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信頼性保証書

試験番号:100523 

表 題:ビニルトリメトキシシランのラットを用いる経口投与による反復投与

毒性・生殖発生毒性併合試験

当試験に関して， 2004年 8月5日から 2005年 12月8日にかけて調査を実施し，その結果

は運営管理者及び試験責任者に報告した.

当試験が「新規化学物質等に係る試験を実施する試験施設に関する基準J(平成 15年 11月

21日，薬食発第 1121003号，平成 15・11・17製局第 3号，環保企発第 031121004号)及び OECD

PRINCIPLES OF GOOD LABORATORY PRACTICE(OECD化学物質の安全性試験の実施に関する基準)に

従って実施され，この最終報告書には試験の方法が正確に記載され，かつ生データが正確に反

映されていることを保証する.

(調査の状況は，別紙 1及び2のとおりである.) 

2 l? 0 s- 年 /之月 F 日

株式会社日本バイオリサーチセンター 羽島研究所

信頼性保証部門責任者
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別紙 1

調査 の状況

調査項 目 調査実施日 調査結果の報告日

1. 試験計画書及び主計画表 2004年 8月 5日 2004年 8月 5日

2. コンビュータプロトコール 2004年 8月23日 2004年 8月23日

3. 動物の受け入れ 2004年 8月25日 2004年 8月25日

4. 被験物質の管理 2004年 9月14日 2004年 9月17日

5. 検体の調製 2004年 9月14日 2004年 9月17日

6. 群分け及び個体識別(試験群雄・雌) 2004年 9月15日 2004年 9月17日

7. 投与(試験群雄・雌) 2004年 9月15日 2004年 9月17日

8. 動物飼育管理(試験群雄・艦) 2004年 9月15日 2004年 9月17日

9. 投与(回復群雌) 2004年 9月16日 2004年 9月17日

10. 尿検査(試験群雄・雌) 2004年 9月16日 2004年 9月17日

- 9月17日

11. 体重測定・摂餌量測定(試験群雄・雌) 2004年 9月22日 2004年 9月22日

12. 一般状態観察(試験群雄・雌) 2004年 9月22日 2004年 9月22日

13. 行動機能(FOB)観察(試験群雌) 2004年 9月22日 2004年 9月22日

14. 同居 2004年 9月29日 2004年10月 4日

15. 交尾確認 2004年 9月30日 2004年10月 4日

16. 体重測定・摂餌量測定(回復群雌) 2004年 9月30日 2004年10月 4日

17. 行動機能(FOB)観察(回復群雌) 2004年 9月30日 2004年10月 4日

18. 体重測定・摂餌量測定(試験群雌) 2004年10月 4日 2004年10月 4日

19. 投与(試験群雌) 2004年10月 4日 2004年10月 4日

20. 動物飼育管理(試験群雌) 2004年10月 4日 2004年10月 4日

21. 行動機能(FOB)観察(試験群雌) 2004年10月 4日 2004年10月 4日

22. 試験計画書変更書(No.1) 2004年10月 5日 2004年10月 5日

23. 尿検査(投与期間終了前・雄) 2004年10月21日 2004年10月25日

-10月22日

24. 分娩 2004年10月22日 2004年10月25日

25. 体重測定・摂餌量測定(試験群雌) 2004年10月24日 2004年10月25日

26. 自発運動量測定(投与 40日・雄) 2004年10月24日 2004年10月25日

27. 行動機能(FOB)観察(投与 41日・雄) 2004年10月25日 2004年10月26日

28. 感覚反応検査(投与 41日・雄) 2004年10月25日 2004年10月26日

29. 握力測定(投与 41日・雄) 2004年10月25日 2004年10月26日

30. 行動機能(FOB)観察(楠育3日，試験群雌) 2004年10月26日 2004年10月26日

31. 感覚反応検査(晴育 3日，試験群雌) 2004年10月26日 2004年10月26日

32. 握力測定(晴育3日，試験群雌) 2004年10月26日 2004年10月26日

33. 自発運動量測定(晴育4日，試験群雌) 2004年10月26日 2004年10月26日

34. 体重測定・摂餌量測定(雄) 2004年10月27日 2004年10月27日

35. 一般状態観察(雄) 2004年10月27日 2004年10月27日

36. 剖検(新生児 F1) 2004年10月27日 2004年10月27日

37. 剖検(最終投与の翌日・雄) 2004年10月27日 2004年10月27日
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別紙2

調査の状況

調査項 日 調査実施日 調査結果の報告日

38. 血液学検査(最終投与の翌日・雄) 2004年10月27日 2004年10月27日

39. 血液生化学検査(最終投与の翌日・雄) 2004年10月27日 2004年10月27日

40. 尿検査(晴育5-6日，試験群雌) 2004年10月27日 2004年10月29日

-10月28日

41. 投与(試験群雌) 2004年10月28日 2004年10月29日

42. 動物飼育管理(試験群雌) 2004年10月28日 2004年10月29日

43. 体重測定・摂餌量測定(回復群雌) 2004年10月28日 2004年10月29日

44. 一般状態観察(回復群雌) 2004年10月28日 2004年10月29日

45. 剖検(晴育7日，試験群雌) 2004年10月29日 2004年10月29日

46. 尿検査(回復期間終了前・雄) 2004年11月 4日 2004年11月 8日

-11月 5日

47. 尿検査(回復群雌) 2004年11月 5日 2004年11月 8日

-11月 6日

48. 剖検(回復期間終了後・雄) 2004年11月10日 2004年11月11日

49. 剖検(回復群雌) 2004年11月11日 2004年11月11日

50. 血液学検査(回復群雌) 2004年11月11日 2004年11月11日

51. 血液生化学検査(回復群雌) 2004年11月11日 2004年11月11日

52. 標本作製(病理:切り出し) 2004年11月15日 2004年11月15日

53. 標本作製(病理:薄切) 2004年11月17日 2004年11月17日

54. 生データ 2005年 3月10日 2005年 4月14日

-3月31日

55. 標本 2005年 3月31日 2005年 4月14日

56. 最終報告書(一次案) 2005年 4月 1日 2005年 4月14日

-4月13日

57. 生データ(再調査) 2005年 4月22日 2005年 4月22日

58. 最終報告書(一次案)(再調査) 2005年 4月22日 2005年 4月22日

59. 最終報告書 2005年12月 8日 2005年12月 8日
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被験物質名:ビニルトリメトキシシラン(CASNo.2768-02-7) 

試験系:Crj:CD(SD)IGS雌雄ラット(SPF)

試験委託者:厚生労働省 医薬食品局審査管理課化学物質安全対策窒

東京都千代田区霞が関 1丁目 2番 2号

試験施設:株式会社日本バイオリサーチセンター 羽島研究所

岐阜県羽島市福寿町間島6丁目 104番地

試験目的:当試験は，ビニルトリメトキシシランが継続的に人に摂取された場合の健康への

影響を推定するために，ビニルトリメトキシシランを雌雄ラットに反復経口投与し，

毒性学的影響を検討するとともに，性腺機能，交尾行動，受胎及び分娩などの雌雄

動物の生殖行動に及ぼす影響を検討した.

準拠したガイドライン:

OECD Guidel ine for Testing of Chemicals for Co皿binedRepeat Dose Toxici ty Study 

with the ReproductionjDevelopmental Toxicity Screening Test (422) 

遵守した GLP:

新規化学物質等に係る試験を実施する試験施設に関する基準

(平成 15年 11月21日，薬食発第 1121003号，平成 15・11・17製局第3号，環保企

発第 031121004号)

OECD PRINCIPLES OF GOOD LABORATORY PRACTICE 

(OECD化学物質の安全性試験の実施に関する基準)

遵守した動物の福祉に関する法令など:

「動物の愛護及ひ*管理に関する法律J(昭和 48年 10月 1日法律第 105号，平成 11

年 12月 22日改正)， r実験動物の飼養及ひや保管等に関する基準J(昭和 55年3月

27日総理府告示第6号，平成 14年 5月28日一部改正)及び「動物実験に関する指

童十J(昭和 62年5月22日社団法人日本実験動物学会)

試験開始日:2004年 8月4日

試験終了日:2005年 12月8日
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試験実施日:

雄動物入手日

雌動物入手日

実験開始日(雌雄試験群の投与開始日)

雌回復群の投与開始日

交配開始日

新生児の剖検開始日

雄投与終了時の剖検日

母動物の剖検開始日

雄回復期間終了時の剖検日

雌回復群の剖検日

臨床検査標本観察終了日

実験終了日(病理組織所見最終化日)

資料，標本及び被験物質の保存場所:

Study No. 100523 

2004年 8月25日

2004年 8月25日

2004年 9月 15日

2004年 9月 16日

2004年 9月29日

2004年 10月26日

2004年 10月27日
2004年 10月29日

2004年 11月 10日

2004年 11月 11日
2004年 11月26日

2005年 2月 9日

当試験の実施により得られたすべての資料及び標本並びに保存すべき被験物質は，

最終報告書提出後 10年間は株式会社日本バイオリサーチセンター 羽島研究所

の資料保管室，標本保管室及び被験物質保管室に保存する.その後は，試験委託

者と協議の上で決定する.

試験計画書に従わなかったこと:

1) 被験物質冷蔵保管庫の温度の許容範囲は SOPで 2---8oCとしていたが，試験

開始前の逸脱が2004年3月3日の午後1時16分頃~午後7時13分頃(最低1.40C)，

2004年4月25日の午前 9時 00分頃(最高8.2 oC)， 2004年6月 14日の正午頃~

午後6時00分頃(最高 12.0OC)及び2004年 7月4日の午後2時20分頃~午後 8

時40分頃(最高 12.00C)に認められた.しかし，温度の逸脱幅はいずれもわずか

であること，その他の期間の温度は 2---8 OCであり，許容範囲内である

ことから，試験に使用しでも問題ないと判断した.

