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History:
d Asahigh priority chemica for initial assessment,
2.2 -diamino-4,4 -silbenedisulfonic acid (DSSA) was selected
in the framework of the HPV Programme.
At SIAM-4, the conclusion was approved with comments.
Commentsat SI AM-4: Rearrangement of the documents.
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Date of Circulation:
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OECD SIDS 22-DIAMINO-44 -STILLBENEDISULFONIC ACID

SIDSINITIAL ASSESSMENT PROFILE

CASNo. 81-11-8
Chemical Name Benzenesulfonic acid, 2,2-(1,2-ethenediyl)bis(5-amino-
7\ o
H,N cC=cC NH
Structural Formula 2 Q_H H N / 2
SO4H SO4H

CONCLUSIONSAND RECOMMENDATIONS
The chemica does not revea any remarkable toxicity or ecotoxicity when exposureislow.

Itiscurrently considered of | ow potential risk and low priority for further work.

SHORT SUMMARY WHICH SUPPORTS THE REASONS FOR THE
CONCLUSIONS AND RECOMMENDATIONS

Human Health

The chemica showed no genotoxic effectsin bacteria and chromosomal aberration testin vitro. InaNT P chronic
toxicity test using rats and mice, there were no biologicaly significant absolute or relative organ weight, clinica
pathologica, or histopathological findingsin rat or mice. Mean body weights were marginally decreased for high-
dose mae and femde rats and femae mice. Food consumption in dosed rats and mice was similar to food
consumption in the controls throughout the studies. Survival was similar among control and trested groups of rats and
mice. Ulcers of the forestomach or glandular ssomach occurred in dosed rats (males: 1/50, 5/50, 4/50, femaes: 0/50,
1/50, 4/50). The NOEL is estimated to be less than 558 mg/kg/day in rats for repeated dose toxicity. In acombined
repest dose and reproductive/developmentd toxicity screening test, parenta animals exhibited no effects on
reproductive parameters and there were no significant differencesin number of offspring, sex ratio, etc. and no
abnorma findings in the offspring. Therefore, the NOEL was estimated to be 1000 mg/kg/day for reproductive
toxicity.

Asfor indirect exposure via the environment, PEC was estimated to be 3.7 x 10 mg/l from alocal exposure
scenario. Therefore, the health risk through the environment, in general, is considered to be low dueto itsuse
pattern and exposure stuation.

Environment

For the environment, various NOEC and L C 5, vaues were gained from test results; LC 5y = > 1000 mg/l (acute fish);
ECso = 210 mg/l (acute daphnia); ECso = 76 mg/l (acute dgae); NOEC = 32 mg/l (dlgae); NOEC = 37 mg/l (long
term daphnia reproduction). The lowest toxicity result (72h-NOEC, biomass, for Sdenastrumcapricornutum, 32
mg/l) was used to derive a PNEC. An assessment factor of 100 was used according to the OECD Provisiond
Guidancefor Initia Assessment of Aquatic Effects. Thus, PNEC of the chemical is0.32 mg/l in the present report.
The PEC islower thanthe PNEC. The environmental risk ispresumed to be low.

Exposure

Production and import volumes of 4,4’-diamino-2,2’-tilbenedisulfonic acid (DSSA) in Japan isca 1,000 and 35-77
tonneslyear, respectively, in 1988-92. Production volumeis 10,000 tonneslyear in Germany. This chemica isused
asan intermediate for pigments and fluorescent brightenersin closed systemsin Japan. This chemicd isstablein
neutrd, acidic or dkaline solutions, and is considered to be “not readily biodegradable’. Direct photodegradation is
expected asthis chemicd absorbs UV light with half-life of about one week.
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OECD SIDS 22-DIAMINO-44 -STILLBENEDISULFONIC ACID

PEC 0ca have been cd culated based on an emission and effluent scenarioand a dilution factor. PECjoca for the
aquatic compartment was 3.7 10 mg/l.

AsDSSA isproduced in aclosed system, exposure during synthesis may be excluded. Workplace exposure through
the inhaation route is possible when the raw materids are cast into vessels. However workers wear persona
protective equipment (e.g. safety glasses, dust respirator, rubber gloves) during thefilling process. Therefore, the
exposure a the workplaceis considered to be negligible. In addition, DSSA isnot contained in consumer products,
becauseit is an intermediate for industria use.

NATURE OF FURTHER WORK RECOMMENDED

No further testing is needed at present considering itstoxicity and exposure levels.
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OECD SIDS

22-DIAMINO-44 -STILLBENEDISULFONIC ACID

FULL SIDSSUMMARY

CASNO: 81-11-8 SPECIES PROTOCOL RESULTS
PHYSICAL-CHEMICAL
2.1 Melting Point >300 °C
2.2 Boailing Point No data available
23 Density 2.45 (relative density) at 20 °C
2.4 Vapour Pressure OECD TG 104 <130 Paat 25°C
2.5 Partition Coefficient OECD TG 107 Unmeasurable
(Log Pow)
2.6 A.  Water Solubility OECD TG 105 32mglLat 25°C
B. PH
PKa OECD TG 112 No data available
212 Oxidation: Reduction No data available
Potential
ENVIRONMENTAL FATE AND
PATHWAY
311 Photodegradation Cdculaed water: T 1,=1.78 x 10? years
312 Stability in Water OECD TG 111 Stable (pH 4.0, 7.0, 9.0)
3.2 Monitoring Data No data available.
33 Transport and Distribution No data availsble
35 Biodegradation OECD TG 301C Not readily biodegradable: 0% (BOD) in
28days, 1- 4% (HPLC) in 28 days.
3.6 Bioaccumulation No data available
ECOTOXICOLOGY
4.1 Acute/Prolonged Toxicity Oryzas latipes OECD TG 203 LG, (72hr): > 1,000 mg/L
to Fish LG, (96hr): > 1,000 mg/L
42 Acute Toxicity o AQuatic | hoshniamagna | OECDTG202 | EG, (24hr): 210 mgl
Invertebrates (Daphnia)
4.3 Toxicity to Aquatic Plants Sdenastrum OECD TG 201 EG, (72hr): 76 mg/l
eg. Algee capricornutum NOEC: 32 mg/l
452 Chronic Toxicity to Daphnia magna OECDT G202 EG,, (21d, Immobility): 74 mg/l
Aquatic Invertebrates EG (21d, Reproduction): 92 mg/l
(Daphnia) NOEC (21d, Repro): 37 mg/l
46.1 Toxicity to Soil Dwelling No data available.
Organisms
Toxicity to Terrestrial !
4.6.2 Plants No data available.
(4.6.3)  Toxicity to Other Non- No data available
Mammalian Terrestrial
Species (Induding Birds)
TOXICOLOGY
511 Acute Oral Toxicity Rat Unknown L Dsg. > 5,000 mg/kg
51.2 Acute Inhalation Toxicity No data available.
513 Acute Dermal Toxicity No data available.
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OECD SIDS 22-DIAMINO-44 -STILLBENEDISULFONIC ACID
CASNO: 81-11-8 SPECIES PROTOCOL RESULTS
5.4 Repested Dose Toxicity Ret NTP Test NOAEL = lessthan 558 mg/kg/day
5.5 Genetic Toxicity In Vitro
A. Bacteria Test S .typhimurium | NTP Test and others | Negative (With metabolic activation)
(Gene mutation) Negative (Without metabolic activation)
B Non-Bacterid InVitro Test [ CHO cells NTP Test Negative (With metabolic activation)
(Chromosomal aberrations) Negative (Without metabolic activation)
5.6 Genetic Toxicity In Vivo No data available.
5.8 Toxicity to Reproduction Rat OECD Preliminary NOAEL Parental = 1,000 mg/kg/day
reprOd“CT“g toxicity | NOAEL F1 offspring = 1,000 mg/kg/day
5.9 Developmental Toxicity/
Teratogenicity
511 Experience with Human
Exposure
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OECD SIDS

