U.S. ENVIRONMENTAL PROTECTION AGEWCY R22h72-1 ‘3“
OFFICE OF PESTICIDES PROGRAMS -

AEGISTRATION DIVISION (WM-347)
WASHINGTON, D.C. 20480

TrAam Ny JSUANCE !

L S
NOTICE OF PESTICIDE: B neaisrasrion AME OF FESTICION FROBGZY

[ mrenragisTRATION

(Under the Federal Inseciicide, Fungicide,

NG TaTar) : »
snd Rodenticide Act, as amendad) Corcent rats

Renalin ™ Njalyzer Reprocessing

MAME AND ADDRESS OF REGISTRANT (include ZIF code)

T wepal Systems, Tne, -
PAINL DBER e weer Mot h

inpeanolis, 0 5R441

Attn: Te koy T, Fishbach

L _l

e

product ulways refer to the above U.S. EPA registration number,

NOTE: Changes in labeling formula differing in subsiance from that accepted in coanection with this registration must be
submitted to and accepted by the Ragistration Division prior to use of the label in commrce. In any corraspondence oa this

the Federe] Insecticide, Fungicide, and Rodenticide Act.

A copy of the labeling accepted in coansction with this Registration/Reregistration ia returned herewith.

by others.

T eevnet ds oy 7t a1t e ackeped gttt FIERAL e,
Yo ot el v e w g

[IFSUTR LR SRR e bl e a eopuipeer fov paaictration
e et oty e o S ettt et v ETR A o, () () wher
Pros gy ey res g1 e branre af can bayr paeeriaete t e

b gy e T
e MMace v laraling by Tietoa byelew tvf oo o re leness
. creetinel e q}’ii;*m(\r\t_:

Aa. Add tme phrase "FDA Resiiatration Bo, 92252-1" ta year
laltael tetfore youo yolesce e sroduct for shipment,

e e reaniryed Front - arcl recautionary labeling e
WY~ Feer Mar o e o0 Childrernt, Gee ottty or

eyt powrayy Aty o ey ane] ),

[ BES:  dLABLE Copr

E] ATTACHMENT IS APPLICASLE

On the basis of information {wrnished by the registrant, the sbove named pesticide is lereby Registered /Reregistered under

Registration ix in n¢ way to be construed as an indoraement or approval of this product by this Agency. In order to protect
health and the environment, (e Administretor, on his motion, may at any time suapend or cancel the reglstration of & pest-
icide in accordence with the Act. The accaptance of any name in connection with the registration of a product under this

Act iz not to be corstrued as giving the registrant a right to exclusive wwy ~{ he name or to its use if jt has been covered

S MATURE OF APPROVING OFFICIAL EATE

- .
EP; Form ‘5;;4 (Re . 5.78)

PRARKVYIOUS RODIYION MAY BR USED UNTIL BUPPLY 13 EXHAUSYED.



3.

C. The precautionary section must contain the following
statemsnta:

"Denger -~ Corrosive. Cause eye damage and skin
irritation. Do not get in eyes, or skin
or on clothing, Wear safety glasses and
rubber gloves when handling., Harmful if
smllowed., Wash thoroughly after handling.

d. On the front panel delete "Caution: Pederal (U38A)
L restricts this device to use by or on the order of
a physician®,

e. Directly under "Instructions for Use" .on the label add
the following misuse statement "It is a violation of Pederal
Law to use this product in a manner inconsistent with its
labeling®™.

f. Por proper format and type size see the snclosure titled,
“IHE LAPFL",

Sumit five (5) copies of your final printed labeling before

you relsase the product for shipment. Refer to the A-79 Enclosure
for a further deecription of final printed labeling.

If these conditions are not oomplied with, the registration will
be subject to canusllavion in accordance with FIFRA sec. 6(e). Your
relesase for shipment of the product constitutes acceptance of thaso
conditionn,

A stamped copy of the labal {s snclowed for your records.