2) 被験物質冷蔵保管庫の温度の試験開始後の逸脱は， 2004年 9月 15日の午前

11時00分頃~午前 11時45分頃(最高 12.0OC)及び 2004年9月23日の午後 11

時 20分頃(最低1.8oC)に認められた.しかし，温度の逸脱幅はいずれもわずか

であること，その他の期間の温度は 2---8 OCであり，許容範囲内である

こと，投与期間終了後に実施した被験物質の再分析において異常はみられなか

ったことから，試験成績への影響はないと判断した.

3) 投与検体を保管した被験物質冷蔵保管庫の温度の許容範囲は 2---8OCとして

いたが，温度の逸脱が2004年 10月11日の午前8時 15分頃~午前8時30分頃(最

高8.40C)に認められた.しかし，温度の逸脱幅はわずかであること，その他の

期間の温度は 2---8 OCであり，許容範囲内であることから，試験成績へ

の影響はないと判断した.

-4 -
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4) 動物飼育室の湿度の許容範囲は 40-70%としていたが，逸脱が

2004年 9月 23日の午後 10時 55分~午後 11時 35分(最高 71%)に認

められた. しかし，湿度の逸脱幅はわずかであること及びその逸脱時間は

短いこと，その他の飼育期間の湿度は 41-70%であり，許容範囲内で

あることから，試験成績への影響はないと判断した.

5) 投与時刻は，午前 9時00分から午後2時00分としていたが，自発運動量測

定日の投与は午後2時00分までに終了せず，最大 1時間遅れて午後3時00分に

終了した.これは，自発運動量測定のスケジュールに合わせたためであり，逸脱

時間はわずかであることから，試験成績への影響はないと判断した.

6) 腔の病理組織学検査において， 1000 mgjkg群でその標本中に作製された尿道

に変化が認められたため，雌雄とも可能な限り尿道の病理組織学検査を追加した.

7) 1000 mgjkg群では，交配相手雄が交配期間中に死亡したため，雌動物 No.

F04451の交配相手雄は交配 1日から雄動物No.M04405，雌動物No.F04462の交

配相手雄は交配4日から雄動物No.M04407とした.交配期間に死亡例が発現した

ための処置であり，試験成績への影響はないと判断した.

その他には，当試験では試験計画書に従わなかったことはなかった.

予見することができなかった試験の信頼性に影響を及ぼす疑いのある事態:

当試験の実施期間中に，予見することができなかった試験の信頼性に影響を及ぼ

す疑いのある事態は認められなかった.
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試験従事者及び業務分担

試験責任者:

(試験計画書の作成，試験実施の指示，剖検，データの確認，

最終報告書の作成)

試験従事者:

(検体の投与，一般状態観察，動物の一般飼育管理， FOB，感覚反応検査，

握力測定，自発運動量測定)

(剖検，病理組織標本作製，病理組織学検査)

(尿検査，血液学検査，血液生化学検査)

(被験物質の管理，投与検体の調製)

(投与検体中の被験物質濃度測定)

(統計解析)
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要約

ビニルトリメトキシシランのラットを用いる経口投与による反復投与毒性・生殖発生毒性併

合試験を行い，艦雄動物に対する毒性影響を検討するとともに，性腺機能，交尾行動，受胎及

び分娩などの生殖行動に及ぼす影響について検討した.投与量は， 1000 mg/kgを高用量とし，

以下250及び62.5mg/kgとした.対照として媒体(Cornoi 1)投与群を設けた.各群の使用動物

数は試験群を雌雄各 12例とし，雄では各群ともそのうち半数を回復群とし，雌では別に対照群，

250及び 1000mg/kg群に各6例の回復群を設けた.

1 .反復投与毒性

1.一般状態及び死亡状況

死亡例は 1000mg/kg群で雄2例(投与 16及び 17日)と雌 l例(投与8日)に認められた.

1000 mg/kg群の死亡例の雌雄で被毛の汚れ，自発運動の低下，赤色尿，体温下降，口の周囲

の汚れ，虹門周囲の汚れ，下痢，緩徐呼吸及び立毛がみられた.250及び 1000皿g/kg群の雌雄

の生存例では，被毛の汚れ及び赤色尿がみられた.なお，雌雄とも 250及び 1000mg/kg群で投

与直後に一過性の流涯がみられたが，毒性症状とはみなさなかった.

2.体重及び摂餌量

体重は， 1000 mg/kg群の雄で投与期間に低値，雌で交配開始前に一過性の低値，妊娠 21日

及び晴育O日に低値がみられた.回復期間には，雌雄の体重は回復した.

摂餌量は， 1000 mg/kg群の雄で低値及び雌で交配開始前に低値がみられた.

3.行動機能(FOB)観察，感覚反応検査，握力測定及び自発運動量測定

行動機能(FOB)，感覚反応，握力及び自発運動量では，投与に起因する変化はみられなかった.

4.尿検査，血液学検査及び血液生化学検査

尿検査において，投与期間初期に雄では 250mg/kg以上の群で白濁尿，潜血陽性及び沈誼で

赤血球， 1000 mg/kg群で尿量の高値，尿比重の低値及び沈漬で上皮細胞あるいは白血球がみら

れた.雌では， 250 mg/kg以上の群で白濁尿，潜血陽性及び沈誼で赤血球， 1000 mg/kg群で尿

量の高値，尿比重の低値及び沈漬で上皮細胞あるいは白血球がみられた.投与期間終了前には

雌雄とも 1000mg/kg群で白濁尿，潜血陽性並びに沈誼で上皮細胞，赤血球あるいは白血球がみ

られた.潜血陽性は投与期間初期の投与後に強く認められた.回復期間終了時には，雌雄とも

投与に起因する変化は認められなかった.

血液学検査において，投与期間終了時に雄では 1000皿g/kg群で赤血球数，ヘモグロビン量及

びへマトクリット値，MCV及びMCHの低値並びにフィブリノーゲン濃度の高値，雌では250皿g/kg

以上の群でへマトクリット値の低値， 1000 mg/kg群でヘモグロビン量の低値及び活性化部分ト

ロンポプラスチン時間の高値がみられた.回復期間終了時には，貧血傾向が250皿g/kg群の雌

及び 1000mg/kg群の雌雄で継続してみられた.
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血液生化学検査において，投与期間終了時に雄では 1000m.gjkg群で総蛋白，アルブミン量，

AjG及び Kの低値， γ-GTP，尿素窒素及びクレアチニンの高値，雌では 250mgjkg群でγ-GTP

の高値傾向， 1000皿gjkg群で総蛋白及びトリグリセライドの低値並びにγ-GTPの高値傾向がみ

られた.回復期間終了時には， 1000 m.gjkg群の雌雄で総蛋白の低値がみられた.

5.剖検所見及び器官重量

剖検において，投与期間終了時に 1000m.gj均群の雄で腎臓の腫大がみられた.

器官重量において，投与期間終了時に雄では 1000m.gjkg群で胸腺の絶対重量の低値，腎臓の

絶対重量の高値並びに牌臓，腎臓及び副腎の相対重量の高値，雌では 62.5m.gjkg以上の群で胸

腺の相対重量の低値， 1000 m.gjkg群で胸腺の絶対重量の低値，肝臓の相対重量の高値がみられ

た.回復期間終了時には， 1000 m.gjkg群の雄で腎臓の相対重量の高値がみられた.雌では，投

与に起因する変化は認められなかった.

6.病理組織学検査

投与期間終了時には，雄では十二指腸にごく軽度の粘膜固有層の空胞化が 250m.gjkg群の 1

例と 1000m.gjkg群の 3例，空腸にごく軽度あるいは軽度の粘膜固有層の空胞化が 250m.gjkg 

群の 1例と 1000m.gj同群の 5例，回腸にごく軽度の粘膜固有層の空胞化が 1000m.gjkg群の 2

例，腸間膜リンパ節にごく軽度のリンパ洞の空胞化が 1000m.gjkg群の 2例，腎臓に軽度の移行

上皮の過形成が 1000m.gjkg群の 5例，軽度あるいは中等度の腎孟賢炎が 1000m.gjkg群の 5例

及びごく軽度の尿細管の再生が 62.5m.gjkg群の 1例，腸脱にごく軽度あるいは軽度の移行上皮

の過形成が 62.5皿gjkg群の 2例， 250 mgj均群の 6例と 1000m.gjkg群の 5例並びに尿道にご

く軽度あるいは軽度の移行上皮の過形成が 1000mgjkg群の 4例にみられた.雌では，十二指腸

にごく軽度の粘膜固有層の空胞化が 250m.gjkg群の 1例と 1000皿gjkg群の 2例，空腸に軽度の

粘膜固有層の空胞化が 1000皿gjkg群の 6例，胸腺にごく軽度の皮質及び髄質の萎縮が 1000

m.gjkg群の 2例，腸間膜リンパ節にごく軽度あるいは軽度のリンパ洞の空胞化が 1000mgjkg群

の3例，官臓にごく軽度あるいは軽度の移行上皮の過形成が 1000m.gjkg群の 3例，ごく軽度の

尿細管の再生が 1000m.gjkg群の 3例，腎臓にごく軽度の腎孟炎が 1000m.gjkg群の 2例，腸脱

にごく軽度あるいは軽度の移行上皮の過形成が 250m.gjkg群の 6例と 1000皿gjkg群の 6例，尿

道にごく軽度の移行上皮の過形成が 1000皿gjkg群の 2例，軽度の角化重層扇平上皮化生が 1000

mgjkg群の 2例，中等度の上皮の壊死が 1000m.gjkg群の 1例，ごく軽度あるいは軽度の細胞浸

潤が 1000mgjkg群の 2例にみられた.

