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Crystalline SoiidA-
1310C-1320C

Stable under conventiocnal condition,
Decomposes upon heating to 160°C

Soluble 1n water, glyerol, glycoIS"
and formamide. E :

First review by PEHS
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 Acute Rat- S.C.

.. Acute Rat Orail

Acﬁte Rat 1P

Acute Sheep Oral

'A;utg Dog 1V

Acute Rabbit Eye

- Subacute
Subacute

:”.Suhacute

©  Subacute

“Bubacute

Rat Oral
Dog Oral

Deer Feeding

Calf Feeding

.Study'No. 1

Study No. 2

Yearling Wether Feeding
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2 ml of 4% solution caused no
irritation or necrosis.

LDgg = 3.9 gm/Kg

'MLD = 0.8 gm/Kg

14 or 28 grams/animel gave no i1l

-effecta, 100 grams/animal caused

enteritis and death,

0.1 gm/Kg~was_we11 tpler&fed.

0.5 ml of 4% solution caused no

irritation.

Nine to 15 treatments of 0.5 gm/.

_animal on alternate daya produced

no effect,

s

One gram/animal for six days produced

no systemic effects. =

Amount . consumed was not obtained.

Neither of two does showed {1
effects.

The value of this study is very
limited. :

" Calves force-fed 28.or‘563gramsl

animal for 10 days showed no effect,

Two calves with free choice for onée

-week showed no eéffect. Amount con-

sumgd was not specified.

Ingestion of 227 grems during five
days caused no 111 effects.,



Pregnant Ewe

Subacute Rat Feeding (105 days)

"Subacdte Rat Dermal

Study No. 1
Study No. 2

Subacute Human Dermal
.Human Patch Test
Pharmacodynamic and Metabolic

Studies

Three-generation Rat Reproduction

LY S

e

L1

*

Was fed 112 grams, ﬁalivered two
normal lambs,

1.0% in the diet had no effect,
2,07 in the diet caused reduced growth

. rates and a slight cathartic action.

No gross or histological changes were
noted

Sixteen applications of a 20% solution

. produced no irritation or systemic

toxicity.

- Eleven applications.of a 50% solution

produced no {rritation, systemic

 toxicity or histological changes.

Produced no irritatién’as a 4% solutton.

A 10% solution caused mo irritation.

80% and 84% was excreated in the dog
urine as sulfamic acid.

"Levels tested were 0.035% and 0.05%
{350 ppm and 500 ppm). No evidence
.of toxicity was noted.
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Sulfamic Acid

Acute Rat Oral

_Results are based on the work of Lehman.dﬁring 1951. Protocol was
"not listed. |

Reaults

LDgg = 3.9.gm/Kg. At the very high doaes; tremors were noted and
deatﬁ’occur¥ed within 10 u{nutes. Animals that'sﬁrvived fcr.Zk‘hours
”usually-recovered. Ambrose (1943) noted that an oral dose of 1.6 gm/Kg.
.was tolerated by white mice without toxic signs.

~Acute Rat 1P . . |
j'These findings are based on the work of Ambrose (1963).

Resulta - .
He found the minimum fatal dose for rats to be 0.8 gm/Kg.- Fatal doges
produced stimulation of reSpiratiqn and prostration; death occurred
within 45 minutes ﬁclloﬁing administration of ;be compéﬁnd.

Acute Sheep .Oral

Oral doses of 14 or 28 grams were given to yearling wethers, Gné
hundred_grams and less was given to adult gosats.

Results |

The yearlings ghowed no signs of 111 effects, The édulﬁ'goats showed
severe enteritis and death at 100 grams/animal.v Lesser{doses were

tolerated by the adult goats.



Acute Dog 1V

Protocol was not 1isted. -
Results .
A dose of Q.f gm/Kg was well tolerated (Ambrose, 1943),

Subacute Rat Oral

Intubation of 0.5 gram/animal was done an'uiternnte days for nine or -~
‘f1fteen treatments.

Results

These treatments produced no.signs'of toxiciéy in rats except for.a
' decréése in growth rates at the yeginning of the éxpzriment. The
aniﬁéls overcame this weight loss during the latter p#rt of the treat-
ment. No significant gross-or micropathéldgy was found. |

Subacute Dog Oral

One gram of the test material was fed daily for six days.
Resulté
‘ This administratién of phé test m&tefi#l produced no systemic eifects.

Subacute Deer Feeding (34 Dain)

- The crystélline product was made available to two yearling does on a
free choice basig for 34 days.