22-DIAMINO-44 -STILLBENEDISULFONIC ACID

1. I dentity

OECD Name:

Synonym:

CASNumber:
Empirical Formula:

Structural Formula;

Degree of Purity:
Major Impurities:

Essential Additives:

SIDS Initial Assessment Report

Benzenesulfonic acid, 2,2 -(1,2-ethenediyl)big(5-amino-

44 -Diamino-2,2 -silbenedisulfonic acid

DSSA

81-11-8

C1dH1aN206S,
)

SO-H SOsH

>94%

Unknown

None
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OECD SIDS 22-DIAMINO-44 -STILLBENEDISULFONIC ACID

2. Exposure

2.1 General discussion
Production and import volumes of 4,4’ -diamino-22 -stilbenedisulfonic acid (DSSA)
in Japan was ca. 1,000 and 35- 77 tonneslyear in 1988 - 1992, respectively . The

production volume is 10,000 tonnes'year in Germany. This chemical isused asan

intermediate for pigments and fluorescent brightenersin closed systemsin Japan.
This chemicd isgablein neutrd, acidic or akaine solutions, and is consdered to be

“not reedily biodegradable’. Direct photodegradation is expected asthis chemica
absorbs UV light with haf-life of 1.78 * 10“ years

2.2 Environmental exposure
a) Biodegradability:

If released into water, this substance is not reedily biodegraded. In aMITI | test
(corresponding to OECD TG 301C), 0% degradation during 28 days based on BOD
and 1 - 4 % based on HPL C analysis were measured.

b) Hydrolysisasa function to pH:

The chemicalisstablein water at pH 4 7and 9 (OECD TG 111).
¢) Photodegradability (estimation)

The hdf-lifetime of 1.78 * 10 years is estimated for the direct photodegradation of
the substance in water due to the absorption of UV light (MITI, Japan).

d) Bioaccumulation:

No data are available.

e) Global exposure

Globd exposure modd cannat be applied, because the Octanol/water partition
coefficient of DSSA cannot be measured.

f) Local exposure

According to Japanese manufacturer, 270 kglyear of DSSA are released with 240,000
tly of effluent into ariver (flow rate 6,920,000 tonneslyear). The locd predicted
environmental concentration (PEGyw ) is3.7E-2 mg/l, employing the following
cdculaion modd.

Amount of release (2.70x10° mgly)

Volume of effluent (2.40x1C° I/y) x Dilution factor (6.92x10%2.40x15P)
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OECD SIDS 22-DIAMINO-44 -STILLBENEDISULFONIC ACID
2.3 Consumer Exposure

DSSA isnot contained in consumer products, because DSSA is an intermediate for the
production of pigments and fluorescent brighteners.

2.4 Occupational Exposure

AsDSSA is produced in a closed system, exposure during Synthesis may be excluded.
This chemicd is used as the intermediates for pigments and fluorescent brighteners.
Workplace exposure is possible when the raw materids are cast into vessds, with
inhaation uptake consdered to be the main route of exposure. Skin contact playsa
minor role. Workers wear safety glasses, dust respirator, and rubber gloves during the
filling process. Therefore, the exposure to worker is estimated to be negligible
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OECD SIDS 22-DIAMINO-44 -STILLBENEDISULFONIC ACID

3. Toxicity

3.1 Ecotoxicity

DSSA has been tested in a limited number of aguatic species (Selenastrum
capricornutum Daphnia magna and Oryzias |atipes), according to OECD test
guiddines[OECD TG 201, 202, 203, 204 and 211]. Acute and chronic toxicity datato
test organisms for DSSA are summarized in Table 1. No ather ecotoxicological data
are avalable.

V arious NOEC and L Csp vaues were gained from the above-mentionedtests;

L Cs0(96h) > 1,000 Mg/l (acute fish); ECs(24h) = 210 mg/l (acute dgphnia); ECx(72h)
=76 mg/l (dgae); NOEC= 32 mg/l (agae); EC50(21d) = 92 mg/l (long-term daphnia
reproduction); NOEC(21d) = 37 mg/l (long-term daphnia reproduction). Therefore,
the chemical is considered to bedightly toxic to, daphnids and dgee and non-toxicto
fish. Asthe lowest toxicity deta, the 72nrNOEC (biomass) for Selenastrum
capricornutum (2 mg/l) was adopted. An assessment factor of 100 was used to
determine a PNEC according to the OECD Provisona Guidance for Initia
Assessment of Aquatic Effects. Thus, the PNEC of the chemical is0.32 mg/l. The
PEC islower than the PNEC. The environmenta risk is presumed to be low.

Table 1. Acute and chronic toxicity data of DSSA to aqudtic organisms

Species Endpoint * Conc. (mg/L) | Reference
Selenastrum Biomass: ECsp 76 mg/L
capricornutum (agae) | (72h) 32 mg/L
Biomass:NOEC
Daphnia magna(water | Imm: LCgy(24h) 210 mg/lL MOE
fleg) Rep: ECsy(21d) 92 mg/L m’

Rep: LOEC(21d) 67 mg/L

Rep: NOEC (21d) | 37 mglL (1994)
Oryzias latipes (fish, Mor: LCs(48h) >1,000 mg/L
Medaka) Mor: LCq(72h) >1,000 mg/L
Mor:L.C50(96h) >1,000 mg/L.

Notes "~ Mor; mortality, Rep; reproduction, Imm; immobilisation

3.2 Human Toxicity
a) Acutetoxicity

The acute oral L Ds vaue of DSSA for male Wigtar rat was reported to be over 5,000
mg/kg. No data are available on acute inhdation and acute dermd toxicity.