回復期間終了時には，雄では十二指腸に粘膜固有層の空胞化が 250及び 1000m.gjkg群，空腸

及び回腸に粘膜固有層の空胞化，腸間膜リンパ節にリンパ洞の空胞化，腎臓に移行上皮の過形

成及び尿細管の再生，腸脱に移行上皮の過形成並びに精巣に精子細胞の遺残及び精細管の変性

が 1000m.gjkg群でみられた.雌では，腸脱に移行上皮の過形成が 250及び 1000m.gjkg群，十

二指腸及び空腸に粘膜固有層の空胞化，腸間膜リンパ節にリンパ洞の空胞化，腎臓に移行上皮

の過形成及び尿細管の再生並びに尿道に移行上皮の過形成が 1000m.gjkg群でみられた.
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11.生殖発生毒性

1.親動物の生殖発生に及ぼす影響

交配開始前の投与期間(14日間)の発情回数は， 1000皿g/kg群で低値がみられた.交尾率及び

交尾所要日数には，投与に起因する変化はみられなかった.

受胎雌数，受胎率，妊娠期間，出産率，分娩状態，晴育状態，妊娠黄体数，着床数及び着床率

には，投与に起因する変化はみられなかった.

2.児動物(F1)に及ぼす影響

総出産児数，死産児数，晴育O日の新生児数，晴育 O日の性比，分娩率，児の産出率及び出

生率には，投与に起因する変化はみられなかった.

一般状態，晴育4日の生存児数，晴育4日の性比及び晴育4日の生存率には，投与に起因す

る変化はみられなかった.

外表，体重及び剖検において，投与に起因する変化はみられなかった.

以上のように，ビニルトリメトキシシランの無影響量は，雄では 62.5mg/kg投与で腸脱に移

行上皮の過形成が認められたことから 62.5mg/kg/day未満，雌では 62.5mg/kg投与で胸腺の

相対重量の低値が認、められたことから， 62.5 mg/kg/day未満と考えられる.また，生殖発生毒

性学的な無影響量は，雄では 1000mg/kg投与でいずれの項目にも影響が認められなかったこと

から 1000mg/kg/ day ，雌では 1000mg/kg投与で性周期に影響が認められたことから 250

皿g/kg/dayと考えられる.児動物への無影響量は， 1000 mg/kg投与で生存性及び体重などに影

響が認められなかったことから 1000mg/kg/dayと考えられる.
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緒言

ビニルトリメトキシシランが経口的に継続して人に摂取された場合の健康への影響を推定す

るために， OECD Guidel ine for Testing of Chemicals for Combined Repeat Dose Toxicity Study 

with the Reproduction/Developmental Toxicity Screening Test (422)に基づいてビニルトリ

メトキシシランを雄ラットに 1日1回， 42日間及び雌ラットに 1日1回， 44-58日間反復経口

投与し，毒性学的影響を検討するとともに，性腺機能，交尾行動，受胎及び分娩などの艦雄動

物の生殖行動に及ぼす影響を検討した. 占部の動物には 14日間の回復期間を設け，回復性につ

いても検討した.

方法

1.被験物質及び媒体

被験物質のビニルトリメトキシシラン(CASNo. 2768-02-7)は， Fig.1に示す化学構造を有し，

無色透明の液体で微臭があり，沸点:1230C，蒸気圧:2.7kPa以下/25oC，揮発性:なし，融点:ooC

以下，比重文は嵩比重:0.97(250

C)，水に難溶(加水分解性あ別である.当試験には圃・・

-E・E ・ -勘ら入手したものを用いた[製造元圃圃圃圃圃圃圃圃・.Lot No. 

308595，含量:100%].入手後は，試験施設の被験物質保管室の保管庫(使用冷蔵庫:RC-M50 1 ，株

式会社日立製作所)に冷蔵(設定:40C，実測値:1.4-12.00C)・遮光の条件下で保管した.なお，

当試験の投与期間終了後に当試験施設での保存分(約 1g)を除いた残余被験物質を・・・・・・

・・・・・・に送付し，分析した結果，純度は 99.8%であり，使用期間中の安定性が確認された.

媒体として，トウモロコシ油[以下， Corn Oi 1， Lot No. V3T0416(使用期限:2008年12月 17

日)及びLotNo. V4K3008(使用期限:2009年9月8日)，ナカライテスク株式会社，保管条件:

室温(設定:230C，実測値:21.0-26.0OC) ，保管場所:被験物質保管室の保管庫]を用いた.

2.投与検体及び濃度確認

ビニルトリメトキシシランは，必要量を秤量(使用電子天秤:AT250，PM2500，メトラー・トレ

ド株式会社)後， Corn Oi 1で200皿g/mL濃度となるように溶解し，調製した.50及び 12.5mg/皿L

濃度液は， 200 mg/皿L濃度液を CornOilで段階希釈して調製した.

10， 20及び200mg/mLの調製液は，調製後，冷蔵及び遮光の条件下で 7日間保管後、さらに

室温及び遮光の条件下で 6時間保管しても安定性に問題のないことが確認されている

1) (Attachment 1-1及び 1-2).投与検体は，週 1回以上の頻度で調製し，被験物質保管室の保

管庫(使用冷蔵庫:RC-M501，株式会社日立製作所)に冷蔵(設定:40C，実測値:3.0-8.4OC)・遮

光条件下で保管後， 7日以内に使用した.投与後の残余投与検体は廃棄した.

雌雄試験群投与開始日及び雄投与終了日に使用した投与検体中の被験物質濃度をガスクロマ

トグラフ(GC-14B，株式会社島津製作所)で測定した.その結果，被験物質含量は表示濃度の 93.6

-101.2%と目標値の範囲内(100::!:10%)であった.従って，各投与検体中の含量に問題はなかっ

-21 -



た(Attach皿ent2及び3). 

3.使用動物及び飼育条件

3.1.動物種及び系統

Study No. 100523 

試験には，毒性試験に一般的に用いられている動物種で，その系統維持が明らかである Crj: 

CD(SD)IGS雌雄ラット(SPF)を用いた.動物は， 2004年8月25日に日本チヤールス・リバー株

式会社(日野飼育センター)から 7週齢で試験群として雌雄各 73匹及び回復群として雌26匹を

入手した.入手後 1日の体重範囲は，雄が 221-258g，試験群雌が 179-202g，回復群雌が

182-202 gであった.

3.2.検疫及び馴化，群分け法並びに個体識別法

入手した動物は， 5日間の検疫期間及びその後 16日間(ただし，回復群雌は 17日間)の馴化

期間を設けた.この間に，体重測定(使用電子天秤:PB3002及びPG2002-S，メトラー・トレド株

式会社)を 5回，一般状態の観察を毎日，行動機能(FOB)観察を投与開始前週に 1回行い，さら

に試験群雌は馴化期間中に性周期観察を 14日間毎日行った.一般状態，体重推移あるいは FOB

観察に異常がみられず，また性周期観察で異常が認められなかった動物(発情期が認められ， 4 

日あるいは 5日周期と考えられた動物)を群分けした.

群分けは，コンビュータを用いて体重を層別に分けた後に無作為抽出法により各群の平均体

重及び分散がほぼ等しくなるように投与開始日に行った.群分け後の残余動物のうち，検疫・

廟化動物番号の若い順に雄2例を選ぴ，飼育期間終了日の微生物モニタリング検査に用いた.

その他の群分け残余動物は，投与開始日にジエチルエーテル麻酔下で腹大動脈から放血致死さ

せた後に廃棄した.

動物の個体識別は，入手日に油性インクによる記入法及び油性インクによる色素塗布法を用

いて行った.さらに，検疫・馴化期間中の各ケージには試験番号，入手年月日及び検疫.~II化

動物番号を記入したラベルを，群分け後の各ケージには試験番号，投与量，動物番号，検疫・

廟化動物番号，交尾成立日(試験群雌のみ)及び分娩日(試験群雌のみ)を記入し，群ごとに色分

けしたラベルを取り付けた.児動物(F1)の各ケージには，試験番号，投与量，動物番号及び出

生日を記入し，群ごとに色分けしたラベルを取り付けた.

3.3.環境条件及び飼育管理

動物は，設定温度 23OC(実測値:22-24 OC)，設定湿度 55%(実測値:41-71%)，明暗各 12

時間(照明:午前 6時~午後 6時)，換気回数 12回/時(フィルターにより除菌した新鮮空気)

に維持された飼育室(E棟 8号室)で飼育した.

検疫・馴化期間中及び群分け後ともステンレス製懸垂式ケージ(W: 240 x D : 380 x H : 200凹)

を用いて個別飼育した.交配は，雄のケージ内で行った.母動物は，妊娠 18日以降オートクレ

ーブ処理した床敷(サンフレーク，日本チヤールス・リバー株式会社)を入れたプラスチック製

ケージ(W:310xD: 360xH: 175皿)で個別飼育し，自然分娩及び晴育させ，晴育4日以降ステ

ンレス製懸垂式ケージを用いて個別飼育した.ケージの受け皿，給水瓶及びプラスチック製ケ
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ージの交換は 1週間に 2回以上，ステンレス製懸垂式ケージ及び給餌器の交換は2週間に 1回

以上行った.なお，動物飼育室の清掃(床の掃き掃除)及び 0.02%次亜塩素酸ナトリウム水溶液

での床のモップ拭きによる消毒は毎日行った.

