancel the registration of a pest­
icide in accordance with the Act. The acceptance of any name in connection with the registration of a product under this 
Acl is not to be construed as giving the registrant a right to exclusive use of the name or to its use if it has been covered 
by others. 

This pnxiuct is conoitionally t"t'gistereu in accordance with ~'U'AA sec. 
3(c)(7)(A) provided that you: 

1. Submit and/or cite all data required for registration/reregistration 
ot your product under rU'AA sec. 3(c)( 5) I.hen the Agency requires all 
registrants of similar products to submit such data. 

2. Add the phrase "t=:PA Registration No. 7078-15" to your label before you 
release the [Jroduct tor shipll"ent. 

3. Submit a revised "Certification with respect to citation of data" form 
4. Submit five (5) copies of your final printed labeling before you 

release the product for shipment. Refer to the A-79 l'.l1Closure for a further 
description of tinal printeo labeling. 

If these conditions are not can[Jlied with, the registratiGn will be 
Sul)]ect to cancellation in accordance with ~'U'AA sec. 6( e). Your release for 
shil~nt ot the product constitutes acceptance of these conditions. 

A stamped copy of the label is enclosed for your records. 

j,;nclosure o ATTACHMENT IS APPLICABLE 

si1.cerew yours, 

>}:t~ 
Disinfectants Branch 
Registration Division (TS-767C) 

PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED. 
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CENTER PANEL 

Use-Dilution Formula 
for Disinfecting Dialyzers 

Rapid-Acting/Nonrusting/Nonstaining 
pseudomonacidal Bactericidal 
Virucfdal Fungicidal 

NEPHREX* Dialyzer Disinfecting 
Solution 

Active Ingredient 
Glutaraldehyde ••••••• O.8S 

Inert Ingredients ••••• ~ 
Total •••••••••••••••• l00.01 

Reorder Number 

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

See Directions for Disinfection 

*Trademark 
• BB7 

NOTE: Attached vfal contents must be 
'added to fluid before this product is 
effective. See Directions for 
Activating. 

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

SURGIKOS Aer":!""::, 
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LEFT PANEL 

Follow estab11shed procedure for d1alyzer reuse. NEPHREX Solut10n 1s formulated 
to be used as packaged for d1s1nfection of d1alyzers in 60 m1nutes. 

Clean d1alyzer thoroughly and test for membrane 1ntegr1ty before introduc1ng 
NEPHREX Solut1on. 

D1rections for Activating -

Add contents of attached vial to th1s conta1ner. Shake; solution 1s ready to 
use. When activated, solution changes color to yellow. The shelf life of the 
unused activated solution is 7 days. DO NOT USE activated solution beyond 7 
days. Efficacy of this product during its shelf l1fe can be ver1fied by the 
NEPHREX D1alyzer D1sinfecting Solution Effectiveness Test K1t. 

Directions for Disinfection -

It is a v1olation of Federal Law to use this product 1n a manner inconsistent 
with 1ts labe11ng. For use in Hospitals, Dialysis Centers, and Health Care 
Inst1tutions. 

D1sinfect immediately after cleaning the d1alyzer. 

Fill dialyzer with NEPHREX Solution (both blood and dialysate s1des). Hold the 
solution in the dialyzer for a m1nimum of 60 minutes. Within 60 minutes contact 
at 250 C, the solution will destroy vegetative pathogens including Pseudomonas 
aeruginosa, atypical water mycobacteria (Mycobacterium chelonei and Myco­
bacterium fortuitum) , pathogenic fungi, and hydrophiliC and lipophilic viruses 
{Poliovirus Type I, Coxsackievirus B-1, Influenza Type A2 [Hong Kong], HjrpeS 
simplex Type I} on inaminate surfaces. Prior to patient use, drain the dia yzer 
and thoroughly rinse dialyzer with ster1le physiological sa11ne. To assure 
complete r1nsing, test f1nal r1nse water us1ng NEPHREX Res1dual Test K1t. 

NEPHREX Solution has been demonstrated to be compat1ble w1th hollow fiber hemo­
d1alyzers hav1ng Cuprophane, regenerated cellulose or cellulose acetate mem­
branes and has been shown to be safe for dialyzer storage. 

Th1s 1s a s1ngle use product. 

Note Dates Here 
'.-.. 0., 

Mixing Date ___ Expiration Date 
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RIGHT PANEL 

Precautionary Statements -

DANGER: 
HAZARD TO HUMhNS 
FOLLOW ALL LABEL DIRECTIONS 

Prevent contact with eyes by using eye protection when handling or pouring. 

Eyes 

Ingestion 

Inhalation 

Skfn 

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

Harmful if swallowed. Avoid contamination of food. 

Avoid spillage. Use in ventilated areas. 

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 Dfsposal -

Keep In a cool place. Trfp1e rfnse empty container with water and dispose in an 
Incinerator or landfill approved for pesticide containers. 

Contents: 12B fl. oz. (3.8 liters) 
Made in U.S.A. 
Control Number on Bottom 

BB7 

Distributed by: 
SURGIKOS 
a Johnson & Johnson company 
SURGIKOS, Inc., Arlington, Texas 76010 
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NEPHREX· Dfalyzer 
Dfsfnfectfng Solutfon 
Activator Vfal 

• 

*Trademark 
BB7 

( 
ACTIVATOR LABEL 

DANGER: Contact wfth 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 wfth water and discard ft. 

Net Contents: 3.5 grams 

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