Two reports on irritation tests are available. T he resultsindicate that DSSA is not
irritating to skin and eyesin rabbit.

b) Repeated toxicity
This chemica was studied for ord toxicity (feeding) in rats and micefor 2 yearsby the

Nationa Toxicology Program (NTP). The study was well controlled and conducted
under GLP. That iswhy it was consdered to be akey study.
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OECD SIDS 22-DIAMINO-44 -STILLBENEDISULFONIC ACID

There were no biologicaly sgnificant absolute or relative organ weight, clinica
pethology, or histopathology findingsin rats or mice administered disodium 44 -
diamino-2,2-gtilbene disulfonate in feed for 15 months. Body weight, food consumption,
aurvival, and clinicd findings Mean body weights were marginally decreasedfor hight
dose male and femde rats and femae mice. Food consumption by dosed rats and mice
was Smilar to food consumption by the controls throughout the studies. Surviva was
similar among control and treated groups of rats and mice. Ulcers of the forestomach or
glandular gomach occurred in dosed rats (mdes: 1/50, 5/50, 4/50, femdes: 0/50, 1/50,
4/50). No dinicd findings related to chemica administration were observed in rats or
mice. The NOEL is estimated to be less than 558 mg/kg/day in ratsfor repeated dose
toxiaty.

¢) Reproductive toxicity

DSSA was sudied for ord toxicity in rats according to the OECD Prdiminary
reproductive toxicity test at doses of 0, 40, 200 and 1,000 mg/kg/day.

<Repesat dose toxicity> The test substance had no effects on dlinical sgns, body
weight changes, food consumption or necropsy findingsin ether sex. Testicular and
epididyma weights were smilar among dl four groups. No histopathologica changes
ascribed to the test substance in these reproductive organs were observed in any of the
made ras.

<Reproductive and developmentd toxicity> Parental animals exhibited no effects on
reproductive parameters including the copulaion index, the fertility index, the
gedation index, the ddlivery index, parturition or materna behavior. There were no
sgnificant differences in number of offspring or live offpring, sex rétio, the live birth
index, the viability index, or body weight. No abnormd findings attributable to the test
substance were noted in externd examination, clinical Sgns or necropsy of the
offgoring. (MHW, 1993). The NOEL vaues for both parenta and F1 offspring
regarding reproductive toxicity are conddered to be 1,000 mg/kg/day.

d) Genetic toxicity

Becterid test

Severd datainduding results from the NTP programme on reverse gene mutation
assayswere reported. These sudieswerewell controlled and regarded asakey

sudes DSSA showed negative resultsin Salmonella typhimuriumTA100, TA1535,
TA98, TA1537 and Escherichia coli WP2 uvr A with or without metabolic activation
(MHW, 1993).

Non-bacterid test in vitro
A chromosomal aberration test was conducted using cultured Chinese Hamster ovary
(CHO) cdls by NTP. This study waswell controlledand regarded as akey study.
The maximum concentration of the chemicd was 5.0 mg/ml. Chromosomd
aberrations was not recognized up to a maximum concentration of 5.0 mg/ml with or
without an exogeneous metabalic activation system (NTP, 1992).

in vivo test
No detaare available on in vivo genatoxic effects.

€) Other human health related information

None
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OECD SIDS 22-DIAMINO-44 -STILLBENEDISULFONIC ACID

4. Initial assessment
4.1 Exposure

Production and import volumes of 4,4’ -diamino-2,2 -<tilbenedisulfonic acid (DSSA)

in Japan is ca 1,000 and 35-77 tonneslyear, respectively, in 1988-92. The production

volumeis 10,000 tonnes'year in Germany. This chemicd is used as an intermediate

for the production of pigments and fluorescent brighteners in closed systems in Jagpan.

This chemicd isgable in neutrd, acidic or dkaine solutions, and is conddered to be

“not reedily biodegradable’.

A PEC 4 have been caculated based on an emission and effluent scenario and a

dilution factor. PEGua for aguatic compartment was3.7 ~ 102 mg/l.
AsDSSA is produced in a closed system, exposure during synthesis may be exduded.
Workplace exposure through inhalation route is possible when the raw materids are
cast into vessels. However workers wear persond protective equipment (e.g. safety
glasses, dust respirator, rubber gloves) during the filling process. Therefore, the
exposure a the work place is consdered to be negligible. In addition, DSSA is not
contained in consumer products, because it is an intermediate for industrid use.

4.2 Ecotoxicity

Various NOEC and LCx vaues were gained from test results; 96h L Cso > 1000 mg/l
(acutefish); 48h ECsp = 210 mg/l (acute daphnia); 72h ECso = 76 mg/l (algae); NOEC
=32 mg/l (dgae); 21d NOEC = 37 mg/l (long-term daphnia reproduction). Asthe

lowest toxicity datathe 72h-NOEC (biomass) of Selenastrum capricor nutum (32 mg/l)
was adopted. An assessment factor of 100 was used to determine a PNEC according to
the OECD Provisond Guidance for Initid Assessment of Aquetic Effects. Thus, the
PNEC of the chemicd is 0.2 mg/l in the present report. The PEC is lower than the
PNEC. The environmentd risk is presumed to be low.

4.3 Toxicity

The chemica showed no genotoxic effects in bacteriaand chromosoma aberration
test in vitro. In an NTP chronic toxicity test using rats and mice, there were ro
biologicaly sgnificant absolute or rdative organ weight, dlinicd pathologicd, or
histopathologicd findingsin rat or mice Mean body weights were margindly
decreased for high-dose male and femde rats and femae mice. Food consumption by
dosad rats and mice was similar to food consumption by the controls throughout the
dudies. Surviva was smilar among control and trested groups of rats and mice. Ulcers
of the forestomach or glandular somach occurred in dosed rats (maes: 1/50, 5/50, 4/50,
females 0/50, 1/50, 4/50). The NOEL isestimated aslessthan 558 mg/kg/day in rats
for repeated dose toxicity. Inan OECD prdiminary reproductivetoxicity test, parental
animas exhibited no effects on reproductive parameters and there were no significant
dfferences in number of offspring, sex raio, etc. and no abnormd findingsin the
offspring. Therefore, the NOEL was estimated to be 1000 mg/kg/day for reproductive
toxicity.

Asfor indirect exposure via the environment, a PEC was estimated to be 3.7 x 10~
mg/l from aloca exposure scenario. The margin of safety islarge. Therefore, hedth
risk through the environment, in generd, are considered to be low due to its use pattern
and exposure Situgtion.
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OECD SIDS 22 -DIAMING-44-STILLBENEDISULFONIC ACID

5. Overall recommendation and initial assessment

5.1 Conclusion
Incondusion, no further testing is needed at present congdering its toxicity and
exposure Stuation.

5.2 Recommendation

None
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OECD SIDS 22 -DIAMING-44-STILLBENEDISULFONIC ACID

6. Reference
Bayer AG (1990) Sicherheitsdatenblatt Bayer AG vom 06.07.1990
Bayer AG (1991) Berechnung UWS-Produktsicherhet, Bayer AG 1991

EA, Japan (1994) "Invedtigation of the Ecotoxicologicd Effects of OECD High
Production Volume Chemicas', Office of Hedth Studies, Environmentd Hedth

Department, Environment Agency, Japan (HPV/SIDS Test conducted by EA, Japan)

EA & MITI, Japan (1994) Unpublished Report on Exposure Estimation (HPV/SIDS Test
conducted by EA and MITI, Jepan)

ECDIN database (1994)
Huang-Minlon, J. Am. Chem. Soc., 70, 2802-2804 (1948)

Leo, A. J. (1982) LogP Vdues Calculated Using the CLOGP Program for Compounds
In1SHOW Files. Pomona College Medicind Chemistry Project; 1982

Loeser, E. (1979): Bayer AG data, short report, 3. 5. 1979

Lyman W.J. et d (1961) W. J. Lyman, W. F. Reehl and D. H. Rosenblatt, "Handbook of
Chemica Property Etimation Method"*, McGraw Hill Book Co., 1981.

