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US ENVIRONMENTAL PROTECTION AGENCY 
OFFICE OF PESTICIDES PRQGR"MS 

REGISTRATION DIVISION ITS· 767} 
WASHINuTON. DC 20460 

NOTICE OF PESTICIDE: (..., REGOSTR'''ON 
[:1 RE~EGISTR.T:ON 

(Umil'l the;- F,'dN." 11I .... t.,·l·,H:ic/c. FunRicult" 
and Roclelll,ndl' Act, as IIme-"clt,cI) 

EPA REGISTRATION NO • 

59665-1 
TERM OF ISSU"'NCE 

jnJsI o AT:rtJ I S"i1"N1 T~lHtnr.194rl r 
JUN 1 71994--

~N~A~M~E~D~F~P<E<STT~'C~'D~E<P~R~D"D"U"C~T~-----

Puristeril 340 Concentrate 

NAME AND AODRESS OF REGISTRANT (Include ZIP codt') 

r 

L 

Fresenius USA Inc 
2637 Shade lands Dr 
Walnut Creek, CA 945~& 

NOTE: Chllnges in labelin" formula differing in 'Substance (rom that accepted in connection with this U!Ristration must be 
submitted to.nd accepted by the Registration DiVision prior to use of the label in commerce. tn any correspondence on this 
product always refer to the above U.~. EPA registration numbe-r. 

On tl'le- basis of information furnished by the- re-gistrant, the above named pesticide is he-reby R@gistered/Reregistered undt:'r 
the Federal In3ccticide. Fungicide, and Rodenticide Act. 

A copy of the lab@lingaccepted in connection with this Registration/R@registralion is returned hNewith. 

Regislration is in no way to be construf'd as an indorsement or 8p(X'oYal 01 this product by this Agency. I~ order to protect 
health and the environment, the Administrator. on his motion, may at any time suspend or cancel the registration of a pesta 
:cide in accordance with tto:"" Act. The accpptance of any name in connection with the registration of a product under this 
Act is not to be ' onstrued as giving thr. re.,;istrant a right to exclusive use of the name or to its use If it has been covered 
by others. 

This product is conditionally registered in accordance with 
FIFRA sec. 3(e) (7) (A) provided that you: 

1. submit/cite all data required for registration/ 
reregistration of your product under FIFRA section 3(c) (5) when 
the Agency requires all registrants of simil~r products to submit 
such data; and submit acceptahle responses required for 
reregistration of your product under FIFRA section 4. 

2. Make the labeling changes listed below before you release 
the product for shipment: 

a. Add the phrase "EPA Registration No. 59665-1". 

b. Place the signal word: Danger to appear directly below 
and centered under the heading: Keep Out of Reach of 
Children. 

c. Include the appropriate EPA Est No. 

d. Include the full company name on the label. 

e. Include the correct full address as above onto the label. 

~ATT""C:iMENT IS APPLICABLE , 
SIGNATUPE OF .... PPROVING OF F 1f:IAL 

EPA. For," 8S70 6 (R ..... 5·76) 
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f. Revise the statement: " ... read instructions for use 
before using •.. " to read: " .•• Read Directions for use before . " us~ng ••• 

g. A statement in the Manual sterilization section states: 
" ••• clean and rinse the dialyzer as described in Point 3 
above ••• ". This reference should be corrected to identify 
the correct location of these cleaning/rinsing instructions. 

h. Clearly indicate the major areas in which the product is 
Lecommended for use: ego Hospitals. 

If these conditions are not complied with, the registration 
will be subject to cancellation in accordance with FIFRA sec. 
6(e). Your release for shipmpnt of the product constitutes 
acceptance of thEse conditions. 

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

Sincerely, 

arshall Swindell 
Acting Product Manager (31) 
Antimicrobial Program Branch 
Registration Divisiori (H7505C) 

CO"CUIUI~NCn 

SYMBOL ~ .•• _ ................................................................................................................ _ ••••••••••••••••••••••••••••• 

~ .. :NEAME: . ...... ...... ..... ................. . ................ .. .................................. _............. ._............ . ............... . 
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PURISTERILlU 340 CONCENTRATE 

COLD STERILANT FOR DIALYZER REPROCESSING 

IMPORTANT: READ INSTRUCTIONS FOR USE BEFORE USING THIS PRODUCT 

Tnls concentrated product must be dluted with water that meets AAMI standards 101' Reuse (t986) and 
Hemodialysis (RDS). 

