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Study No. 100624

Table 45 Histopathological findings of male rats on termination of administration period in combined repeat dose
and reproductive/developmental toxicity screening test of bumetrizole by oral adminisiration

Group Contral bumetrizole
mefke 0 1000
Grade N? AV 2 o+ 2+ 3+ [ NTOAY = o+ 2+ 3+
Findings o
Heart er” (6]
Lung
Accumulation, foam ¢ell 4 2 2 0 0 0 5 1 1 0 (] 0
Trachea [6] [6]
Liver _ 6] 6]
Pancreas f6] [6]
Sublingual gland ‘ fel i6]
Submandibular gland [€] [6]
Esophagus fsl (6l
Stomach [6l [6]
Duodenum : [6] (6]
Jejunum [6l [6]
Mineralization, Peyer's patch - 6 ©¢ 0 0 0 0 5 1 1 0 0 0
lleum _ 6l [6]
Cecum (3] |
Colon 6] [e]
Rectum (6] {6l
Thymus . (6} (6]
Spleen (6] [6]
Submandibular lymph node - [6} : [6]
Mesentetic lymph node [6] 6]
Kidney [6] [6]
Urinary bladder [6] [63
Testis [6] [6]
Epididymis [6) [6}
Cellular infiltration, lymphoid cell s 1 1 0 0 0 6 0 0 0 o 0
Granuloma, spermatic, lateral 5 1 1 ¢ 4] 0 6 0 0 0 0 0
Seminal vesicle [6} . [6]
Prostate [6] 61
Cellular infiltration, Iymphoid cell 6 0 0 0 0 1] 5 1 1 ¢ 0 1]
Pituitary [6] [6]
Adrenal [6] [6]
Thyroid ‘ {61 [5]
Parathyroid [6] [6]
Cerebrum [6} [6]
Cerebellum [ [6] [6]
Medulla oblongata [6} [6]
Spinal code [6] . [6]
Sciatic nerve - [6] [6]
Eyeball [6] [6]
Harderian gland [6] [6]
Bone marrow (sternum or femur) [6] [6]
Bone {sternum or femur) (6] {61

a): No abnormality detected.

b): Abnormality detected.

¢): Number in brackets is number of males examined.

Grade of histopathological findings: +: slight, +: mild, 2:+: moderate, 3+: marked.
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Study No. 100624

Table 46 Histopathological findings of female rats on termination of administration period in combined repeat dose
and reproductive/developmental toxicity screening test of bumetrizeole by oral administration

Group j Contral . bumetrizole
mgke 0 1000
Grade NY AY £ + 2+ 3+|N? AY + + 2+ 3+
Findings
Heart (617
Lung 6] [6]
Trachea [6] [6]
Liver [6] [6}
Pancreas [6] [6]
Sublingual gland [6] 161
Submandibular gland [6] ie]
Esophagus ' [6] [6]
Stomach [6] (6]
Duodenum 6] 6]
Jejunam [6] [6]
Mineratization, Peyer's patch 6 0 0 ¢ 0 0 5 1 1 0 o o0
Tlewn [6} [l :
Cecum [6] 1 18]
Colon [6] [6]
Recium [6] [6]
Thymus [6] [6]
Spleen [6] [6]
Hematopoiesis, extramedullary 3 3 3 0 0 o] s 1 i 0 o0 0
Submandibular lymph node [6] _ [6]
Mesenteric lymph node [6] {6]
Kidney [6] [6]
Urinary bladder 4]] [6]
Ovary [6] (6]
Uterus [6] (]
 Vagina ' [6] [6)
Pititary _ [6] [6]
Adrenal [6] : [6}
Thyroid {6l [6]
Parathyroid [61 ‘ [6]
Cerebrum [6] 6]
Cerebellum [6] I6]
Medulla oblongata 6] 6]
Spinal code ' ' [l 6
Sciatic nerve . 16] [6]-
Eyeball . [6] {61
Dysplasia, retina, right’ 6 0o 0 0 0 0 5 1 1 0 0o 0
Harderian gland [6] 6l
Bone marrow (sternum or femur) [6] [6}
Bone {sterium or femur) [6] [6]
Mammary gland 16] [6]

a); No abnormality detected.

b): Abnormality detected.

c): Number in brackets is number of females examined.

Grade of histopatholegical findings: +: slight, +: mild, 2+: moderate, 3+: marked.
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