MHW, Jgpan (1994) Unpublished Report on Preliminary Reproductive Toxicity Test of
44 -diamino-2,2 -stilbenedisulfonic acid. (HPV/SIDS Test conducted by MHW, Japan)

Merck Index (1982) Windholz, M. The Merck Index, Sth Edition Merck and Company,
Inc., Rahway, NJ, 1982

MITI, Japan (1994a): Unpublished data

MITI, Japan (1994b) Unpublished Report (HPV/SIDS Test conducted by MITI, Jgpan.,
Test was performed in Chemicals Ingpection and Tegting Indtitute, Japan)

Norpoth, K. (1977): Dataof Bayer AG, Universty of Murngter, 22. 7. 1977
NTP (1992): Technica Report No. 412

Thyssen, J. (1979): Bayer AG data, short report, 6. 8. 1979

Zaitseva, N. V.; Kulikov, A. L. (1980): Gig. Sanit. 45, 73-76

Zeiger, E. et d. (1987): Environ. Mutagen. 9, Suppl. 9, 1-110. SAmonela Mutagenicity
test 3.Results from the testing of 255 chemicas

14 UNEP Publications



OECD SIDS 22 -DIAMING-44-STILLBENEDISULFONIC ACID

SIDS DOSSIER

Benzenesulfonic acid, 2,2'-(1,2- ethenediyl)bis(5-amino)
CAS No. 81-11-8

Sponsor country: Japan

DATE: March 2002
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OECD SIDS

22 -DIAMING-44-STILLBENEDISULFONIC ACID

SIDS PROFILE

101A. CASNo. 81-11-8
1.01C. CHEMICAL NAME Benzenesulfonic acid, 2,2-(1,2-ethenediyl)bis(5-
(OECD Name) amino-(4,4 -Diamino-2,2 -tilbenedisulfonic acid)
1.01D. CAS DESCRIPTOR Not gpplicable
1.01G. STRUCTURAL FORMULA
HoN C=C NH
s
SOzH SOzH
OTHER CHEMICAL
IDENTITY INFORMATION
15 QUANTITY In Japan, approx 1,000 tonnes/year in 1988 - 1992.
Import volume: 35-77 tonneslyear in 1988 - 1992.
1.7 USE PATTERN In Jgpan,
Intermediate for pigments and
fluorescent brighteners
Closed system
19 SOURCESAND LEVELSOF | In Japan,
EXPOSURE 1. Amount released from production site to water is
270 kglyear.
2. Amount released to air from production ste is
negligible
3. Information on consumer exposure is not available.
ISSUESFOR
DISCUSSION
(IDENTIFY, IF
ANY)
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OECD SIDS

22 -DIAMING-44-STILLBENEDISULFONIC ACID

4,4'-Diamino-2,2'-stilbenedisulfonic acid

SIDSSUMMARY

CASNO: 81-11-8
Z > 2t
= = = - i 3
=] = = b —_ A
= & = g = ]
= | A T 82| &2 | EL
g ) - z é..: 53 =
5 2 Z = as | < T
STUDY Y/N Y/N Y/N Y/N Y/N Y/N Y/IN
PHYSICAL-CHEMICAL DATA
. . Y N N Y N Y N
2.1 Melting Point
" : Y N N Y N Y N
2.2 Boailing Point
23 Density Y N N Y N Y N
2.4 Vapour Pressure “ z
25 Partition Coefficient N v
2.6 Water Solubility N N
pH and pKavalues
OTHER P/C STUDIES RECEIVED
ENVIRONMENTAL FATE and PATHWAY
311 Photodegadation N Y
312 Stahility in water N Y
3.2 Monitoring data N N
3.3 Transport and Distribution N N
3.5 Biodegradation N Y
3.6 Bioaccumulation N N
OTHER ENV FATE STUDIES RECEIVED
ECOTOXICITY
4.1 A cute toxicity to Fish N Y
4.2 Acute toxicity to Daphnia N Y
4.3 Toxicity to Algae N Y
452 Chronic toxicity to Daphnia N Y
4.6.1 Toxicity to Soil dwelling organisms N N
4.6.2 Toxicity to Terrestrial plants N N
4.6.3 Toxicity to Birds N N
OTHER ECOTOXICITY STUDIESRECEIVED
TO XICITY
511 Acute Oral Y Y Y N N Y N
512 Acute Inhalation N N
513 Acute Dermal N N
54 Repeated Dose Y Y Y N N Y N
55 Genetic Toxicity invitro
. Gene mutation Y N N Y N Y N
. Chromosomal aberration Y N N Y N Y N
5.6 Genetic Toxicity invivo N N
5.8 Reproduction Toxicity N Y
5.9 Development / Teratogenicity N Y
511 Human experience N N
OTHER TOXICITY STUDIES RECEIVED
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OECD SIDS

22 -DIAMING-44-STILLBENEDISULFONIC ACID

1. GENERAL INFORMATION
1.01 SUBSTANCE INFORMATION
A. CASNumber 81-11-8
B. Name (I UPAC name) 44 -Diamino-2,2 -silbenedisulfonic acid
C. Name (OECD name) Benzenesulfonic acid, 2,2-(1,2-ethenediyl)bis (5-amino-
D. CASDescriptor  Nat goplicable
E. EINECSNumber 201-325-2
F. Molecular Formula C1H14N2OsS,
G. Structural Formula
7\ o
H,N c=cC NH
N_/ A AN/ °
SOzH SOzH
H. Substance Group
l. Substance Remark None
J. Molecular Weight 37042
1.02 OECD INFORMATION
A. Sponsor Country.  Japan
B. L ead Organization:
Name of Lead Organization:
Ministry of Hedlth and Welfare (MHW)
Minigtry of International Trade and Industry (MITI)
Environment Agency (EA)
Ministry of Labor (MOL)
Contact person: Mr. Y asuhisa Kawamura
Director Second Internationa Organization Bureau
Minigiry of Foreign Affairs
Address: 2-2-1 Kasumigaseki, Chiyoda-ku
Tokyo 100, Jgpan
TEL 81-3-3581-0018
FAX 81-3-3503-3136
C. Name of responder Same as above contact person
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OECD SIDS 22 -DIAMING-44-STILLBENEDISULFONIC ACID