飼育期間終了日に採血したモニタリング動物の血清検査において，感染を示唆するような異

常はみられなかった.

床敷の微量金属及び汚染物質の分析結果は，ほぼ6力月ごとに財団法人日本食品分析センター

で実施した成績を日本チヤールス・リバー株式会社から入手した.その分析結果は，試験施設

で定めた基準値の範囲内であった.

3.4.飼料及び飲料水

飼料は，製造後5カ月以内の固型飼料(CRF-1，オリエンタル酵母工業株式会社)を給餌器に入

れ，自由に摂取させた.剖検前日の午後4時から絶食させた.使用した飼料と同一ロットの飼

料の分析結果は，財団法人日本食品分析センター及びオリエンタル酵母工業株式会社から入手

した.

飲料水は，水道水を給水瓶を用いて自由に摂取させた.飲料水の水質検査結果は，ほほ 6カ

月ごとに東西化学産業株式会社 東日本分析センタ一文は株式会社環境公害センターで実施し

た成績を入手した.

飼料及び飲料水の分析結果は，いずれも試験施設で定めた基準値の範囲内であった.

4.投与経路，投与方法，群構成，投与量及び投与期間

4.1.投与経路及び投与方法

ビニルトリメトキシシランは，継続して経口的に人に摂取される可能性が考えられるため，

投与経路として経口投与を選択した.

投与に際しては，金属製経口胃ゾンデ(有限会社フチガミ器械)を取り付けたポリプロピレン

製ディスポーザプル注射筒(テルモ株式会社)を用いて，強制経口投与した.

投与液量は，雄では投与日あるいは投与日に最も近い測定日の体重を基準とし， 5皿L/kgで

算出した.試験群雌の投与液量は，交配前及び交配期間は投与日あるいは投与日に最も近い測

定日の体重を，妊娠期間は妊娠0，7， 14及び21日の体重を，晴育期間は晴育 0，4及び6日の

体重を基準とし， 5 mL/kgで算出した.回復群雌の投与液量は，投与日あるいは投与日に最も

近い測定日の体重を基準とし， 5 mL/kgで算出した.

投与時刻は午前9時00分~午後3時00分の間で，投与回数は 1日1回とした.

投与開始日の週齢は雌雄とも 10週齢であり，体重範囲は雄が 371"-'423 g，試験群雌が 244

"-'271 g，回復群雌が250"-'277gであった.
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4.2.群構成及び投与量

群構成は，以下に示したように被験物質投与群として 3群を設定し，その他に対照群を設け

た.各群の動物数は，試験群を蹴雄各 12例，対照群， 250及び 1000皿gjkg群の回復群を雌各6

例とした.

投与量
群

(濃度)

第 1群 対照(Cornoil) o mgjkg 
( 0昭 jmL)

第 2群 ビニルトリメト 62.5皿gjkg
キシシラン ( 12.5 mgjmL) 

第 3群 ビニルトリメト 250 mgjkg 
キシシラン ( 50 mgj皿L)

第 4群 ビニルトリメト 1000皿gjkg
キシシラン ( 200 mgjmL) 

1)投与期間終了時に剖検

2)回復期間終了時に剖検

動物数(動物番号)

試験群雄 試験群雌

61) +62) (MOll01-- 121) (F01151 
M01112) --F01162) 

611 +621 (M02201-- 1211 (F02251 
M02212) --F02262) 

611 +621 (M03301-- 1211 (F03351 
M03312) --F03362) 

611 +621 (M04401-- 1211 (F04451 
M04412) --F04462) 

回復群雌

621 (F0l171--
F01176) 

621 (F03371--
F03376) 

621 (F04471--
F04476) 

投与量は，ビニルトリメトキシシランのラットを用いる経口投与による反復投与毒性・生殖

発生毒性併合試験の予備試験 2)(投与段階:0， 250， 500及び 1000mgjkg，各群雄5例)の結果

により決定した.すなわち，いずれの群にも死亡例は認められなかったが， 250 mgjkg以上の

群で投与後に赤色尿がみられ，摂餌量の低値，尿検査で潜血が認められた.そこで，当試験の

投与量は， 1000皿gjkgを高用量とし，以下公比4により 250及び 62.5mgjkgとした.また，

対照として媒体(Cornoil)のみを同容量投与する群を設けた.

4.3.投与期間

投与期間は， OECD Guideline for Testing of Chemicals for Combined Repeat Dose Toxicity 

Study with the ReproductionjDevelopmental Toxicity Screening Test (422)に基づいて，雄

では交配前 14日間とその後28日間の合計42日間とし，試験群雌では交配前 14日間，交配期

間中，妊娠期間中及び晴育 6日までの合計 44--58日間とした.雄については， 42日間の投与

後に各群とも半数の動物について 14日間の回復期間を設けた.また，回復群雌については， 42 

日間の投与後に 14日間の回復期間を設けた.なお，投与開始日を投与 1日とし，最終投与の翌

日を回復 1日とした.

5.観察及び検査項目

5.1.一般状態

5.1.1.雄

一般状態及び死亡の有無は，投与期間中に投与前・後の l日2回，回復期間中に毎日 1回及

び剖検日に 1回観察した.
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死亡例は，発見後速やかに剖検した.死亡例について，脳(大脳，小脳，延髄)，下垂体，甲

状腺，胸腺，心臓，肝臓，牌臓，腎臓，副腎，精巣及び精巣上体の重量を測定した(使用電子天

秤:AB204，メトラー・トレド株式会社).なお，各器官重量を最終体重で除して相対重量も算出

した.下垂体及び甲状腺は 20vol%中性緩衝ホルマリンで 1晩固定後，測定した.これらの器

官は，肺，気管，醇臓，唾液腺(舌下腺・顎下腺)，食道，胃，十二指腸，空腸，回腸，盲腸，

結腸，直腸，リンパ節(下顎・腸間膜)，賠脱，精嚢，前立腺，上皮小体，脊髄，坐骨神経，眼

球，ハーダー腺，胸骨及び大腿骨とともに 20vol%中性緩衝ホルマリンで固定した.ただし，

精巣及び精巣上体はプアン液で 2......3時間固定後， 90 vol%エチルアルコールに再固定し，眼球

はグルタールアルデヒド・ホルマリンで1晩固定後，20vol%中性緩衝ホルマリンに再固定した.

5.1.2.試験群雄

一般状態及び死亡の有無は，投与期間中に投与前・後の 1日2回及び剖検日に 1回観察した.

死亡例は，発見後速やかに剖検した.死亡例について，脳(大脳，小脳，延髄)，下垂体，甲

状腺，胸腺，心臓，肝臓，牌臓，腎臓，副腎，卵巣及び子宮の重量を測定した(使用電子天秤:AB204，

メトラー・トレド株式会社).なお，各器官重量を最終体重で除して相対重量も算出した.下垂

体及び甲状腺は 20vol%中性緩衝ホルマリンで l晩固定後，測定した.これらの器官は，肺，

気管，醇臓，唾液腺(舌下腺・顎下腺)，食道，胃，十二指腸，空腸，回腸，盲腸，結腸，直腸，

リンパ節(下顎・腸間膜)，腸脱，腔，上皮小体，脊髄，坐骨神経，眼球，ハーダー腺，胸骨，

大腿骨及び乳腺とともに 20vol%中性緩衝ホルマリンで固定した.眼球は，グルタールアルデ

ヒド・ホルマリンで 1晩固定後， 20 vol%中性緩衝ホルマリンに再固定した.

5.1.3.回復群雌

一般状態及び死亡の有無は，投与期間中に投与前・後の 1日2回，回復期間中に毎日 1回及

び剖検日に 1回観察した.

5.2.体重測定

5.2.1.雄

体重は， 1週間に 2回測定した[測定日:投与し 4，8， 11， 15， 18， 22， 25， 29， 32， 36， 39， 

42及び43日(回復 1日)，回復 4，8， 11， 14及び 15日(使用電子天秤:PG2002-S，メトラー・

トレド株式会社)]. 

5.2.2.試験群雌

体重は，交配開始前 14日間及び交配期間中は 1週間に 2回(測定日:投与し 4，8， 11， 15 

及び 18日)，妊娠期間中は妊娠0，7， 14及び21日に，晴育期間中は晴育0，4， 6及び 7日に

測定した(使用電子天秤:PM2000，PB3002， PG2002-S，メトラー・トレド株式会社). 

5.2.3.回復群雌

体重は， 1週間に 2回測定した[測定日:投与し 4，8， 11， 15， 18， 22， 25， 29， 32， 36， 39 
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及び42日，回復 1，4， 8， 11， 14及び 15日(使用電子天秤:PM2000，PG2002-S，メトラー・ト

レド株式会社)]. 

5.3.摂餌量測定

5.3.1.雄

摂餌量は，交配開始前 14日間及び交配期間終了後から 1週間に 2回測定した[残量測定日:

投与 2，5，9，12，30，33，37及び40日，回復 2，5， 9及び 12日(使用電子天秤:PM2000， PB3002， 

PG2002-S，メトラー・トレド株式会社)].

5.3.2.試験群雌

摂餌量は，交配開始前 14日間までは 1週間に 2回(残量測定日:投与 2，5， 9及び 12日)，妊

娠期間中は妊娠2，9，16及び20日に，晴育期間中は晴育2日に測定した(使用電子天秤:PM2000 ， 

PB3002， PG2002-S，メトラー・トレド株式会社)]. 

5.3.3.回復群雌

摂餌量は， 1週間に 2回測定した[残量測定日:投与 2，5， 9， 12， 16， 19， 23， 26， 30， 33， 

37及び40日，回復 2，5， 9及び 12日(使用電子天秤:PM2000，PB3002， PG2002-S，メトラー・

トレド株式会社)] . 