ACTIVE INGREDIENTS 
Peroxyacetic acid ........... 3.5% 
HycI(ogen peroxide ......... 26.0% 
INERT INGREDIENTS ....... ~ 
Total .................... 100.0% 

DANGER KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS 11.023 POUNDS (Skg) 
EPA Reg. No.: 
EPA Est. No.: 
Lot No.: 
Exp. Date: 

PELIGRO PRECAUCION AL USARIO: SI usted no lee Ingles, no use este producto hasta que 
Ie etlqueta hays sldo explicado ampllamente. 

STATEMENT OF PRACnCAL TREATMENT If swallowed, drink water immediately to dDute; do 
not attempt to cause vomiting. CaD physician Immediately. In case of conta!:t with skin or eyes, 
flush with l.irge amounts of water 101' at least fifteen (15) minutes. FOI' eyes, get prompt medlcel 
attention. See back panel 101' additional precautionary statements. 

NOTE TO PHYSICIAN Probable mucosal damage may contraindicate the use of gastric lavage. 

FRESENIUS 
4090 Pike Lane 
Concord, California 94520 
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FRONT LABEL 

Telephone (510) 676·1600 

Telefax (510) 686-3579 

ACCEPTJ:fl 
with cm,mSNTS 

in EPA Lc:tc;' D"ted: 

JUN171994 
Unccr t'~(, 1 '((I~ ;.;< I:: -~I(tid~!~. 
rl:_ . ;:=." . ":.' .. , t.~~, 

.:.:-:>:~,!,-- :'. . - 1 - .' , • ~. ,.: 
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I STORAGE AND DISPOSAL I 
STORAGI! 

1. SIOI. Purl~ no 3.-0 in snipping _ and keep INied In otIglnal container,. 
NEVER TAMPER WITH VENT. 

2. Store In upright poIHion. 
3. Do not •• pooe II> direct sunlight. 
4. SIDr. In cool. weU_tilated 1OIlma. 

5. MIiIntaIn 1emperalure below 7l\'F (24'C). but do not free ••. 
6. Avoid oonlKl with cc.rnbullible ma1eri1l •. 
7. Avoid contImlnation from My I0Il_. including _. _. etc. Such 

oonwnination may _ r.pel decompoeItIon. generation of large quan1Hle. of 
o~ 11M end high pre ....... 

II. The .xpIr8IIon lIMe 01 IoNIA qualily w .... dIIuWd ~no 340 Ia eight (8) daY' 
altar dilution. 

9. Expiration ddt of PurI~ no 3.-0 conc:.nlr.la: _ front -,. 
10. For charnIcaI an.rgancy. !pill. INk. fir •••• 110*"8 and 1ICCidan1. call Clwnlr8C. day 

or nlghl (800) 424-SI3OO. In the Dialricl of Columbia or outIide the ~ntal US. 
call (202; 483-76111. 

DISPOSAL 
P •• 1de !lIapoeaI 

I. Do not contaminate _*. food Of fead by SIotaga Of dlspoaoI. 
2. Waata. r.sulling from the u. 01 tIIla product m.y be dlapooed 01 on sit. or ., an 
approved _ dilpoll/facility. 

Col ..... I)I'r." 
1. Trlpla rIn8a amp!i c:ar.- with _. Then oIIw for recyc:Ilng or recondIti~. 
or II'JfIC*n end dlapooe olin I aanItaIy landfill. Of by """'*-tion. or. W a110wad by 
_ end local authorIIIaa. by burning. 