11

1.2

1.3

14

15

1.6

1.7

1.8

GENERAL SUBSTANCE INFORMATION

Type of Substance
eement| ]; inorganic| ]; naturd substance| |;
organic [X]; organometdlic [ ]; petroleum product [ ]

Physical State gaseous [ ; liquid [ ]; solid [X]

Purity > 94 %
SYNONYMS 44 -Diamino-2,2 -<ilbenedisulfonic acid
DSSA

IMPURITIES Unknown

ADDITIVES None

QUANTITY Locetion Production(tonnes) Date
Japan 1,000/year 1983-19%2
Japan 35-77lyear (Import)  1988-1992

Reference: MITI Japan (19949)

LABELLING AND CLASSIFICATION

None
USE PATTERN
General Type of Use: Category:
Industry use Intermediiate for pigments and
fluorescent brighteners
Reference: MITI, Japan (19943a)

Usesin Consumer Products

None

OCCUPATIONAL EXPOSURELIMIT VALUE

None
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1.9 SOURCES OF EXPOSURE
Source: Media of rdease Water from a
production site
Quarntities per media 270 kg/year

Reference: MITI, Japan (1994a)

1.10 ADDITIONAL REMARKS

A. Optionsfor disposal

No information provided

B. Other remarks
Processes
aulfonation
p-Nitrobenzene p-Nitrotoluene-o-sulfonic acid
oxidation reduction

4.4 -Dinitrogtilbene-2,2 -disulfonic acid

Reference: MITI, Japan (1994a)
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2. PHYSICAL-CHEMICAL DATA

2.1 MELTING POINT

@
Vdue

Decompogtion:

Sublimation:
Method:
GLP;
Remarks:

Reference;

(b)
Vdue

Decompostion:

Sublimation:
Method:
GLP:
Remarks:
Reference:

2.2 BOILING POINT

>300 °C

Yes[] No [X] Ambiguous| ]
Yes[] No [X] Ambiguous| ]
Unknown

Yes[X] No[] ?[]

None

MITI, Japan (1994b)

300°C

Yes[] No[] Ambiguous| ]
Yes[] No[] Ambiguous] ]
Unknown

Yes[] No[] ?[X]

None

Huang-Minlon (1948)

No data avalable

2.3 DENSITY (Relative density)

2.4 VAPOUR PRESSURE

Type:

Vdue
Temperature:
Method:
GLP:

Remarks:
Reference:

Vaue
Temperature:
Method:

GLP;
Reference;

Bulk dendity [ ]; Densty []; Relative Densty [X]
245

20°C

Unknown

Yes[] No[] ?[X]

None

ECDIN database (1994)

<130 Pa

25°C

caculated [ |; measured [X]

OECD Test Guiddine 104 Static method
Yes[X] No[] ?[]

MITI, Japan (1994b)
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2.5 PARTITION COEFFICIENT logioPow
(@
Log Pow: Unmeesurable
Temperature: 25°C
Method: caculated [ ]; measured [X]
OECD Test Guiddine 107
GLP: Yes[X] No[] ?[]
Comment: The chemicd was poor soluble into both water and octanal.
Reference: MITI, Jgpan (1994b)
(b)
Log Pow: D-17 (2-25
Temperature:
Method: caculated [X]; measured [ ]
CL OGP-3.54 Medchem Software 1989
GLP: Yes[] No[] ?[]
Reference: (1) Bayer AG (1991) (2) Leo, A. J. (1982)
2.6 WATER SOLUBILITY
A. Solubility
(8 Preferred result
Vdue 32my/l
Temperature: 25°C
Description: Miscible[ ]; Of very high solubility [ J;
Of highsolubility [ ]; Soluble [ ]; Sightly soluble[ ;
Of low solubility [ ]; Of very low solubility [X];
Not soluble [ ]
Method: OECD Test Guiddine 105
GLP: Yes[X] No[] ?[]
Reference: MITI, Japan (1994b)
(b)
Vdue 0.65 mg/l
Temperature: 20°C
Description: Miscible[ ]; Of very high solubility [ ];
Of highsolubility [ ]; Soluble [ ]; Slightly soluble [ J;
Of low solubility [ ]; Of very low solubility [X];
Not soluble[ ]
Method:
GLP: Yes[] No[] ?[X]
Remarks: No details are provided.
Reference: Bayer AG (1990)
Merck Index (1982)
B. pH Value, pKa Value
No data avalable
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2.7 FLASH POINT

No data avallable
2.8 AUTO FLAMMABILITY

No daa avalable
2.9 FLAMMABILITY

No daa avalable

2.10 EXPLOSIVE PROPERTIES

No daa avalable

2.11 OXIDIZING PROPERTIES

No data avallable

2.12 OXIDATION: REDUCTION POTENTIAL

Nodaaavalddle

2.13  ADDITIONAL DATA

A. Partition co-efficient between soil/sediment and water (Kd)
No data available

B. Other data
None
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3.

3.1

3.11

3.1.2

3.1.3

3.2

3.3

3.3.1

3.3.2

ENVIRONMENTAL FATE AND PATHWAYS

STABILITY

PHOTODEGRADATION

Type: Air [ ]; Water [X]; Sail; Other [ ]
Light source: Sunlight [X]; Xenonlamp[]; Other []
Spectrum of
substance: epsilon = 1.61 x 10* & 300 nm
epsilon =332 x 10% & 340 nm
Edtimated parameter for calculation:
Quantum yidd 0001
Concentration 5x 10°M

Depth of water body 500 cm
Conversion condant 6023 x 10%°

Result; Degradation rate 6.19x 10 moll/s
Half life 1.78x 10? years
Reference: Lyman, W.J. et d. (1981)

STABILITY IN WATER

Type: Abiatic (hydrolyss) [X]; biotic (sediment)| ]
Reault: Sablea pH 4,7 and 9 a 25°C

Method: OECD Test guiddine 111

GLP: Yes[X] No[] ?[]

Test substance: 44 -Diamino-2,2 -stilbenedisulfonic add
Reference: MITI, Japan (1994b)

STABILITY IN SOIL

No daa avalable

MONITORING DATA (ENVIRONMENT)

No studies located
TRANSPORT AND DISTRIBUTION BETWEEN ENVIRONMENTAL
COMPARTMENTSINCLUDING ESTIMATED ENVIRONMENTAL
CONCENTRATIONSAND DISTRIBUTION PATHWAYS
TRANSPORT

No data avalable

THEORETICAL DISTRIBUTION (FUGACITY CALCULATION)

Globd exposure modd cannat be applied, because the Octanol /water partition
coefficient of DSSA isnot available.