5.4.行動機能(FOB)観察

5.4.1.雄

全例について，投与開始前週，投与に 14，21， 28， 35及び41日に下記の1)-3)の項目を観察

した.観察時刻は，投与後1時間とした.なお，観察者はほぼ固定し， Bl indで実施した.

1)姿勢，かみつき行動，眼験閉鎖状態及び痘撃はケージ内で観察した.

2)ケージからの出し易さ，扱い易さ，筋の緊張，毛の状態，流涙，流涯及び呼吸は手に持っ

て観察した.

3)立ち上がり回数，毛づくろい回数，歩行状態，眼険閉鎖状態，覚醒度，行動異常及び正向

反射はオープンフィールド内で観察した.

5.4.2.試験群雌

全例について，投与開始前週，投与 8及び 15日，妊娠し 8及び 15日並びに晴育3日に雄と

同一項目を観察した.なお，不受胎雌の交尾後のデータは集計から除外した.

5.4.3.回復群雌

全例について，投与開始前週，投与 8，15， 22， 29， 36及び 42日に雄と同一項目を観察した.
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投与期間終了時剖検例について，投与41日の行動機能(FOB)観察後に瞳孔反射，接近反射，触

覚反射，聴覚反射及び痛覚反射を作業台の上で検査した.

5.5.2.試験群雌

各群とも動物番号の若い舶に各6例について，晴育3日の行動機能(FOB)観察後に雄と同一項目

を検査した.

5.6.握力測定

5.6.1.雄

投与期間終了時剖検例について，投与41日の感覚反応検査終了後にCPUゲージ(アイコーエン

ジニアリング株式会社)を用いて，前肢及び後肢の握力を測定した.

5.6.2.試験群雌

各群とも動物番号の若い願に各6例について，晴育3日の感覚反応検査終了後にCPUゲージ(ア

イコーエンジニアリング株式会社)を用いて，前肢及び後肢の握力を測定した.

5.7.自発運動量測定

5.7.1.雄

投与期間終了時剖検例について，投与 40日に ActivityMonitor(阻DAssociates Inc.)を使

用し，歩行量及び立ち上がり回数について投与後 1時間まで 10分間隔で測定した.

5.7.2.試験群雌

各群とも動物番号の若い順に各 6例について，晴育4日に ActivityMonitor(阻DAssociates 

Inc.)を使用し，歩行量及び立ち上がり回数について投与後 1時間まで 10分間隔で測定した.

5.8.尿検査

5.8.1.雄

投与2日及び投与期間終了前(投与 37日)の投与検体投与前に投与期間終了時の剖検用動物，

回復期間終了前に回復期間終了時の剖検用動物について，採尿ケージを用いて絶食・給水下で

新鮮尿を採取した.その後，引き続いて給餌・給水下で 24時間尿を採取した.また，投与 3

日及び投与期間終了前(投与 38日)の投与検体投与後に絶食・絶水下で新鮮尿を採取した.採取

した尿について，以下の検査を実施した.検査後の尿は廃棄した.

新鮮尿:色調は，外観判定とした.pH，蛋白質，ブドウ糖，ケトン体，ビリルビン，潜血，

ウロビリノーゲンは，尿検査試験紙(栄研化学株式会社)に尿を滴下後に分光反射測光法により

尿自動分析装置(US-2100，栄研化学株式会社)を用いて検査した.尿沈漬は，沈漬を尿沈漬染色

液(新 Sternheimer法，国際試薬株式会社)で染色後に顕微鏡下で観察した.
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24時間尿:尿量(UV)は，尿比重と重量(使用電子天秤:PM2000，PG2002-S，メトラー・トレド

株式会社)から算出した.尿比重(S.G.)は，屈折率により屈折型尿比重計(ユリベットーIID，株

式会社ニコン)を用いて測定した.

5.8.2.試験群雌

各群とも動物番号の若い順に各6例について，投与 2日及び晴育5日の投与検体投与前に採

尿ケージを用いて絶食・給水下で新鮮尿を採取した.その後，引き続いて給餌・給水下で 24

時間尿を採取した.また，投与 3日及び晴育6日の投与検体投与後に絶食・絶水下で新鮮尿を

採取した.採取した尿について，雄の尿検査と同一項目(5.8.1.)の検査を実施した.ただし，

尿重量の測定には，電子天秤:PM2000， PG2002-S， PB3002(メトラー・トレド株式会社)を使用

した.尿比重検査後の尿は廃棄した.

5.8.3.回復群雄

回復期間終了前に採尿ケージを用いて絶食・給水下で新鮮尿を採取した.その後，引き続い

て給餌・給水下で 24時間尿を採取した.採取した尿について，雄の尿検査と同一項目(5.8.1.)

の検査を実施した.ただし，尿重量の測定には，電子天秤:PG2002-S(メトラー・トレド株式会

社)を使用した.検査後の尿は廃棄した.

5.9.血液学検査

5.9.1.雄

最終投与の翌日及び回復期間終了後にぺントパルビタールナトリウムの腹腔内投与(40

m.g/kg)による麻酔下で腹大動脈からカニュレーションにより血液を採取し，以下の血液学検査

を実施した.測定後の残余血液は廃棄した.

赤血球数(RBC)，ヘモグロビン量(HGB)，へマトクリット値(HCT)，血小板数(PLT)及ひ酔白血球

数(WBC)は， EDTA-2K処理した血液について，多項目自動血球計数装置(SysmexK -4500，シスメ

ックス株式会社)を用いて測定した.さらに，平均赤血球容積(MCV)，平均赤血球血色素量(MCH)

及び平均赤血球血色素濃度(MCHC)を算出した.

網状赤血球比率(RET)は， EDTA-2K処理した血液を Brecher法により超生体染色してスライド

ガラスに塗抹後， Giemsa染色標本を作製して顕微鏡下で赤血球 1000個中の網状赤血球数を計

数し，算出した.

白血球百分率は， EDTA-2K処理した血液をスライドガラスに塗抹し， May-Giemsa染色標本を

作製して顕微鏡下で白血球 100個を分類計数した.

プロトロンビン時間(PT)，活性化部分トロンポプラスチン時間(APTT)及びフィプリノーゲン

濃度(Fbg)は，血液を 3.2%クエン酸ナトリウムで処理後，遠心分離[約4oC， 3000 rpm(約 1972

x g)， 15分間，使用遠心機:CF8DL，目立工機株式会社]して得た血薬について，光散乱検出方

式により全自動血液凝固測定装置(CA-530，シスメックス株式会社)を用いて測定した.
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5.9.2.試験群雌

各群とも動物番号の若い順に各6例について，最終投与の翌日(楠育7日)にぺントパルビタ

ールナトリウムの腹腔内投与(40昭/kg)による麻酔下で腹大動脈からカニユレーションにより

血液を採取し，雄の血液学検査と同一項目(5.9.1.)の検査を実施した.測定後の残余血液は廃

棄した.

5.9.3.回復群雌

回復期間終了後にペントパルビタールナトリウムの腹腔内投与(40m.g/kg)による麻酔下で腹

大動脈からカニユレーションにより血液を採取し，雄の血液学検査と同一項目(5.9.1.)の検査

を実施した.測定後の残余血液は廃棄した.

5.10.血液生化学検査

5.10.1.雄

血液学検査用の血液と同時期に腹大動脈から採取した血液から遠心分離[約 4oC， 3000 

印刷約 1972xg)， 15分間，使用遠心機:CF8DL，目立工機株式会社]して得た血清について，以

下の血液生化学検査を実施した.保存用血清は，最終報告書作成時まで冷凍庫(-800C設定，使

用超低温フリーザー:ULT1786-9JD，Kendro Laboratory Products)内に保管した.

ASTは旧H-UV法， ALTはLDH-UV法， ALPはp-ニトロフェニルリン酸基質法， γ-GTPはL-γー

グルタミルー3-カルボキシー4-ニトロアニリド基質法，総蛋白(TP)は Biuret法，総ビリルビン

(T-Bil)はジアゾ法，尿素窒素(開)はウレアーゼ・GIDH法，クレアチニン(CRE)はクレアチニナ

ーゼ・ F-DAOS法，ブドウ糖(Glu)はヘキソキナーゼ・ G-6-PDH法，総コレステロール(T-Cho)は

COD.HDAOS法，トリグリセライド(TG)はGPO.HDAOS法， Caはo-CPC法，無機リン(IP)はPNP• 

XDH法， Na， K及びClはイオン選択電極法により，いずれも生化学自動分析装置(AU400，オリ

ンパス株式会社)を用いて測定した.

アルブミン(Alb)は総蛋白及び蛋自分画値[電気泳動法，自動電気泳動装置(AES310，オリン

パス株式会社)]から， A/G(アルブミン/グロプリン)は蛋自分画値から算出した.

5.10.2.試験群雌

血液学検査用の血液と同時期に腹大動脈から採取した血液から遠心分離[約 4oC， 3000 

印刷約 1972xg)，15分間，使用遠心機:CF8DL，目立工機株式会社]して得た血清について，雄

の血液生化学検査と同一項目(5.10.1.)の検査を実施した.保存用血清は，最終報告書作成時ま

で冷凍庫(-80oC設定，使用超低温フリーザー:ULT1786-9JD，Kendro Laboratory Products)内

に保管した.

5.10.3.回復群雌

血液学検査用の血液と同時期に腹大動脈から採取した血液から遠心分離[約 4oC， 3000 

rp皿(約 1972xg)，15分間，使用遠心機:CF8DL，目立工機株式会社]して得た血清について，雄

の血液生化学検査と同一項目(5.10.1.)の検査を実施した.保存用血清は，最終報告書作成時ま
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で冷凍庫(-80oC設定，使用超低温フリーザー:ULT1786-9JD，Kendro Laboratory Products)内

に保管した.

