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ABSTRACT _

C.L.Basic Violet 1 was studied for oral toxicity study in female rats in the OECD single dose toxicity test
(acute toxic class method) at doses of 300 and 2000 mg/kg.

The 300 mg/kg (first step) caused mucous stool, abnormal stool or urine color (purple), and soiled (stool)
perineal region were observed on the day of dosing. During the observation period, decrease in stool volume
and no stool were also observed, and slightly decrease in body weight was noted, No animal died at first 300
mg/kg administration, and no abnormal changes were observed in necropsy. At 300 mg/kg (second step),
added to the clinical signs that observed first step, soft stool was observed during the observation period, and
no animal died. At 2000 mg/kg (third step), similar clinical signs of the 300 mg/kg administration were
noted. Additionally, soiled (urine) perineal region, salivation, lacrimation, emaciation, and/or decrease in
spontaneous activity (slight or rnoderaté) were observed, and all animals died by Day 9 after dosing. In these
animals, severe decrease in body weight was noted. In necropsy in the animals that died, violet discoloration
of organs and tissues over the body (oral cavity, tongue, esophagus, stomach, small intestine, large intestine,
liver, trachea, bronchus, lung, kidney, urinary bladder, pituitary, adrenal, ovary, uterus, aorta, abdominal
wall) was observed. Violet aqueous solution content was observed from stomach to large intestine, and
dilatation of the stomach, and small size of the thymus and spleen were also observed. Enlargement of the
adrenal and black focus in the lung were observed. In histopathology in the gross abnormal organs and
tissues, erosion of the glandular stomach mucosa and duodenumn mucosa, broad hypertrophy of epithelial
cell of the gastrointestinal tract (glandular stomach to rectum), and congestion/hemorrhage of lamina propria

in the cecum and rectum were observed, inflammatory cell infiltration in lamina propria and fibrin thrombus




in subimucosa were also observed in some gastrointestinal organs and tissues. In the liver, hypertrophy of the
centrilobular hepatocyte and necrosis and vacuolation of the periportal hepatocyte were observed.
Congestion of the alveolus was observed, and hypertrophy of the zona fasciculata in the adrenal and atrophic
change of the spleen and thymus were also observed.

C.1.Basic Violet 1 is classifiable in category 4 of the GHS regarding acute toxicity.

Purity : Unknown
Test species / strain :Rat/ Crl: CD (SD)
Test method : QECD Test Guideline 423
Route : Oral (gavage)
Dosages : 300 and 2000 mg/kg
Number of animal / group  : Femaies, 6 (300 mg/kg); females, 3 (2000 mg/kg)
Vehicle : 0.5 w/v% methylcellulose
GLP :Yes

Test results:

With the 300 mg/kg administration (first and second steps), there were signs such as mucous stool, soft stool,
abnormal stool or urine color (purple), soiled (stool) perineal region, decrease in stool volume, and/or no
stool was observed, and any rats died. Slight decrease in body weight was noted, and no abnormalities were
noted in necropsy. At the 2000 mg/kg (third step), added to the clinical signs that observed at the 300 mg/kg,
soiled (urine) perineal region, salivation, lacrimation, emaciation, and/or decrease in spontancous activity
(slight or moderate) were observed. All animals died by Day 9 after dosing, and severe decrease in body
weight was noted. In necropsy in the animal that died, violet discoloration of organs and tissues over the
body was observed. Violet aqueous solution content was observed in the gastrointestinal tract, and dilatation
of the stomach, and small size of the thymus and spleen were also observed. Enlargement of the adrenal and
black focus in the lung were observed. Tn histopathology of gross abnormal organs and tissues, erosion of
the mucosa, broad hypertrophy of the epithelial cell, congestion/hemorrhage of the lamina propria,
inflammatory cell infiltration in the lamina propria, and fibrin thrombus in the submucosa were observed in
the gastrointestinal organs and tissues. In the liver, llypeﬁt'ophy of the centrilobular hepatocyte and necrosis
and vacuolation of the periportal hepatocyte were observed, Congestion of the alveolus was observed, and
hypertrophy of the zona fasciculata in the adrenal and atrophic change of the spleen and thymus were also
observed.

The chemical is classified in category 4 of the GHS regarding acute toxicity.
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