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JUt 16 1987 

Glyco, Inc. 
22-10 Rt. 208 
pair Lawn, NJ 07410 

Attention. Joseph A. Conti 
ManAger Governllental Relations 

Gentlellen. 

Subject. DantobrOM S 
EPA Registration 110. 38906·"13 
Your Applications Dated AU~l.t 15, 1986 and January 27, 1987 

This is to inform you that we have "",,"pleted our evaluation of the 
data submitted in accordance with the cvnditions of this product's 
registration i.sued on July 22, 1986. 

1. The results of our evaluation of these data ~re as follows. 

a. In order for us to deter.ine whether the teratology study 
in Sprague-Dawley rats satisfies the Guideline require.ents, 
clarification of the ccaposition and purity of the test 
substances Ilust b" subllitted. 

b. Before we can ccaplete our review of the teratology study 
in New Zealand White rabbits, hi&torical control data on the 
incidence of fetal reaorptionB and on fetal hody '~ei9htB 
observed in the i '",est.igatorll' laboratory on the strain of 
rabbits used in the lltudy aust be suMitted. Clarific.ation 
of d,e cheaical coaposition and purity of the teat cOIlpounds 
Bust also be BuMitted. 

c. The 90-day oral IItudy is also deficient. Subait. the ir.dlvidual 
aniBal data supporting the investigators' co"clusi >nll. The 
chelli, .... l COIIposi tion and pur! ty of the test COBPOUnd" also 
need to be clarified. 
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d. The prisary eye ir1:itation and pria .. ry derllAl irr! tation 
studies eubolitted are .dequate to place the pt"oduct in the 
folloving Toxicity Catagories. 

c. 

f. 

Eye irritation - III 
sldn irdtation - IV 

No precautionary labeling changes .re required baaed on thftae 
studies. 

In order for u. to dete.sine wbether the der .. l a.aaitization 
atudies aeet Guideline requireaents, inforaation relative to 
the identification, purity or strength .a required by Section 
160.105 of Ti tie 40 of the Code of Federal Regulatione aust 
be autaitted. 

Both the hydrolysis .nd the !queoue photolyde data requir .. ent 
are satiafied tor the reqistration of halogenated diaethyl­
hydantoin for indoor and outdoor swi_ing pools and spas 'Jse. 

The data indicate tllat halogenated hydantoins undergo a 
VeJ:y fast hydrolyeis .t pH 5, 7, and 9 to aonohalogenated 
hydantoins. Sunlight does not appear to enhance the degrada­
tion of dihalobydantoins in water. 

g. Tbe aetabolla. studies on 5,S-diaethylhydantoin (DMB) and 
S-ethyl-S-aethylhydantoin (EKH) were unacceptable to support 
registration of the coapounds because they were deficient 
in the follov1n" respects. the radiochewtical purity and 
specific .ctivity of the test coapounds Here not reported, 
individual aniaal weights were not reported, except for the 
repeat section of the EMH study in which all feaales received 
the saae dose reger.Hess of weight, the individual doses 
adainistered were n.,t reported, lnad .... uate nullbus of anillAIs 
were used in the studie., data were reported aa cpIl without 
correction for background counts, quenching or counting 
efficiency 1.1ther than a. 14c equivalents of parent coapound. 
In .ddition, the TLC plates used to identity the aetabolites 
ae_ed to have been contuinated. 

2. The data/infor_tion ~equeated in it_a la, b, c, e, and '1 above 
Must be aubolitted by August 28, 1987. 

3. The revised labeling aubaitted on January 27, 1987 is being 
accepted under section 3(c)(7)( .. ) of the Federal Ins"cticic1e, 
F\;llgicide, and Rodenticide Act (FIlRr.) with the underst.anding 
that the data deficiencies noted "'bove will be satisfied. 

4. r.. indicated on the a .... jiatr.tion Notice, if the conditions of 
the reqhtr.tion are not coaplied witll, the l·c.qiatr.tion will be 
aubject to cancell.tion in a~rdancs with FIlRr. aection 6(e). 
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A staaped copy of the label is enclosed for your records. 

For your records, pleas. note the following EPA Acceuion NUJlbera 
which have been a.signed to the data subaitted. 

o Acute toxicity of hydrolysis and photolysis of halogenated 
coapounds • • • 263983 and 263899. 

o Priaary eye ir~itation study on 5,5-diaethylhydantoin (DMH) 
• •• 265027, 263899, and 263983. 

o Priaary eye irritation study on 5-ethyl-5-aethylhydantoin (EMH) 
• •• 265030, 263899, 265039, and 263983. 

o Priaary deraal i~itation study on DHH ••• 265034, 263899, 
265029, and 263983. 

o Priaary deraal irritation study on EMU ••• 265028, 263899, 
265035, snd 263983. 

o Distribution ~tudy of 5,5'-diaethylhydantoin-[5-14cl in New Zealand 
White rabbits ••• 265036 and 265025. 

o Distribution study of 5-aethyl-5-ethylhydanto~n-[5-14cl in New 
zealand White rabbits ••• 265038 and l65026. 