5.11.剖検及び器官重量測定

5.11.1.雄

上記の 5.9.1.及び5.10.1.の項で採血した動物をさらに放血致死させた後に剖検した.脳(大

脳，小脳，延髄)，下垂体，甲状腺，胸腺，心臓，肝臓，牌臓，腎臓，副腎，精巣及び精巣上体

は重量を測定した(使用電子天秤:AB204，メトラー・トレド株式会社).各器官重量を最終体重

で除して相対重量も算出した.下垂体及び甲状腺は 20vol%中性緩衝ホルマリンで 1晩固定後，

測定した.これらの器官は，肺，気管，醇臓，唾液腺(舌下腺・顎下腺)，食道，胃，十二指腸，

空腸，回腸，盲腸，結腸，直腸，リンパ節(下顎・腸間膜)，膳脱，精嚢，前立腺，上皮小体，

脊髄，坐骨神経，眼球，ハーダー腺，胸骨及び大腿骨とともに 20vol%中性緩衝ホルマリンで

固定した.ただし，精巣及び精巣上体はプアン液で 2-3時間固定後， 90 vol%エチルアルコー

ルに再固定し，眼球はグルタールアルデヒド・ホルマリンで 1晩固定後， 20 vol%中性緩衝ホル

マリンに再固定した.

5.11.2.試験群雌

上記の 5.9.2.及び 5.10.2.の項で採血した動物をさらに放血致死させ，妊娠黄体数及び着床

数を算定後，剖検した.また，各群の尿検査，血液学検査及び血液生化学検査を実施しなかっ

た動物をべントパルビタールナトリウムの腹腔内投与(40略 fkg)による麻酔下で腹大動脈から

放血致死させ，妊娠黄体数及び着床数を算定後，剖検した.脳(大脳，小脳，延髄)，下垂体，

甲状腺，胸腺，心臓，肝臓，牌臓，腎臓，副腎，卵巣及び子宮は重量を測定した(使用電子天秤:AB204，

メトラー・トレド株式会社).各器官重量を最終体重で除して相対重量も算出した.下垂体及び

甲状腺は 20vol%中性緩衝ホルマリンで 1晩固定後，測定した.これらの器官は，肺，気管，

醇臓，唾液腺(舌下腺・顎下腺)，食道，胃，十二指腸，空腸，回腸，盲腸，結腸，直腸，リン

パ節(下顎・腸間膜)，勝脱，腔，上皮小体，脊髄，坐骨神経，眼球，ハーダー腺，胸骨，大腿

骨及び乳腺とともに 20vol%中性緩衝ホルマリンで固定した.ただし，眼球は，グルタールア

ルデヒド・ホルマリンで 1晩固定後， 20 vol%中性緩衝ホルマリンに再固定した.

交尾不成立雌動物は，交配期間終了の翌日にぺントパルビタールナトリウムの腹腔内投与(40

mgfkg)による麻酔下で腹大動脈から放血致死させ後に剖検し，妊娠していないことを確認した.

上記の器官・組織は， 20 vol%中性緩衝ホルマリンで固定後， 10 vol%中性緩衝ホルマリンに保

存した.ただし，眼球は，グルタールアルデヒド・ホルマリンで 1晩固定後， 20 vol%中性緩衝

ホルマリンに再固定した.

5.11.3.回復群雌

上記の 5.9.3.及び5.10.3.の項で採血した動物をさらに放血致死させた後，剖検した.脳(大

脳，小脳，延髄)，下垂体，甲状腺，胸腺，心臓，肝臓，牌臓，腎臓，副賢，卵巣及び子宮は重

量を測定した(使用電子天秤:AB204，メトラー・トレド株式会社).各器官重量を最終体重で除
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して相対重量も算出した.下垂体及び甲状腺は 20vol%中性緩衝ホルマリンで 1晩固定後，測

定した.これらの器官は，肺，気管， s草臓，唾液腺(舌下腺・顎下腺)，食道，胃，十二指腸，

空腸，回腸，盲腸，結腸，直腸，リンパ節(下顎・腸間膜)，賠脱，腔，上皮小体，脊髄，坐骨

神経，眼球，ハーダー腺，胸骨，大腿骨及び乳腺とともに 20vol%中性緩衝ホルマリンで固定

した.ただし，眼球は，グルタールアルデヒド・ホルマリンで 1晩固定後， 20 vol%中性緩衝ホ

ルマリンに再固定した.

5.12.病理組織学検査

5.12.1.雄

投与期間終了時剖検例及び 1000皿g/kg群の死亡例について，心臓，肺，気管，肝臓，醇臓，

唾液腺(舌下腺・顎下腺)，食道，胃，十二指腸，空腸，回腸，盲腸，結腸，直腸，胸腺，牌臓，

リンパ節(下顎・腸間膜)，腎臓，腸脱，尿道，精巣，精巣上体，精嚢，前立腺，下垂体，副腎，

甲状腺，上皮小体(検査可能な動物のみ)，脳(大脳・小脳・延髄)，脊髄，坐骨神経，眼球，ハ

ーダー腺，骨髄(胸骨・大腿骨)及び骨(胸骨・大腿骨)のパラフィン包埋標本を作製した.切り

出し後の器官・組織は， 10 vol%中性緩衝ホルマリンで保存した.その後，対照群及び 1000mg/kg 

群について，田染色組織標本を作製し，病理組織学検査を実施した.なお，精巣については，

PAS-へマトキシリン染色標本も作製した.1000 mg/kg群の検査において対照群と比べて異常を

示す動物数に差があると考えられた十二指腸，空腸，回腸，胸腺，腸間膜リンパ節，腎臓，腸

脱，尿道，精巣及び精巣上体については， 250及び 62.5mg/kg群についても田染色組織標本

を作製し，病理組織学検査を実施した.250 mg/kg以上の群で空腸を主とする小腸に粘膜固有

層の空胞化が認められたため，対照群及び 1000mg/kg群の各3例(動物番号の若い願)について

空腸を O.T.C.compoundに入れ，液体窒素で凍結後，凍結切片を作製し，オイルレッド O染色

標本を作製した.そのオイルレッド O染色標本について，病理組織学的検査を実施し，粘膜固

有層の空胞化が脂肪蓄積によるものか否かを確認した.観察後，凍結標本及びオイルレッド O

染色標本は廃棄した.

5.12.2.試験群雌

各群とも動物番号の若い順に各6例及び 1000mg/kg群の死亡例について，心臓，肺，気管，

肝臓，醇臓，唾液腺(舌下腺・顎下腺)，食道，胃，十二指腸，空腸，回腸，盲腸，結腸，直腸，

胸腺，牌臓，リンパ節(下顎・腸間膜)，腎臓，勝脱，尿道(検査可能な動物のみ)，卵巣，子宮，

腔，下垂体，副腎，甲状腺，上皮小体(検査可能な動物のみ)，脳(大脳・小脳・延髄)，脊髄，

坐骨神経，眼球，ハーダー腺，骨髄(胸骨・大腿骨)，骨(胸骨・大腿骨)及び乳腺のパラフィン

包埋標本を作製した.切り出し後の器官・組織は， 10 vol%中性緩衝ホルマリンで保存した.そ

の後，対照群及び 1000mg/kg群の各6例及び 1000皿g/kg群の死亡例について，国染色組織標

本を作製し，病理組織学検査を実施した.1000皿g/kg群の検査において対照群と比べて異常を

示す動物数に差があると考えられた十二指腸，空腸，回腸，胸腺，腸間膜リンパ節，腎臓，腸

脱及び尿道については， 62.5及び 250mg/kg群についても田染色組織標本を作製し，病理組

織学検査を実施した.
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5.12.3.回復群雄

対照群， 62.5， 250及び 1000皿gjkg群について，十二指腸，空腸，回腸，胸腺，腸間膜リン

パ節，腎臓，腸脱，尿道，精巣及び精巣上体のパラフィン包埋標本を作製後，田染色組織標本

を作製し，病理組織学検査を実施した.また，剖検時に萎縮が認められた対照群の 1例の牌臓

についても，国染色組織標本を作製し，病理組織学検査を実施した.切り出し後の器官・組織

は， 10 vol%中性緩衝ホルマリンで保存した.投与期間終了時剖検例と同様にオイルレッド O

染色標本を作製し，粘膜固有層の空胞化が脂肪蓄積によるものか否かを確認した.観察後，凍

結標本及びオイルレッド O染色標本は廃棄した.

5.12.4.回復群雌

対照群， 250及び 1000皿gjkg群について，十二指腸，空腸，回腸，胸腺，腸間膜リンパ節，

腎臓，勝脱及び尿道(検査可能な動物のみ)のパラフィン包埋標本を作製後，国染色組織標本を

作製し，病理組織学検査を実施した.切り出し後の器官・組織は， 10 vol%中性緩衝ホルマリン

で保存した.

5.13.性周期

試験群雌の性周期は，投与開始日から交尾確認前日まで毎日 1回観察した.なお，発情期が

連続2日間にわたって観察された場合は 1回と計数した.

5.14.交配

14日間投与した雄と試験群雌を同一群内で 1対 1に組み合わせて同居交配した.交配期間は

14日を限度として，交尾を確認するまでの連続同居交配とした.ただし，交配相手雄が交配期

間中に死亡した 1000皿gjkg群の雌動物 No.F04451の交配相手雄は交配 1日から雄動物 No.