24
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3.4

3.5

3.6

3.7

3.8

IDENTIFICATION OF MAIN MODE OF DEGRADABILITY IN ACTUAL USE

BIODEGRADATION

Type:

[noculum:
Concentration of
the chemicA:
Medium:

Degradation:

Reaults,

Method:

GLP:

Test substance:
Reference:

BIOACCUMULATION

No studies|ocated.

aerobic [X]; anaerobic| ]
adapted [ ]; non-adapted [X];

100 myg/l related to Test Substance[X]

water| |; water-sediment] |;sall [ ];sewage treatment| |
other [X] (Japanese standard activated dudge)
Degree of degradation after 28 days

0, 0 and 0 % from BOD

4, 1 and 3 % from HPLC andysis

Readily biodeg. [ ]; Inherently biodeg. [ ]; under test
condition no biodegradation obsarved [X]

OECD Test Guideline301 C

Yes[X] No[] ?[]

44 -Diamino-2.2 -ilbenedisulfonic acid

MITI, Japan (1994b)

BODs,COD OR RATIO BODs/COD

Not gpplicable

No daa avalable

ADDITIONAL REMARKS

Sewage treatment

Other information

None

None

UNEP Publications 5



OECD SIDS

22 -DIAMING-44-STILLBENEDISULFONIC ACID

4. ECOTOXICOLOGICAL DATA

4.1 ACUTE/PROLONGED TOXICITY TO FISH

Andytica monitoring:

Andytica monitoring:

(a
Type of test:

Species.
Exposure period:
Results:

Method:

GLP;

Test substance:
Remarks:

Reference:

()
Type of test:

Species.
Exposure period:
Reaults

Method:

GLP:

Test substance:
Remarks:
Reference:

satic[ ]; semi-static [X]; flow-through [ ]; other[ ]
open-system [X]; closedsystem [ ]

Oryzias latipes

96 hr

L Cso (24h) => 1,000 mg/l

L Cso (48h) => 1,000 mg/l

L Cso (72h) => 1,000 mg/l

L Csp (96h) => 1,000 mg/l

NOEC =

LOEC =

Yes[] No [X] ?[]

OECD Test Guiddine 203 (1981)

Yes[] No[X] ?[]

44 -Diamino-2,2 -tilbenedisulfonic acid, purity = 96.4 %
A group of 10 fish were exposed to each of 5
nomina concentrations (95-1,000 mg/l) and laboratory
water control.

EA, Japan (1994)

static [ ]; semi-static [ ; flow -through [ ]; other [ ]
open-system [ ]; closed-system [ ]
Leuciscus idus(Goldorfe)

48 hr

L Co (48h) = 200 mg/l

Yes[] No[] ?[X]

Other method

Yes[] No[] ?[X]

44 -Diamino-2.2 -dilbenedisulfonic acid
No detaled data are provided
Company data (Bayer AG)

4.2 ACUTE TOXICITY TO AQUATICINVERTEBRATES

A. Daphnia

Type of test:

Species.
Exposure period:
Results:

static[X]; semi-gtatic [ ]; flow-through [ ]; other [ ];
opensystem [ X]; closedsystem [ ]

Daphnia magna

24 hr

ECso (24h) = 210 mg/l (95% confidence limits 130-250 mg/l)

ECx (48h) =
NOEC =
LOEC =

Andytica monitoring: Yes[] No [X] ?[]
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Method: OECD Test Guiddine 202 (1984)

GLP: Yes[] No [X] ?[]

Test substance: 44 -Diamino-2,2 -tilbenedisulfonic acid, purity = 96.4 %
Remarks: 20 daphnids (4 replicates, 5 organisms per replicate) were

exposed to each of 5 nomina concentrations(100-1000
mg/l). Stock solution was prepared with
DM SO:HCO0=9:1(100-1000 mg/). Controls with and
without this vehicle were taken for test.

Reference: EA, Japan (1994)

B. Other aquatic or ganisms

No studies|located

4.3 TOXICITY TO AQUATIC PLANTS e.g. Algae

Species. Selenastrum capricor nutumATCC 22662
End-point: Biomass [X]; Growth rate|[ ]; Other [ ]
Exposure period: 72 hours

Reaults Biomass. ECx (24h) =

ECy (72h) = 76 mg/
NOEC = 32 mg/l (p < 0.05)

LOEC =
Andytica monitoring: Yes[ ] No[X] ?[]
Method: open-system [X]; closedsystem [ ]
OECD Test Guiddine 201 (1984)
GLP: Yes[] No [X] ?[]
Test substance: 44 -Diamino-2.2 -stilbenedisulfonic acid, purity = 96.4 %
Remarks: The ECs vaues for biomass were calculated based on 7

nomind concentrations (10-320 mg/l). Stock solution

was prepared with DM SO (100 mg/l). Controlswith

and without this vehicle were taken for test.
Reference: EA, Japan (1994)

4.4 TOXICITY TO BACTERIA

Species: Pseudomonas fluorescens
Reaults: ECo (24h) = 1,000 mg/l
Method: Other method

B estimmung der biologischen Schadwirkung toxischer
Abwaesser gegen Bakterien. DEV, L8 (1968) Modifiziert.

GLP: Yes[] No[] ?[X]

Test substance: 44 -Diamino-2,2 -ilbenedisulfonic acid, purity = 96.4 %
Remarks: No details are provided.

Reference: Company data (Bayer AG)

4.5 CHRONIC TOXICITY TO AQUATIC ORGANISM S

45.1. CHRONICTOXICITY TO FISH
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No data provided

4.5.2. CHRONICTOXICITY TO AQUATICINVERTEBRATES

(@

Type of test: datic[ ]; semi-static [X]; flow-through [ ]; other [ ];
opensystem [X]; closedsystem [ ]

Species. Daphnia magna

End-paint: Mortdity [ ]; Reproduction rate [X]; Other [X]

Exposure period: 21 days

Reaults:

Immohility: ECso (48 h) = 130 mg/l (95% confidence limits110-140 mg/l)
ECso (21 d) = 74 mg/l (95% confidence limits 63-86 mg/l)
NOEC =
LOEC =

Reproduction:  ECs (21 d) = 92 mg/l (95% confidence limits85-98 mg/l)
NOEC = 37mgl (p<0.05
LOEC= 67 mgl (p < 0.05)

Andytica monitoring:  Yes[] No [X] ?[]

Method: OECD Test Guiddine 202 (1984)
GLP: Yes[] No[X] ?[]
Test substance: 44 -Diamino-22 -stilbenedisulfonic acid, purity = 96.4 %
Remarks: 40 daphnids (4 replicates; 10 organisms per replicate)
were exposed to each of 5 nomina concentrations
(21-210 mg/l).
Reference: EA, Japan (1995)
4.6 TOXICITY TO TERRESTRIAL ORGANISMS
46.1 TOXICITY TO SOIL DWELLING ORGANISMS
No dataavalable
46.2 TOXICITY TO TERRESTRIAL PLANTS
No data avalldble
46.3 TOXICITY TOOTHER NON MAMMALIAN TERRESTRIAL SPECIES
(INCLUDING AVIAN)
No data avalable
4.7 BIOLOGICAL EFFECTSMONITORING (INCLUDING BIOMAGNIFICATION)
No deta avaleble
4.8 BIOTRANSFORMATION AND KINETICSIN ENVIRONMENTAL SPECIES
No data avaldble
4.9 ADDITIONAL REMARKS
None
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5. TOXICITY
5.1 ACUTETOXICITY