Rgsulis

The amoﬁﬁt consumed was not obtained due to the hydroscopic nature of

the chemical. Neither of the animals involved showed any signg of

11lness or loss of conditiuﬁ.
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The value of this study with regard to extrapolation to human toxicity
appears to be very Iimited;

Subacute Calf Feediﬁg

. Study No, 1
Two calves (5-7 months of age) wéreAfotced—fed 28 grams
and 56 grams, respecti#ely,'each day for ten days.
Study ﬁo; 2 ' |
Thelchemical was also mﬁdg available to two calves on
& free choice basis for seven days. .

'Results

Study Nq. 1
These calves showed no effect,
Study No, 2
fhesé calves showed no effects. Amouﬁt of the test
material consumed was not specified.

Sybacute Yearling Wether Feeding

The yearling wethér was allowed to consume 227‘grams of the test material
over a.five day period.
Results

NoA111 effects were noted,



Pregnant Ewe Stpdy

The-ewg was fed 112 grams (number of doses ér time requiréd tobconsume
was not specified in this report). | |

The ewe deliv;red two normal lambs.

Subacute Rat Feeding (105 Days)

" In this study the rats yere'provided with 1% and 2% of the téstimateriai
in the diet of female rats, |
“Results ‘

The 17 3iétary level was without effect; The 2% inhibited growth wefghts
and induéed a slight‘cafhartic action, No gross or histological changes
wefe'goted. | |
The 1% aﬁd 2% dietary levels are.équivalent to 10,000 ppm and.20,000 ppm

respectively.

Sﬁbacutevkat Dgrﬁal
| _§£udg No, 1
. Sixteeg ﬁpplicatibns of ‘a 20% aqueous-solution was applied
té the skin of ten white rats over a period of fwenty-.
 seven déys{- |
Study No, 2
Eléven,applicétions of a 50% aqueous solution was dpplied
ﬁé'ghé shaved skin of five rats over'a period of niﬁetean

i days .



Regults
The test material in both studies did not produce irritation, systemic
‘toxicity or histological changes.

Subacute Human' Dermal

Tupiéalnapplication of a 401 solution was Qade'to the‘éntgrior surface
'Aof one arm of each of five humin squects several times a day for_fivé
- days. '
Results

The test material did‘noé produée ir;itati&h in any of the subjects.

‘Acute Rabbit Eve

.Approkiﬁately 0.5 ml of a 4%,solut16n was placed into the conjuﬁctival
‘_sac of five rabbits. |

Results

'No irritation was observed.

Acute Rat'Subcutanebu§

Treatment consisted.of the injection of two ml of a 4X solution,
Results
There'wereAnq signs of {rritation, inflammation or necrosis.

fPhgrmacodyngpic and Metaﬁalic Study

'Studies conducted by Haskell Labortorfes in which sulphor:distribution

in the urine of dogs was determined, showed that the compound 18 laréely

/o
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excreated in the form of sulfamic acid. In‘two studies each receiving
_one gram per day for five days, 80% aqd 84% of the awount was recovered.,
. Tests w;re ma@e for various constituents of the urine and blood serum
ﬁhtch would Iindicate effects on liver function; no ad&erse effects were
noted,

" According to Ambrose 20 ml/Kg'intraVenouSIy to dogs had no effeci on
biood’?rassﬁre.apd reépiraiioﬁ, At 100 mg/Kg slight transient effects
were notéd but neither system was seriously influenced. |
As reported by Haugen, the bloéd pressuré in calves was unchanged after
. the animals were force-fed iB or 56 grams}day for 10 days,

Thréé»genergtiop Rat Reproduction.Study

Forty-eight maleslahd forty-elight females vere di?idéd into thrée groups
"Og-éixteen males and sixteen feﬁales and offered the dosage levels of
'0;0, 0{0352 and 0.05 (equivaleﬁt to 350 ppm and 500 ppm respectively).

: .At three months, a three—genératioﬁAteproduction study waskinitiated

A 'wiﬁhin.each group. After the origin&i'generggion hed been on test for

; aﬁproxiﬁately 19 months, six males and six female rats were selected-at
random from the control groﬁp and tﬂe group recefving the 0.0SX-aﬁd was
gﬁbjectéd o a hematological evaluation, a uriéalys;s and a test to
measure 11ver»functioh (plasma, -alkaline phosphatase activity) and a
test to measure kidnéy fqnctiou (urine glutamic-oxaloacetic transaminase

acfivity).



Results
‘No ‘evidence of toxicity &s measured by histopathologic appraisal,

growth curves, and reproduction lactation indices was noted.
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