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G:yco, Inc. 
22-10 Rt. 208 
ra1~ Lawn, NJ 01410 

Attention. Joseph A. Conti 
Manaqer GoyerJlllenul Relations 

Gentleaen. 

Subject. Dantobroa P 
EPA Reqiatration No. 38906-15 
Your Applicatione Oated August 15, 1986 and January 27, 1987 

This is to infor .. you that we have COllpleted our evalt-,ation of the 
d".ta subaitted in accordance with the conditions of this product'" 
registration issued on July 22, 1986. 

1. The results r:! our evaluation of theae data a':"e a. follows. 

". In order for u. to deter.ine whether the teratoloqy study 
in Spraque-Dawley rate satisfies the Guideline requirements, 
clarification of the coapoaid.on and purity of the test 
substances .uat be sublai tted. 

b. Before ~e can coap1Bte our review of the terato1oqy ~tudy 
in Nev Zealand White rabbita, historical control data on the 
incidence of fetal resorptions and on fetal body weights 
obser .. ed in the investigator.' laborat.:>ry on tha strain of 
rabbi ta used in the study .uat be .uba1 tted. Clari fication 
of the cheaica1 coapod tion and puri ty of u.. teat """pounds 
aust also be aubaitted. 

c. The 90-day ola1 study is also deficient. Subait the individual 
aniaal data supporting the investi~ators' conclusions. The 
cheJOica1 cOJlpo8i tion and purity of the test coapounde also 
need to be clarified. 
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d. The prilUU"Y eye irritation and prilUU"Y deraal l.rd tation 
studies subai tt..cJ are adequate .to place the prodl'ct in the 
following Toxicity Catagories, 

Eye irri.tation - III 
Skin irri ta tion - IV 

No precautionary labeling chanq~a are required based on t~ese 
studies. 

e. In order tor us todeterBine whether the der .. l send ti ... tion 
.tudies aeat Guideline require..nts, inforaation relative to 
the identitication, pur! ty or .trenqth as ,-"equired by Ilection 
160.105 of Title 40 of the Code of Federal Regulations Bust 
ba subai tted • 

f. Both the hydrolysis and the aqueous ph!,tolysis data requireaent 
are satiafied for the regiotration of halogenated diaethyl
hydantoin for indoor and outdoor svi_ing pools and spas use. 

The data indicate that halogenated hydantoins "ndergo a 
very fast hydrolysis at pH 5, 7, and 9 to ~onohalogenated 
hydantoins. Sunlight does not appear to ehhance the degrada
tion of dihalohydantoins in vater. 

g. The aetaboli.a vtudie~ on 5,5-diBethylhydantoin (DHH) and 
5-ethyl-5-aethylhydantoin (EMS) vere unacceptable to support 
registration of the coapounds because they vere deficient 
in the following respects, the radiocheaical purity and 
specific activity of the test coapounds vere not reported, 
individual aniaal veights vere not reported, except for the 
repeat Lection of the EMil stud)' in which all feaales received 
the Baae dos .. ,..egarclles8 of vsiqht, the individual doses 
adainilltered vere not reported, inadequate nuabers of aniaale 
vere used in the .tud:L .... , data vere reported a. cpr od thout 
correction for backc;-cound counts, quenching or co'!!lting 
efficiency rather than a. 1"<: equivalents of parent coapound. 
In addition, the TLC pl.te. used to identify the Betabolitea 
.e_ed to have been coDtaainated. 

2. The data/illfor_tioD rotquested in it •• la, b, c, e, and '1 above 
BUBt be subaitted by Augu.t 28, 1987. 

3. The revised labeling Bubaitted on January 27, 1981 i& being 
accept.ed under section 3(c)(7)(a) ot the Pederal II".secticide, 
Fungicide, and Rodenticide Act (FImA) vith the und.-.rstanding 
that the data def1cienci.,. noted above will be satisfied. 

4. AM indicated on th .. Registration lIotice, if the conditiona of 
the reqi.tration are not cr.plied with, the registration vill be 
.ubject to CAncellation in accordance vith FIFRA .ection 6(e). 
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A eta.ped copy of the label is enclosed (or your records. 