Enclosure

Johr H. [ee

Product Manager 31
Disinfectants Branch
Registration Division (T8-767}

N BEST AVAILABLE COPY
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Label

Renalin™
Concentrate

2.5 gallon container

with OCEPTRD
COHME;WS
h EPA » N A

JUL1 0 1985

ndar the FPed
Ungicide, anqg

&S amendeg, for t:enudde Act

203.0 a (1)
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COLD STERILANT FOR DIALYZER REPROCESSING

RENALIN-

DIALYZER REPROCESSING CONCENTRATE

READ RENALINTM INSTRLCTIL:NS FOR USE AND TECHWICAL NGTES BEFORE US™ ., 7 AOOUCT

Active ingredients
Hydrogen peroxide....24.0X

Peroxyacetic acid.... 4.0%
Inert ingredients...... 72.0%
Total T00. 0%
Note: This product must be Caution: Federal (USA) law
diluted with AAMI water restricts this device to use
prior to use. by or on the order of a physician,

OILUTED EXPIRATLON DATE
~

\

L

Lot HNo.

Concentrate
Expiration
Date

NET CONTENTS: 0.53 gallons (2 liters)

In case of contact with skin or eyes, flush with
large amounts of water for at least fifteen (15)
minutes. For eyes, get prompt medical attention

If swallowed, drirmk water immediately to dilute,
do not attempt to cause vomiting., Call physician
Immediately.

see Remall..™ Instructions for Use and Technical
Notes (PN 50050-000) as well as side panel for
additional precautionary statements.

'-' renal systems, Inc.

5 14905 28th Avenue North

Telex 29-0825 RSIMPLS PLOH

Fstablishment No. (to be Ilncluded upon as%(ghm@nt Hy

EPA)

EPA Registration Ng. .
9 ?to be fincluded upon asclqnwcnt Dpore

EPA)

bid fnr;'

with COMME
in FPA Letter ,[E:.g

JUL1 01985

Urder the Federal Irsacti
r (L t‘(‘ht.'*’e,
mpmde.?nd Rodenticide Act
W wnended, {or the pestivide

under EPA Reg. N,
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Minneapullis, Mlanesota 5544] USA
Telephone {(612) 553-3300, Toll Fres (R00Q) 328-3340
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PREC..UTIONARY STATEMENTS

MAZARDS TO HUMANS b |
ACCEPTED
with COMENTS
DANGER I EPA Latter Duted:
™

Renalln'™ {3 a strong axidizer.
Avold contact with Skin and Eyes. JUL1 01985
wear rubber gloves and goggles Under the Federal Insecticide
~ren hangling thls product, Fungicide, and Rodenticide Aet

#5 amended, for the

registered under EPA Reg. Na.

INSTRUCTIONS FOR USE

1.Reaq Renalln™ Instructicns for uUse and Technical Notes Before using thls otcouct,

2.Use only with the Renatron Oialyzer Reprocessing System, which has Deen modlfied
for use .ith Renalin'™,

3.01lute Renalin'™ Concentrate by fllling ariginal container to the shoulder with

ABHI quallty water.
4.Cornect to Renatfon uptake hose and follow machine instructions.

STCRAQE

1.5tore In shipping carton,
2.00 rot expose to direct sunlignt.

T.Use AAML guallty =ater ln all
dlalyrer reotocc:s}gg stepd
when using Renalin ™,

3.Maintaln temperature below 75°F (249C).

4.Avold contact with compustible materlals. 5'“r§'€1°11“t1°n6:h' :;’“}E;?: "

s.ivold contamlnation from any scurce, solution must e used within seve
ircluding metals, cust, etc. Such (7) da;s. FilL in the expiration
contamination may cause rapld decomposition, cate of diluted solution at time

: of dilution ln the space provicea

gereratlon of large quantities of oxygen v ™ v
Sas and high pressures. on this label. The Inﬂ%&l?lon gate
2 of the diluted Renalin'™ is seven

&.5tore ln origiral closed container--NEVER

TAMPER WITH VENT days after oilution,

9.For chemical emergency, solll, leawx, firs,
exposute and icclicent, call Chemtrec, cay
ot night (800) 424-9300, (202) 483-7616

DISPOSAL

L.0c not contaminate water, food ar feed oy storage or disposal,

2.4astes resulting from the use of this procuct may be disposed of on-site
or at an approved waste disposal facllity.