511

512

513

5.1.4

5.2

521

€Y

Type:
Species/gtrain:
Vdue:
Method:

GLP:

Test substance:
Remarks:
Reference:

(b)

Type:
Specieg/dran:
Vdue:
Method:

GLP:

Test substance:
Remarks:

Reference;

ACUTE ORAL TOXICITY

LDo[]; LDio[]; LD 5 [X]; LDLo[ |; Other []
Rat (Widar, Male)

> 5,000 (mg/kg) for mae

Unknown

Yes[] No[] ?[X]

Disodium 4,4-Diamino-2,2-tilbenedisulfonate

No symptoms

Loeser, E. (1979)

LDo[]; LDio[]; LD 5 [X]; LDLo[ ]; Other [ ]
Guineapig

47,000 (mg/kg)

Unknown

Yes[] No[] ?[X]

44 -Diamino-2,2 -ilbenedisulfonic acid

Function of liver and kidney were impaired.

Ureter and bladder were dso affected.

Zaitseva, N. V.; Kulikov, A. L. (1980)

ACUTEINHALATIONTOXICITY

No data avaldde

ACUTE DERMAL TOXICITY

No data avalable

ACUTETOXICITY, OTHER ROUTESOF ADMINISTRATION

No daa avalable

CORROSIVENESS/IRRITATION

No daa avalable

SKINIRRITATION/CORROSION

Species/Strain:
Reaults:

Classfication:

Rabbit

Highly corrosive] ]; Corrosive] ]; Highly irritatingf ];
Irritating[ ]; Moderate irritating[ ]; Sightly

irritating[ ]; Not irritating[X]

Highly corrosive |; Corrosve |; Irritating] |;
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Method:

GLP*

Test substance:
Remarks:

Reference;

Not irritating[X]

Yes[] No[X] ?[]

Disodium 4,4-diamino-4,4-tilbenedisulfonate

Exposure time: 24 h, ear, 500 mg/animad, semiocclusive,
obsarvation time 7 days.

Thyssn, J. (1979)

522 EYEIRRITATION/CORROSION

Species/Strain:
Reaults
Classficaion:
Method:

GLP*

Test substance:

Remarks:
Reference:

5.3 SKIN SENSITIZATION

Rabbit

Highly corrosive] ]; Corrosive ]; Highly irritating] ];
Irritating] ]; Moderate irritating] ]; Sightly

irritating[ ]; Not irritating[X]

Highly corrosive |; Corrosve J; Irritating] ];

Not irritating[X]

Yes[] No[X] ?[]

Disodium 4,4-diamino-2,2-tilbenedisulfonete
(CASNo. 7336-20-1)

50 mg/animdl, obsavaion time: 7 days.
Thyssen, J. (1979)

No daa avalable

5.4 REPEATED DOSE TOXICITY

Specieg/strain: Rats'/F344/N and Mice/B6C3F1

Sex: Female[ ]; Mde[]; Mae/Femae [X]; Nodata[ ]

Route of Adminigtration: Feeding

Exposure period: (1) 14 days (2) 13 weeks (3) 2years

Frequency of trestment: 7 daysiweek

Post exposure observation period:

Dose: (1) 0, 6,250, 12,500, 25,000, 50,000,100,000 ppm (Rets, Mice)

Control group:

NOEL:

Results:

(2) 0, 6,250, 12,500, 25,000, 50,000,200,000 ppm (Rets, Mice)

(3) Rat: 0, 12500 (558 mg/kg), 25,000 ppm (1151 mg/kg)

Mice 0, 6,250 (776 mg/kg), 12,500 ppm (1656 mg/kg)

Yes[X];No[]; Nodaal ],

Concurrent no treatment [ ]; Concurrent vehicle[X];

Higtoricd [ ]

() Ret: 25,000 ppm (2,315 mg/kg/day)

Mice: 25,000 ppm (2,618 mg/kg/day

(2) Rat: 25,000 ppm (1,207 mg/kg/day)

Mice 12,500 ppm (1,681 mgkg/day)

(3) Ret: 12,500 ppm (558 mg/kg/day)

Mice: 6,250 ppm (776 mg/kg/day)

(1) All rats and mice survived to the end of the sudies. The
mean body weight gain of mae rats receiving 50,000 or
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GLP:
Test substance:
Reference:

100,000 ppm and of femde rats and male and femae mice
receiving 100,000 ppm was significantly lower than those of
the respective controls. Clinicd findingsinduded diarrheaiin
the rats and mice receiving 100,000 ppm. There were no
chemical-related changes in absolute or relative organ
weightsin rats and mice. There were no gross or
microscopic lesonsrdaed to chemicd adminidration in
rats or mice.

(2) One femderat, sx male mice, and one femae mouse

recaiving 100,000 ppm dose group died during the sudies.
Mean body weight gain was significantly decreased in mde
rats and female mice receiving 50,000 or 200,000 ppm, in
maemice recaiving 25,000, 50,000 or 100,000 ppm, and in
femae rats receiving 100,000 ppm. Clinicd findingsin rats
receiving 50,000 or 100,000 ppm and in femae rats
receiving 100,000 ppm induced diarrhea, emecidion, and
hyperemiaof the perineum.

There were no biologicaly significant changes in absolute or

relative organ weights or dlinica pathology resultsin rats or
mice. Histopathologic lesions present in ras recaiving
100,000 ppm were bone marrow hypercdlularity and
chronic inflammation of the anus and rectum. Ulcerative
inflammetion of the anus and rectum was observed in mice
receiving 25,000 ppm and above. Femde mice in the 6,250,
12,500, and 25,000, and 50,000 ppm dose groups hed
increased incidence of cystic endometrid hyperplasa

(3) There were no biologicaly significant aosolute or rdeive

organ weight, dinical pathology, or histopathology findings

in rats or mice administered disodium 4,4-diamino-22'-
dilbene disulfonate in feed for 15 months. Body weight,
Food consumption, Survivd, and Clinicd findings Mean
body weights were marginaly decreasedfor high-dose mae
and femde rats and femae mice. Food consumption by
dosed rats and mice was Smilar to food consumption by the
controls throughout the sudies. Surviva was Smilar among
control and trested groups of rats and mice. No clinica
findings rlated to chemicad adminigtration were observed in
rats or mice. Non-neopladtic and Neopladtic Effects There
were no chemical-rdaed increased incidence of neoplasms
a any dgteinrats. Ulcers of the forestomach or glandular
somach occurred in dosed rats (mdes: 1/50, 5/50, 4/50,
femdes 0/50, 1/50, 4/50). There were no chemicalrelated
incidence of neoplasm, non-neopladtic lesions, or other toxic
effects in mice. Although the animas might have been able
to tolerate dightly higher doses, resultsof the 13-week
gudies indicate that a doubling of the highest doses coud
not have been tolerated.