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

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

o 90-Day repeated dose oral toxicity study on EMH and DHH in rats 
• •• 265032 and 265042. 

o Developaental toxicity study in rabbits on EHH and DHH (Uait 
~est - TSCA Guidelines) ••• 265033 and 265040. 

o Developaental toxicity .tudy in rata on EMH and DMH (lint test 
TSCA Gu1<1elinea) ••• 265031 and 265041. 

EnclolSure 

FLYours, 

. ; 
.' Jeff lC_pter 

J Product Manager (32) 
Disinfectants Branch 
Registration Divhion (TS-767C) 
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TMI' 
DANTOBROM S 

BROMINATING DISINFECTANT FOR SPAS 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND 

DOMESTIC ANIMALS 

DANGER 

.... If S'lltO'[D. 'IGHt! CORROSIVE. 00 HOI 
r"E1JmUlllLT.~lI$es ere Ind skin dmgf.J~(itatin9 
101_ ~~d tbroaU,yoi6 breathing dust-Use lIi1h .deQuate 
vrUllti(ol).Do nol get into eres, on sUn or clothing.lleu 
rooe..gJr..ves ~n6 goggles or hc! shield !lhn handling. 
1l~'ShUlor«r~hlr aftEr hr,dJiog.lJ.ediltp)r mon 
(otain~led clothing and lIash before fflise. 

ENVIRONMENTAL HAZARDS 

Thi!PEslicide is tode 10 fish.Do not dischuge info hkes. 
stnm, {'NUl'S, or public vater unless in accordme with 
a >HIeS pm.it.For guidance conhct rour bgiond Office 
of:~£pA.fio not contuinale vater br eluning of conhiner 
~nd: ... ipHllt or disposal of wastes. 

PHYSICAL AND CHEMICAL HAZARDS 

CHUCIL kl.1UO:SJROIiS (llIOllIlIS AGENT.Ki, onJr 
wHlNleLUse dun 4rr utensils.Do Dot add Ibis product 
IO'¥I:4ispensing duice ccntaining lunanls of anr olher 
prod!i.Such use Jar C~U5e a violet me lion luding to 
fin::r t'Jp]osion.Contnination with 'OistUlt, or9~nic 
utft., or ott,er {huicds tar start. (huical rmtion 
wit~EraliOll of heat, libention of hazardous gases, and 
p~e qenf'ution of lire ~nd eJplosion. In case of 
cOl'tllination or decolPosilion, do notltsed (ontainer.If 
posSie. hohte eontair,H in open air or veJJ ventilated 
ar-eDood with Jarge rolules or water if nECessarr. 

HfI fO!UAIHER IlliHltY ClOS(O 
SSE HI A COGl DRY PUCE 
D~. Sl~t[ AI [[(VUEO mf[WU'[S 

NET C('IIfrENTS 

.I.ttin Jnglfdients: 

J ·bfOIO-3·( hi oro-5, S-di Ie thJ J • 
hldantoin 

I. 3-d; chi 010-S, S-di Ie thl J hldan loin 
I, 3-di (hioro-S-e tbr I· 5- Ie tbr 1-

bydantoin 
Inuls 
.I.uihbJf bfOline 
.I.raihbJe chlorine 

EP.I. leg. Ko. j8906-J3 
EfA Est. No. 3SS06·fA OJ 

KEEP OUT OF REACH OF 

DANGER 

60.01 

21.41 
10.61 

2.01 
lUI 
u.u 

CHILDREr 

! 
STATEMENT OF PRACTICAL TREAT~ENT 

In use of jn~estion.leed gtuel,(ooied (ereal or ~.ead 
soabd in tilt folJol{ed t·r olive oiJ.llIedialEl,. conlHf 
pllrsieiu •. 

In case of ([ODtut !lith eres,lJush er~s iutllialeJr vith 
phnlr of !latu for at lust 15 Jinults. h.edialeJr 
contact physician. 

In case of c('nlul wilh sHn,l/ash iuediatdr I/i!h 
~oap, and pienlr of !laler.hHdialelr (OnlHt pbrsici~n. 

!:';'~';::s-._. .,.~_ 
HOlE 10 PHrSICUH: Pro~a~Je lUCos~I'd~lage tar - r ~ 
condraindicate the use of 9~slriC' lavage .. ~~ '1 

.'"VftI, CO)IME. 
fn EPA kUer Uucd: 

• JU1161987 
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