J.Triple rinse empty contalner «ith water, Then offer far recycling or
recondltlioning; or puncture and dlspose of in a sanitary landflll; inclrerate:. .,
or 1f allowed by state and local authorities dlspose of by burning., I€ burrid, *
stay clear of the smoke. o e

- -

BEST AVMLABLE CoPY
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shipping Carton
.abel

flenalin™
Concentrate

Twin Pack .
(2 - 2-1/2 qallon containers)
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renaiin
DIALYZER REPHOCESSING CONCENTRATE B

/ COLD STERILANT FOR DIALYZER REPROCESSING

NOTE: READ RENALIN INSTRUCTIONS FOR USE AND

BEFORE USING THIS PRODUCT
rhczfsmt: l’;"l:l‘(‘) Joeglluf.d with AAMI water prior to use.

Contains two containers. Each of the two contsiners has two liters of Rensin™ Concantrate

STORAGE
. Henalin '™ 19 a strong Oxichzef. Such contamination may cause
! . ﬂ: carton rapid decompostion, generation of
2. Store in shipping .y large quantties of axygen gas and
3. Do not expose to avact suntght, high pressures.
5, Avoud contact with skin and eyes. Wear NEVER TAMPER WITH VENT.
rubber gioves and goggies. 9. 1f spilled, flush away with large quantbes
8. Avord contact with combustble matenais. of water,
7. Avoxd contamunation from any source, 10. Use AAMI qualty water n alt
including metals, dusl, etc. diatyzer reprocessing steps when
using Renalin.”
DISPOSAL

1.De not contaminate water, food or feed by storage or disposal.

Z2.Mastes resulting from the use of this prcduct may be disposed of on site or
at an approved waste disposal facility.

3.7riple rinse empty container with water. Then of/’er contalner for recycling
or reconditioning; or puncture and dispose of in a sanltary landfill; inclnerate;
or 1f allowed by state and local authorities, dispose of by burning. If burned, '

stay -clear of the smoke,
ACCEPTED

with COMMENTS

Active ingredients in EPA Lotter Dated:

Hydroten peroxide....24.0%

Peroxyacetic acid.... 4.0%
Inert ingredients...... 72.0%
Total T00. 0% JULL1 01985
Under the Federal ]n::t_'('ticid.
MET CONTENTS® 1.0 gal (4 liter) Fungicide. and mﬁuc;n““del."i“]t
ded, for the pestic
CAUTION: Fedecal {U.S.A.) law restncts this dw under EPA Reg. Np.
t0 use by or on tha order of a physician. %793'59"
LOT NQ.
CONCENTRATE :
EXPIRATION DATE

For chemical emergency, spill, leak, fice. exposure
and accdent, call Chemirec, day or gt

(800) 424-9300. RRN
in Disarict of Cohumbia o Oviside Continentsl U.S A Cak:
{207) 43T 8

'rENE SUStETW inc.

S903 J Avernst Narw-

Nerrpubg. Marvuaones ¥5441 U € A

Towprgrs 1) $33-1300 Tot Froe (0000 3281340

Towpn 290029 REMPLE ML O -
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Label

Renalin™
Concentrate
For Use with HPR M Machine
32 or. container

Note: This product 1s for household use.

AOCEPTRD
with COMMENTS
In BPA Latter Deted:

JUL1 01985

Under the Federal Insecticide,
Fungicide, and Rodenticide Aet
&% amended, for the pestieide

wmm\:z*

203.0 a (3)



COLD STERILANT FOR DIALYZER REPROCESS NG

renasliin
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- DIALYZER REPROCESSEIG CONCENTRATE
Fottte conining 188 miiiiers of Renslin~ Concowirate.
hese comignis musi be Hiwted with ARMY waier priee o sse.
PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS

FERD PENMUINTH [NGTRUCTIONS FOR USE AND TECHNICAL NOTES BEFORE USING THIS PRODUCT

INSTRUCTIONS FOR U!