2. W contaInar II bumad. Illy out 01 amok •. 

FRESENIUS 
4090 Pike Lane 
Concord. California 94S2O 

Telephone (510) 676-1600 

Telilfax (510) 686-3579 

SIDE LABEL JUN 1 '71994 
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PURISTERIL no 340 CONCENTRATE 
'PRECAUTIONARY STATEMENTS· HAZARDS TO HU'tANS AND DOMESTIC ANIMALS 

DANGER CORROSIVE. KEEP OUT OF REACH OF CHILDREN. Cau .... ~ and akin dam.g.. Do not g.t ir. .~I. on 
slcin or on clothing. W.ar goggl •• or fac. sh;'!d Md ru_ g ...... when handling. Harmful or fatal if .wallowed. 
Avoid contamin.tion of food. Wash thorooJghly with soap and water after handling. Remove oontamin .. ted clothing 
and wUh before r.u ... Always dilut. spilled PurilterilTU 340 with water. Mop up with cle."ing cloth and rin .. under 
running W'Ie<. Do not mop up residue. wilh paper or oeIluIoM ti_ or other oombullibie m.t.ri.... Do not heat 
PurillerllTU 340. 

DIRECTIONS FOR USE 

~ I. a vIoI.tion of F_aI Law 10 u" thl. ptOCIuCt In • manner inconslatent with ita labeling. 
Reed 1n1lruCtion. for UN before using !hit product. 
For u .. with dialyzer reproceuing machine. int."ded for u .. with peroxyacetic acid.~ iiIe cleaner and/or .t.r~ant. 
AI .. for aanitiz.tIon and cleaning of dialysate cIeIMry aystem •. 
01 ........ bicarbonMe precipitation. 
Cllniclll u .. 01 ,.ace.MeI dlalyzera i. the .... nosponlibility of the allt!adlng physician. 
PurItIerfl TU 340 DOIlCentr •• mUll be diluted with _that ....... ~.».4I 1Iandard. for ...... and dlalyli. prior to u ... 
Do not ...... SOlutIon. OIacarcl unuMel. dlkrted PurlllerilTU 340 """tion .fter ~ (8) days. 
Do not return _ fluid or conc:entr •• from _ oonta/".,. into the Purilleril 340 con.'".r. 
For all cleaning procedur ... consult the manufactunar "I dialyzer reprocMling rnachIneI and diallyMte delivery equipment lor material 
oompatibllity wfth peroxyacetic acid. hydrogen peroxide. and acetic acid. 

S_ of II ... , lIIat,.... with R._ ..... MacIIInea 
For -*.atIon 01 dialyzera with ,.aceuing mach ..... follow the machine instruclionl of the raapective manufactu<ar. Clean the dialyzlM 
and rin .. any cleaning agent thoroughly. Do not reu.. dialyz.,. with .... than 80'!10 01 the originaIlOIaI blood volume (TBV). F~lthe dialyz .... 
oom~ with rnac:hine diluWd 3"4 Puri_il'" 340 (filled dlalyzlM mull contain O. t~ peroxyacetic acid). Total dilution i. 4 oz. (117 DC) of 
Puri_1 340 wfth 1 gallon of w'le<. Aeoommended minimum OOt,tactlime II .... (10) hours. TMlthe dialyzer for pre .. nce 01 gennicide 
solution before rinlir.g iI. PurllllMil '" 340 lOOIutton mull be rinMel from the blood _ 01 the dialyzer with _Ie saline prior 10 Initiating 
diaIysi.. An .. the dialysate _ by oonnecting dialyzer 10 the dialysate cIeIMry _. Using a..ptic technique. _ • small sample 01 
liquid from the _. _ with Purlstetil '" 340 naIiduaI _ stripe 10 dat.nnine if __ raiduaI .... than 3 ppm (dIscoloration indica •• 
pr __ of ~'" 340). 

Manu.I SterIIzation 01 II_a dI.'~. 
For sterilization of dlalyzera using • manual reproce .... '" ayatotm. produce. 4-' PurIatIriI'" 340 solution ( •. g. 5.3 oz. or 160 DC Purilleril'" 
340 DOl_lb ... well mixed wfth 1 gallon 01 _w that ....... MIll standards). 0Nn and rin .. the dialyzlM .. dftc:rjbed in Point 3 _. 
Fill both blood and diaIyua Iktee of the dialyzer cornpIeWy. _.", for dilution oItha ~Iant during filling. Follow the remaining 
instruction ... deac:ribed _. 

BACK LABEL 

,. , 

ACCEP':'ED 
with COM}.'iEl'ITS 

t D ..... ""· in EPA Let or ----' 
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