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Wave BAergy Syate .. , Inc. 
Research and Developaent 
200 Eaat 64th Street, tUD 
N .... Y(;r~., lI"I 1002' 

Attention, R.M.G. Boucher, Ph.D. 

Gentl.-.n, 

Subject. WAVICIDK-01 Concentrate 
KPA aegiatration Mo, 15136-2 
lour Subaission Dated Mov~aber 14, 19a' 

JUlt091981 

The a .. ndaant referred to abOve, alWaitted ill connection with 
registration ll!Idu section 3(<:)(1)(") of th .. Pederal Xnaecticide. 
FungiCide. and ~odenticide Act (FIFRA), ie acceptable provided that y~1 

1. Svnait/cite all data required for Tegistration/rereg1etration of 
your product uuder PlFitA .. etion 3(c)(5) when the Agency >:equires 
all registrants of siail~r products to aubait eueh data. 

2. Malte the labeling changes listad bel" ... before you release tile 

product for sbipoMlnt bearing the • ..,nded labeling' 

a. Under "STRRILIZATION" include the stateHnt "00 NOT REUSt:: 
FOR STERILIZATION." 

b. Under "DISINFECTXON or DENTAL INSTRUMKNTS" chL~e "MIX ON 
PARf BY WEIGHT" to read "MIX ONE PART BY WJ::IGu-r." 

c. Change "Poliovirus Typel II" to read "Poliovirus Type II." 

d. Under the pa~agraph "To d •• troy Mycobacterium tUberculosis 
••• " revia. "For aingle.UMe of fresh solution at 20~ 
imaeree 15 ainutes" to read ·For single usa of fresh 2' or 
0.5\ active a~tive ingred1ent solution at 2U·C i~erse IS 
llinutes." 

e. Under "FEATUIU!S", 

(1) Delet. the atateunt "i\ffective in l>~ellenc:e of lO'roteil\s." 
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(2) Re.iee "42 day revae for die1nfection ••• " tQ ru~~a~d~~ ... 
"42 day reuee for dieinfe<:tion with 2' bovine eeru. and 
2' active ingredient."' 

(3) 'Revue "21 day reuae for dieinfection ••• " to read 
"21 day reuee for dieinfection with 2' bovine .erua and 
0,5\ antive ingredient." 

f. Olange "42 and 21 day repeated reuae in unual (bucket and 
tray) eyetea- to read "42 and 21 day repeated reUl!" in .anUII! 
(bucket and tray) .yete. for dieinfection;-

g. '11\e etate.eat "'11\. ahelf life of diluted aolutiona is the 
ea .... the 6Xpiration date on the bottoa of the concentrate 
bottle" auat be eupportad by the data or delete the clai •• 
Explain what ie aeant by "shelf life." 

3. Su~it five (5) copieu of your final printed labeling before 
you releaae the product for ahipaent. 

If these conditions are not coapl1ed with, the regutration will 
be subject to cancellation in accordance ~ith FlFRA section 6(e). 
Your release for "hipaent of the product beari,;'l the .. ended labeling 
constitutes acceptance of these conditions. 

l\ stamped copy of the labe 1 ia enclosed for your records. 

Enclosure 

Sincerely youre, 

Product Ma 
Disinfect ts Branch 
Registration Division (TS-767C) 

•• __________ .... U ... \l 
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WAVICIOE·01 
Corrosion Inhibitor 
Sodium Nil. he Solution 

Thit soIlA"'wiCllldpprolo<1 mOlal 
In.humerut .gllntl COlloslon 
when used o. Otlot1l11. 

Co,,(<<nls: 60 cc 12 ozl 

\Ney. Ener,,, SYlteM •. 'ne. 
200 East 64tn Street, 

N ... Vcill HYlooi!l 

~ . . ' 

DIRECTIONS FOR USE 

SEE MIXING DIRECTIONS 
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WAVICIDE-01 
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;UtUICUlOCI04l 

".(UOOMOtilAtIOAl. 
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STERILIZING AND DISINFECTING SC'LUTION 

WAyo"jDE·OI DIRECTIONS fOR USE 
••• .,..'OIItI'Hot<lIl .. I'J...w ..... ~OOIMI"". 
..,...~'"""."...-.o 
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Wa .. Energy S,'Iem, Inc, 
200 Ell! &4111 SI, 

Ht" Yor\, NY 10011 
PAINTED IN USA 

• WAVICIDE-Ol 

Potentiated Glutaraldehyde 
for 

Sterilization/Disinfection 

FEATURES 

" 2-year shelf life, 
" 42 day resue for disinfection 

with 2% active ingredient. 
" 21 day reuse for disinfection 

with 0,5% active ingredient. 
" :Herpes types I and II and 

,Polioviruses killed in ten 
minutes, 

" ~ingle use fresh 0.5% active 

.. 1_: ___ .l~ 

WA\ 
CONCF.NTRA 

STERIU; 
42and21c 

A STAB 
AND DI 
DENTAl 

ilECOl'MENOE: 
Rubbe·. i!\Imn 
len~~ and Sla 
Suts. IhltOfS 

ano ftbtlsco 

/, ingredient solution tuber- 0 
culocidal in 15 minutes at 20 C. 

IClwr INGREI 
G!uUI;,Idtltfjt 
IHEm INGREO 
loer1l1lOled-en 
etho:l:ylil~s 01 
syoetO'Sllt J~ 

ICHI·tl.~Hd . .tN 

Effective in presence of 
-prateins, 
Contains corrosion inhibitor. 
Pleasant lemon scent. 

E.~,A, REGISTRATION NO, 
15136-2 
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