DANGER

Rera1In™ s a sttong oxidlzer,
Avold contact with Skin and Eyes.
Wear rubber qloves and goggles
when hangling this product.

STORAGE

3 Dﬂl‘li.tmbﬁ‘d
« Mawspn: e aiurs badow 75F (24C)
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ept when wpwrey Fonain
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WOF CONTIEMTAL U S A [P M-I H

This proguct sust be
diluted with ANM] water
prior to use.

Active {ngredients
Hydrogen peroxide....24.0
Peroxyacetic acid.... 4.0%

Inert ingredients......72.0%

Total 1001

o

OILUTED EXPIRATION DATE

Lot wo,

ConCentrate
Lapiration
Date

NET CONTENTS: 6 f1 oz (177.4 mi)}

- RS - Atmny W W
- Mhrgiguiy Mummpgicy $E ) IOA
Tyt 51 YR YU bl f orr aAp 1R 130

Coutjon: Fecarsl (USA) law
restricts this device to use
by or on the orcer of a physiclan,

DISPOSAL

1. Do mot comteminaty water, feed
or feid by storage o digpesa)

2. Wattes resulting from the wse
this prodwct say be dispesed o
om-tite or At am approved wast
disposal facility.

3, Triple rinse sspty comtalner v
water, Then offer for recycld
or reconditioning: o~ pumctery
and dispose of in 3 2amitery
Tandfitl: incimerate; or f
11 Towed by state and loca:
authocities dispose of by
burning. If Wrned, sty cled
of the smoke.

e
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with COMMENTS
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JUL 101985

Undar the Frsferal Ineectiewbe,
Fungiride and tod 1 beide At
s amended. (or the pestwidle
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Shipping Carton
Label

Renalin™
Concentrate
Faor Use with HPRTH ﬂachine
32 or. containar
12 units per case

Note: This product is for household use.
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COLD STERILANT FOR DIALYZER REPROCESSING
FOR USE WITH HPR ™ DIALYZER REPROCESSING SYSTEM ONLY.
READ RENAUN INSTRUCTIONS FOR USE AND TECHNICAL NOTES BEFORE USING THIS PRODUCT.
Case contams 12 bottles Each bottle contams 180 milkirders of Rcnakn™
concenirale These conlents musl be diuted with AAMI walter pnos 1o use

STORAGE
1. Renahn™ s a strong oxichzer 7. Avond conamenalion liom any soucce,
2. Do not expo:e to dwect sunhghl mchudg metals, dusl. eic Such
3. Mamiai iemperatuce below 75F (24 C) coniammmay Cmm
4. Avord contact with shun and eyes Wear quand eCo lltp-eussolll m;\ggnmgas and hvg?\e
rubber gicves au:g(?oggles when handing presswes
etther concentrated o ued Renakn 8. It spiied. flush away with Large quanthes of
5. Awoxd contast with combustible maienals walet
8. Slore m stwpping carlon and m ongwnal 9. Use AAM! quakly waler n al chalyzer
closed conlawver — reprocessng steps when using Renahn™

Never Tampe: With Venl.
DISPOSAL

1.00 not reuse contairer.
2.Rinse thoroughly with water before discarding in the trash.

3,Securely wrap original container in several layers of newspaper and ACDY
discard in trash. with CC
i EPA L

Active ingredients JuLl

Hydrogen peroxide....24.0%
Peroxyacetic acid....
Inert ingredients...... 73.0%. se anwended,

Total 100. 0% Eﬁg

CAUTION: Federal (U 'S A ) law resiicts
thws dewce 10 use by o on he order of a '

NET CONTENTS: 72 f1 oz (2.13 liter) physician
- P . Fow ¢ hirsrm: 3l avvarvgreory upll
ke i eptatioy
AR renal sustems inc. oww) 434.9308.
EW -t -ﬂ‘lt"ﬂlﬂm~
Osve . . . - 149075 20 Averoe Horth OUT B CONTRIEITINL ¥ B A
e agpoby Blonesota 55440 USA (a2 403 PO

Yobrpterrse (6121953 1000 Rt o~ (AOD0) 128 140