Yes[X] No[] ?[]

Disodium 4,4'-diamino-2,2 -tilbenedisulfonate

NTP (1992)
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5.5 GENETIC TOXICITY INVITRO
A. BACTERIAL TEST

(a

Type: Bacterid reverse mutation assay

System of testing:

Specieg/srain: E. coli WP2 uvrA, K12 (343/113)

Concentration:

Metabolic activation: ~ With [ ];Without [ ]; With and Without [X]; No data [ ]

Results:

Genotoxic effects. + ? -
With metabolic activation: [111I[X]
Without metabolicactivation: [] [] [X]

Method: Unknown

GLP: Yes[] No[] ?[X]

Test substance: 4.4 -Diamino-2,2-ilbenedisulfonic acid

Reference: Norpoth, K. (1977)

(b)

Type: Bacterid reverse mutation assay

System of testing:

Specieg/srain: S. typhimuriumTA98, TA100

Concentration:

Metabolic activation: ~ With[ ]; Without [ ]; With and Without [X];
Nodata| ]

Results:

Genotoxic effects: + ? -
With metabolic activation: [111X]
Without metabolic activation:  [] [] [X]

Method:

GLP: Yes[] No[] ?[X]

Test substance: 44 -Diamino-2.2 -gilbenedisuifonic acd

Remarks:. Mouse liver S9mix

Reference: Norpoth, K. (1977)

(©)

Type: Bacteria reverse mutation assay

System of testing:

Speciegdran: S. typhimuriumTA98, TA100, TA1535, TA1537

Concentration:

Metabolicactivation: ~ With[ ]; Without [ ]; With and Without [X];
Nodata| ]

Results:

Genotoxic effects: + ? -
With metabolic activation: [1111X]
Without metabolic ctivation:  [] [] [X]

Method:

GLP: Yes[] No[] ?[X]

Test substance: 44 -Diamino-2,2 -gtilbenedisulfonic acid

Remarks: Male Sprague Dawley rat and Syrian hamster liver S9 mix

Reference: Zeiger, E. et d. (1987)
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5.6

5.7

(d)

Type:

System of testing:
Species/dtrain:
Concentration:
Metabalic activation:

Results;
Genotoxic effects

Method:

GLP:

Test substance:
Remarks:

Reference:

Bacterid reverse mutation assay
S. typhimuriumTA98, TA100, TA1535, TA1537

With[ ]; Without [ ]; With and Without [X];
Nodata| ]

+ ? -
With metabolic activation: (111X
Without metabolic activation:  [] [] [X]

Yes[X] No[] ?[]

Disodium 4,4-diamino-2,2 -<tilbenedisulfonate

Aroclor 1254-induced male SD rat or Syrian hamster liver
0 mix, 100-5,000 ug/plate

NTP (1992)

NON-BACTERIAL INVITRO TEST

Type:

System of testing:
Species/gtrain:
Concentration:
Metabalic activation:

Results;
Genotoxic effects.

Method:

GLP:

Test substance:
Remarks:
Reference:

CARCINOGENICITY

Cytogenetics Assay

Chinese Hamster CHO cdlls

With[ ]; Without [ ]; With and Without [X];
Nodata| ]

+ ? -
With metabolic activation: [111X]
Without metabolic activation:  [] [] [X]
Aroclor 1254-induced mae SD ret liver SO at
concentrations up to 1,020 ug/ml or 5,000 ug/ml
Yes[X] No[] ?[]
Disodium 4,4-Diamino-2,2-stilbenedisulfonate

NTP (1992)

GENETIC TOXICITY IN VIVO

No data avalable

Specieg/drain: Rats/F344/N and Mice/B6C3F1

Sex: Female[ ]; Male[]; Mae/Femae [X]; Nodata[ ]
Route of Adminigtration: Feeding

Exposure period: 2 years

Frequency of trestment: 7 daysiweek

Post exposure observation period:

Dose Rat: 0, 125,000 (558 mg/kg), 25,000 ppm (1151 mg/kg)
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MiceO0, 6,250 (776 mg/kg), 12,500 ppm (1656 mg/kg) )

Control group: Yes[X];No[]; Nodatal ];
Concurrent no treetment [ ]; Concurrent vehicle[X];
Historical [ ]

Results: Neoplastic Effects. There were no chemical-rdated increased

incidence of neoplasms a any dtein rats. There were no
chemical-related incidence of neoplasm in mice.

GLP: Yes[X] No[] ?[]
Test substance: Disodium 4,4-diamino-2,2 -stilbenedisulfonate
Reference: NTP (1992)

5.8 TOXICITY TO REPRODUCTION

Type: Fertility [ ]; One generation study [ ]; Two generation study [ ;
Other [X]

Species/dtrain: Rat Crj:CD(SD)

Sex: Femae[ |; Mde[]; MaeFemae [X]; Nodata[ ]

Route of Adminigration: Ord, gavage

Exposure period: Maes 41 daysincuding 14 days before meting
Femdes from 14 days before mating to day 3 of lactation.

Frequency of trestment: 7 days'week

Pogtexposure obsarvation period:

Premating exposure period: mde: 14 days, femde 14 days

Duration of the te<t;

Doses. 0, 40, 200, or 1000 mg/kg/day ( 10 animals'sex/group)

Control group: Yes[X];No[ ]; Nodaa] ];
Concurrent no treetment [ ]; Concurrent vehicle[X];
Higtorica [ ]

NOEL Parental : 1000 mg/kg/day

NOEL F1 Offspring: 2000 mg/kg/day

NOEL F2 Offspring:  N/A

Results: <Repest dose toxicity> The test substance had no effects on
clinica sgns, body weight changes, food consumption or
necropsy findings in either sex. Teticular and epididymd
weights were Smilar among al four groups.
No histopathologica changes ascribed to the test substance in
these reproductive organs were observed in any of the mde
rats.
<Reproductive and developmenta toxicity> Parentd animas
exhibited no effects on reproductive parameters including the
copulation index, the fertility index, the gestation index, the
delivery index, parturition or materna behavior. There were
no sgnificant differencesin number of offaring or live
offgoring, sex ratio, the live birth index, the viability index, or
body weight. No abnormd findings attributable to the test
substance were noted in externd examination, dinica sgnsor

necropsy of the offspring.
Method: OECD Preliminary Repr oductive Toxicity Test
GLP: Yes[X] No[] ?[]
Test substance: Purity 92.02 %
Remarks: 0.5% Sodium CMC was used as a vehicle.
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Reference: MHW, Jgpan (1995)

5.9 DEVELOPMENTAL TOXICITY/ TERATOGENICITY

See 5.8

510 OTHER RELEVANTINFORMATION
A. Specifictoxicities
No studies located

B. Toxicodynamics, toxicokinetics

No data avallable

511 EXPERIENCE WITH HUMAN EXPOSURE

None
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