M04405，雌動物No.F04462の交配相手雄は交配4日から雄動物No.M04407とした.

交尾確認は毎朝ほぼ一定時刻に行い，腫垢内に精子または腔栓を確認した離を交尾成立動物

として，その日を妊娠 O日として起算した.

5.15.分娩状態の観察

交尾雌は自然分娩させ，分娩状態の異常の有無，分娩終了の確認を妊娠 21日から妊娠25日

の午前 10時まで毎日行った.午前 10時に分娩が終了していた場合，その日を楠育O日とした.

5.17.晴育状態の観察

母動物は，晴育状態を晴育0日から 4日まで毎日観察した.

5.18.児動物(F1 ) 

5.18.1.出産時の観察

出産時に総出産児数と性，死産児数，新生児数及び外表異常の有無を観察した.死産児は，

fjlJ検後， 20 vol%中性緩衝ホルマリンで固定し， 10 vol%中性緩衝ホルマリンに保存した.
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5.18.2.児動物の観察

児動物は，一般状態及び死亡の有無を毎日 1回観察した.死亡児は，剖検後， 20 vol%中性緩

衝ホルマリンで固定し， 10 vol%中性緩衝ホルマリンに保存した.

5.18.3.体重測定

体重は，晴育O日(出生日)及び4日に測定した(使用電子天秤:PM2000，PG2002-S，メトラー・

トレド株式会社). 

5.18.4.剖検

生存児は，晴育4日にジエチルエーテル麻酔下で腹大動脈から放血致死させた後に剖検した.

剖検で異常の認められた児動物は， 20 vol%中性緩衝ホルマリンで固定し， 10 vol%中性緩衝ホ

ルマリンに保存した.

6.統計解析

有意差検定は下記に示したように，対照群と各投与群の間で行い，危険率を 5%とし， 5%未満

(p<0.05)とは未満(p<O.Ol)とに分けて表示した.児動物の体重は一腹の平均値と合計値も算出

した.死亡例の器官重量は集計から除外した.

〈検定方法〉

体重(親動物，児動物)，摂餌量，行動機能(FOB)の毛づくろい及び立ち上がり回数，握力，自

発運動量，尿量，尿比重，血液学検査成績，血液生化学検査成績，器官の絶対重量及び相対重

量，発情回数，交尾所要日数，妊娠期間[分娩日(晴育O日)一交尾確認日]，妊娠黄体数，着床

数，着床率[(着床数/妊娠黄体数)x 100]，総出産児数(新生児数+死産児数)，新生児数，死産

児数，分娩率[(総出産児数/着床数)x 100]，児の産出率[(晴育O日の新生児数/着床数)x 100]， 

出生率[(晴育O日の新生児数/総出産児数)x 100]，晴育4日の生存児数，晴育4日の生存率[(晴

育4日の生存児数/晴育O日の新生児数)x 100]，外表異常の出現率[(外表異常児数/新生児数)

x 100]及び性比(雄/雌)は，各群で平均値及び標準偏差を算出した.その後， Bartlett法によ

る等分散性の検定を行い，等分散の場合には DUIlllett法により行った.一方，等分散と認めら

れなかった場合は，順位を利用した DUIlllett型の検定法により行った.

行動機能(FOB)(但し，毛づくろい及び立ち上がり回数を除く)及び感覚反応は，各群で平均値

及び範囲を算出した.その後， Bartlett法による等分散性の検定を行い，等分散の場合には

DUIlllett法により行った.一方，等分散と認められなかった場合は，順位を利用した DUIlllett

型の検定法により行った.

実尾率[(交尾成立動物数/同居動物数)x 100]，受胎率[(受胎雌数/交尾成立動物数)x 100]及

び出産率[(新生児出産雌数/受胎雌数)x 100]は，X2検定により行った.

病理組織学検査において，1000 mgjkg群で毒性学的影響が示唆され， 62.5及び 250mgjkg 

群についても検査を実施した組織所見については，対照群との群間比較を上記の順位を利用し

たDUIlllett型の検定法を用いて行った.1000 mgjkg群において対照群との間に有意差が認めら

れた場合は， Cochran. Armi tageの傾向検定を用いて用量反応性の検定を行った.

円
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1 .反復投与毒性

1.一般状態

結果

1.1.雄(Table1-1--1-5， Appendix 1-1--1-4) 

Study No. 100523 

1000 mgjkg群では，投与 16日と投与 17日に各 1例が死亡した.対照群， 62.5及び 250mgjkg 

群では，死亡例及び瀕死例は認められなかった.

投与期間中には，対照群では投与直後に一過性の流涯が l例にみられた.62.5mgjkg群では，

一般状態の異常はみられなかった.250 mgjkg群では，投与直後に一過性の流涯が 9例，被毛

の汚れが 12例全例及び赤色尿が 4例にみられた.1000 mgjkg群では，死亡 2例(No.M04401: 

投与 16日死亡， No. M04412:投与 17日死亡)において投与開始日から死亡前日までに一過性の

流誕，被毛の汚れ，自発運動の低下，赤色尿及び体温下降が 2例，口の周囲の汚れ，虹門周囲

の汚れ，下痢，緩徐呼吸及び立毛が l例にみられた.同群の生存例では，投与直後に一過性の

流濯が 10例全例，被毛の汚れが 10例全例及び赤色尿が 9例にみられた.

回復期間中には，いずれの群とも一般状態の異常はみられなかった.

1.2.試験群雌(Table2-1及び2-2，3-1及び 3-2，4， Appendix 2-1--2-4， 3-1--3-4及び 4-1

--4-4) 

1000皿gjkg群では，投与 8日に 1例が死亡した.対照群， 62.5及び 250mgjkg群では，死亡

例及び瀕死例は認められなかった.

交配開始前及び交配期間中には，対照群及び 62.5mgjkg群では一般状態の異常はみられなか

った.250 mgjkg群では，投与直後に一過性の流誕が 2例，被毛の汚れが 9例及び赤色尿が 4

例にみられた.1000 mgjkg群では，死亡例(No.F04455:投与 8日死亡)において投与開始日か

ら死亡前日までに被毛の汚れ，自発運動の低下，赤色尿，体温下降，緩徐呼吸及び立毛がみら

れた.同群の生存例では，投与直後に一過性の流涯が 10例，被毛の汚れが 11例全例及び赤色

尿が 10例にみられた.

妊娠期間中には，対照群及び 62.5皿gjkg群では一般状態の異常はみられなかった.250 mgjkg 

群では，投与直後に一過性の流涯が3例及び被毛の汚れが 9例にみられた.1000mgjkg群では，

投与直後に一過性の流涯が 9例，被毛の汚れが 9例及び赤色尿が 1例にみられた.

晴育期間中には，対照群及び62.5mgjkg群では一般状態の異常はみられなかった.250 mgjkg 

群では，投与直後に一過性の流涯が 1例及び被毛の汚れが 5例にみられた.1000mgjkg群では，

投与直後に一過性の流涯が 9例，被毛の汚れが 3例及び赤色尿が 1例にみられた

1.3.回復群雌(Table5-1--5-5， Appendix 5-1--5-3) 

死亡及び瀕死例は，いずれの群にも認められなかった.

投与期間中には，対照群では一般状態の異常はみられなかった.250 mgjkg群では，投与直

後に一過性の流涯が2例，被毛の汚れが 6例全例及び赤色尿が 1例にみられた.1000 mgjkg群

では，投与直後に一過性の流濯が 6例全例，被毛の汚れが 6例全例及び赤色尿が 5例にみられ

-34 -



Study No. 100523 

た.

回復期間中には，いずれの群とも一般状態の異常はみられなかった.

2.体重

2.1.雄(Table6， Fig.2， Appendix 6-1--6-4) 

投与期間中には， 62.5及び 250mg/kg群では対照群と比べて各測定日の体重に有意差はみら

れなかった.1000mg/kg群では，対照群と比べて投与 4--42日に体重の有意な低値がみられた.

回復期間中には， 62.5及び250mg/kg群では対照群と比べて各測定日の体重に有意差はみら

れなかった.1000 mg/kg群では，対照群と比べて回復 1及び4日に体重の有意な低値がみられ

た.

2.2.試験群雌(Table7--9， Fig.3， Appendix 7-1--7-4， 8-1--8-4及び 9-1-9-4)

交配開始前及び交配期間中には， 62.5及び250mg/kg群では対照群と比べて各測定日の体重

に有意差はみられなかった.1000 mg/kg群では，対照群と比べて投与 4日に体重の有意な低値

がみられた.

妊娠期間中には， 62.5及び250mg/kg群では対照群と比べて各測定日の体重に有意差はみら

れなかった.1000 mg/kg群では，対照群と比べて妊娠 21日に体重の有意な低値がみられた.

晴育期間中には， 62.5及び250mg/kg群では対照群と比べて各測定日の体重に有意差はみら

れなかった.1000 mg/kg群では，対照群と比べて崎育O日に体重の有意な低値がみられた.

2.3.回復群雌(Table10， Fig.4， Appendix 10-1-10-3) 

投与期間中には，各投与群とも対照群と比べて各測定日の体重に有意差はみられなかった.

回復期間中には，各投与群とも対照群と比べて各測定日の体重に有意差はみられなかった.

3.摂餌量

3.1.雄(Table11， Fig.5， Appendix 11-1--1ト4)

投与期間中には， 62.5及び250mg/kg群では，対照群と比べて投与 2日に摂餌量の有意な低

値がみられた.1000 mg/kg群では対照群と比べて投与 2，5及び 9日に摂餌量の有意な低値が

みられた.