F~ your records, pl ... e note the following EPA Ace.ssion Muabera 
which have been assigned to the data aubaitted. 

o Acute toxicity ot hydrolysis and photolysis of halogenated 
C'-POllndS • • • 263983 and 263899. 

o Priaary eye irritation atuGy on 5,5-diaethylhydantoin (DMII) 
• •• 265027, 263899, and 263983. 

o Priaary eye irritation study on 5-ethyl-5-aethylhydantol.n(EMII) 
• • • 265030, 263899, 265039, and 263983. 

o Priaary deraal irritation study on DMK ••• 265034, 263899, 
265029, and 263983. 

o Priaary deraal irri v.tion stU<1y on EMIl • • • 265028, 263899, 
265035, and 263983. 

o Distribution study of 5,5 '-diaethylhydantoin- [5- 14cl in Nev zealand 
White rabbits ••• 265036 and 265025. 

o Distribution study of 5-.ethyl-5-ethylhydantoin-[5-14cl in Mew 
Zealand White rabbits ••• 265038 and 265026. 

o Delayed contact hypersenoitivity study in guinea pigs (DMII) ••• 
401616-01 and 401617-01. 

o Delayed contact hypersensitivity study in guinea pigs (EMH) ••• 
401616-02 and 401617-02. 

o go-Day repeated dose oral toxicity study on EMIl and DtIH ill rats 
• •• 265032 snd 265042. 

o Develo~ental toxicity atudy in rabbits on EMIl and OM!! (liait 
teat - TSCA Guidelines) ••• 265033 and 265040. 

o Develo~ental toxicity study in rata on EMIl and DMH (lieit test 
TSCA Guidelines) ••• 26503~ and 265041. 

En~lol!lure 

---------

~
S~lY youra, 

Jett J: .... pter 
( Product Manager (32) 

Dlsint~ctant. Branch 
Registration Diviaion (TS-767C) 
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BROMINATING DISINFECTANT FOR SWI 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND 

DOMESTIC ANIMALS 

DANGER 
HIIKfI!. If SVALlmo. HIGHlY ~iROSlV[. DO HOT 
Ute lICICWlLY.Cl:uStS Ut Ind stin d'luge.hritating 
to noS~ .nd tllrDII.Avoid bruthing dust.Use !lith ,deQuate 
yenUhliCII.Do not get into eyts, on stin or clothing.llm 
rubber gloves lnd goggles or hee shiel~ vhen handling. 
Il~sh thoroughh Ifter hndJing.JuedhtrJy relove 
(ontuinafEd clothing IBd vash before reuse. 

ENVIRONHENTAL HAZARDS 

this pesticide is tOIie to fish.Do not dischug! into Jahs, 
stnus. pcnd's. or pubUt ntu unless in accordance vith 
I IiFHS penit.for guidance contact toor Regior.31 OUice 
of ~~e £P,1..0o not (ontuinate valer br deaning of container 
anc Eq:.lirsent or disposal of vas!es. 

PHYSICAL AND CHEMICAL HAZARDS 

CHEIlICil HA1UD:snOHG OXTDIllKG AWiLlli1 (lnlr 
vith vater .Us!! dean drr utensils.Do not add this product 
10 anI dispensing device conhining runanls of anr other 
prodllcl.Such use III nus, a yjoJd rflliion J,ading 10 
fire or tJPlosion.Contuination with loislur" or9!nie 
tatlu, or olhu thuicds ur start I chuical rnclion 
Ifilh gen~ration of he~l, Jibenlion of huardous gaSfS, and 
possible gtnualion of fire and eJPlosion. In {ast of 
conJuinUitn ()T deco'PfJsjtiOll, do nof restal container. If 
possible, isolate container in open air or veil ventilated 
area.flood with luge 'tolults of water if necessnr. 

1[[1 COHlAI'[R lIGHTLY &lOS[O 
SIC![ IN A COt>/. BRr /lAt[ 

10 HOT S10l[ AT fUVmO TEHffUlUR[S 

NFT r.ONTFNTS 

Activ, Ingredients: 

i-br vlO-l-chl oro' s,S-diu thy 1-
hrdanloin 

I. 3-di chi oro-S ,S-oi uti'll Ihrdan loin 
J .3-diehioro-S-elhrJ+lethyl-

hydantoin 
Ineris 
bailable brOfine 
baihbJe chlorine 

EfA Reg. Ko. 3&-906-)S 
EPA Est. Ko. 3&~6-fA 01 

60.0% 

27.n 
lD.61 

2.01 
11.21 
H.4I 

KEEP OUT OF REACH OF CHILDREN 

DANGER 
STATEHENT OF PRACTICAL TREATHENT 

In use of irl~es.tion,fEfd gruel.cooled cereal or t-re~d 
soaled in .ilk (oBowed h olite oiJ.lnediateb (onltet 
physician. 

In case of (onlad with fJes,f1u5~ eres iuedialely lIilh 
phnlr of lIaler for at least IS ainules. Illedideh 
cor.lict plJ1sieian. 

In case of (oniact wilh slin,lIcsh juedi!teh lIilh 
SOep. and phfllr of w~tfl.Itteoiall1'h (Ofl!act rt.rsidan. 

HOlE l(J fHJSICUN: ffcl·,Me 'ufosal du~qt ur 
(ondrair.dicale 11111' use of qastrie huge.; 

GLVCO JUL161987 