回復期間中には， 62.5 mg/kg群では対照群と比べて回復 9日， 250 mg/kg群では回復 5日，

1000 mg/kg群では回復 5，9及び 12日に摂餌量の有意な高値がみられたが，投与による毒性学

的影響とは考えられない.

3.2.試験群雌(Table12--14， Fig.6， Appendix 12-1--12-4， 13-1--13-4及び 14-1--14-4)

交配開始前には， 62.5及び 250mg/kg群では対照群と比べて各測定日の摂餌量に有意差はみ

られなかった.1000 mg/kg群では，対照群と比べて投与 2及び5日に摂餌量の有意な低値がみ

られた.

妊娠期間中には，各投与群とも対照群と比べて各測定日の摂餌量に有意差はみられなかった.
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晴育期間中には，各投与群とも対照群と比べて測定日の摂餌量に有意差はみられなかった.

3.3.回復群雌(Table15， Fig.7， Appendix 15-1--15-3) 

投与期間中には，各投与群とも対照群と比べて各測定日の摂餌量に有意差はみられなかった.

回復期間中には， 250 m.g/kg群では対照群と比べて各測定日の摂餌量に有意差はみられなか

った.1000皿g/kg群では，対照群と比べて回復2日に摂餌量の有意な高値がみられたが，投与

による毒性学的影響とは考えられない.

4.行動機能(FOB)

4.1.雄(Table16-1--16-6， Appendix 16-1--16-4) 

62.5及び250mg/kg群では，各測定日のいずれの項目にも異常はみられなかった.1000皿g/kg

群では，流涯がみられ，対照群と比べて投与 14，21， 28， 35及び41日にその出現率の有意な

高値がみられたが，投与直後の一過性の流涯が継続したものと考えられる.

4.2.試験群雌(Table17-1--17-6， Appendix 17-1--17-4) 

62.5及び250m.g/kg群では，各測定日のいずれの項目にも異常はみられなかった.1000 m.g/kg 

群では，流誕がみられ，対照群と比べて妊娠し 8及び 15日並びに晴育3日にその出現率の有

意な高値がみられたが，投与直後の一過性の流涯が継続したものと考えられる.

4.3.回復群雌(Table18-1--18-6， Appendix 18-1--18-3) 

250 m.g/kg群では，対照群と比べてケージからの出し易さの有意な低値がみられたが，投与

開始前の変化であった.1000 mg/kg群では，流涯がみられ，対照群と比べて投与 22及び 36日

にその出現率の有意な高値がみられたが，投与直後の一過性の流涯が継続したものと考えられ

る.

5.感覚反応

5.1.雄(Table19， Appendix 19-1--19-4) 

各投与群とも，いずれの項目にも異常はみられなかった.

5.2.試験群雌(Table20， Appendix 20-1--20-4) 

各投与群とも，いずれの項目にも異常はみられなかった.

6.握力

6.1.雄(Table21， Appendix 21-1--21-4) 

各投与群とも，対照群と比べて前肢及び後肢の握力に有意差はみられなかった.

6.2.試験群雌(Table22， Appendix 22-1--22-4) 

各投与群とも，対照群と比べて前肢及び後肢の握力に有意差はみられなかった.
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7.自発運動量

7.1.雄(Table23， Appendix 23-1~23-4) 

62.5及び 1000m.g/kg群では，対照群と比べて各測定項目に有意差はみられなかった.250m.g/kg 

群では，対照群と比べて投与後 50分に歩行量の有意な高値がみられたが，投与量に関連した変

化ではないことから，投与による影響とは考えられない.

7.2.試験群雌(Table24， Appendix 24-1~24-4) 

各投与群とも，対照群と比べて各測定項目に有意差はみられなかった.

8.尿検査

8.1.投与2日

8.1.1.雄(Table25-1及び 25-2，Appendix 25-1~25-4) 

62.5及び250皿g/kg群では，対照群と比べて尿量及び尿比重に有意差はみられなかった.1000

皿g/kg群では，対照群と比べて尿量の有意な高値及び尿比重の有意な低値がみられた.

62.5 m.g/kg群では，色調， pH，蛋白質，ブドウ糖，ケトン体，ビリルビン，潜血，ウロビリ

ノーゲン及び沈誼は対照群とほぼ同程度であった.250 m.g/kg群では，潜血陽性及び沈漬で赤

血球がみられた.1000 m.g/kg群では，潜血陽性並びに沈誼で上皮細胞及び赤血球がみられた.

8.1.2.試験群雌(Table26-1及び26-2，Appendix 26-1~26-4) 

62.5及び250m.g/kg群では，対照群と比べて尿量及び尿比重に有意差はみられなかった.1000

m.g/kg群では，対照群と比べて尿量の有意な高値及び尿比重の有意な低値がみられた.

62.5 m.g/kg群では，色調， pH，蛋白質，ブドウ糖，ケトン体，ビリルビン，潜血，ウロビリ

ノーゲン及び沈誼は対照群とほぼ両程度であった.250 m.g/均群では，潜血陽性及び沈漬で赤

血球がみられた.1000 m.g/kg群では，潜血陽性並びに沈漬で赤血球及び白血球がみられた.

8.2.投与 3日の投与後

8.2.1.雄(Table27-1及び 27-2，Appendix 27-1~27-4) 

62.5 m.g/kg群では，色調， pH，蛋白質，ブドウ糖，ケトン体，ビリルビン，潜血，ウロビリ

ノーゲン及び沈誼は対照群とほぼ同程度であった.250皿g/kg群では，白濁尿，潜血陽性及び

沈漬で赤血球がみられた.1000 m.g/kg群では，白濁尿，潜血陽性並びに沈誼で赤血球及び白血

球がみられた.

8.2.2.試験群雌(Table28-1及び28-2，Appendix 28-1~28-4) 

62.5 m.g/kg群では，色調， pH，蛋白質，ブドウ糖，ケトン体，ビリルピン，潜血，ウロビリ

ノーゲン及び沈誼は対照群とほぼ同程度であった.250皿g/kg群では，白濁尿，潜血陽性及び

沈誼で赤血球がみられた.1000皿g/kg群では，白濁尿，潜血陽性並びに沈誼で上皮細胞及び赤

血球がみられた.
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8.3.投与期間終了前

8.3.1.雄(Table29-1及び29-2，Appendix 29-1--29-4) 

62.5及び250皿gjkg群では，対照群と比べて尿量及び尿比重に有意差はみられなかった.1000

皿gjkg群では，対照群と比べて尿比重の有意な低値がみられた.

62.5及び 250mgjkg群では，色調， pH，蛋白質，ブドウ糖，ケトン体，ビリルビン，潜血，

ウロビリノーゲン及び沈誼は対照群とほぼ同程度であった.1000 mgjkg群では，潜血陽性並び

に沈漬で上皮細胞，赤血球及び白血球がみられた.

8.3.2.試験群雌(Table30-1及び 30-2，Appendix 30-1--30-4) 

各投与群とも，対照群と比べて尿量及び尿比重に有意差はみられなかった.

62.5 mgjkg群では，色調， pH，蛋白質，ブドウ糖，ケトン体，ビリルビン，潜血，ウロビリ

ノーゲン及ひー沈漬は対照群とほぼ同程度であった.250 mgjkg群では，沈誼で上皮細胞がみら

れた.1000 mgjkg群では，沈誼で上皮細胞及び白血球がみられた.

8.4.投与期間終了前の投与後

8.4.1.雄(Table31-1及び 31-2，Appendix 31-1--31-4) 

62.5 mgjkg群では，色調， pH，蛋白質，ブドウ糖，ケトン体，ビリルビン，潜血，ウロビリ

ノーゲン及び沈誼は対照群とほぼ同程度であった.250 mgjkg群では，白濁尿並びに沈漬で赤

血球及び白血球がみられた.1000 mgjkg群では，白濁尿，潜血陽性並びに沈誼で赤血球及び白

血球がみられた.

8.4.2.試験群雌(Table32-1及び 32-2，Appendix 32-1--32-4) 

62.5及び 250mgjkg群では，色調， pH，蛋白質，ブドウ糖，ケトン体，ビリルビン，潜血，

ウロビリノーゲン及ひや沈誼は対照群とほぼ同程度であった.1000 mgjkg群では，沈漬で白血球

がみられた.

8.5.回復期間終了前

8.5.1.雄(Table33-1及び 33-2，Appendix 33-1--33-4) 

各投与群とも，対照群と比べて尿量及び尿比重に有意差はみられなかった.

各投与群とも，色調， pH，蛋白質，ブドウ糖，ケトン体，ビリルビン，潜血，ウロピリノー

ゲン及び沈漬は対照群とほぼ同程度であった.

8.5.2.回復群雌(Table34-1及び 34-2，Appendix 34-1--34-3) 

各投与群とも，対照群と比べて尿量及び尿比重に有意差はみられなかった.

各投与群とも，色調， pH，蛋白質，ブドウ糖，ケトン体，ビリルビン，潜血，ウロビリノー

ゲン及び沈誼は対照群とほぼ同程度であった.
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9.血液学検査

9.1.投与期間終了時

9.1.1.雄(Table35， Appendix 35-1--35-4) 

62.5及び 250皿gjkg群では，対照群と比べて各測定項目に有意差はみられなかった.1000 

皿gjkg群では，対照群と比べて赤血球数，ヘモグロビン量及びへマトクリット値， MCV及びMCH

の有意な低値並びにフィプリノーゲン濃度の有意な高値がみられた.

9.1.2.試験群雌(Table36， Appendix 36-1--36-4) 

62.5 m.gjkg群では，対照群と比べて各測定項目に有意差はみられなかった.250 m.gjkg群で

は，対照群と比べてへマトクリット値の有意な低値がみられた.1000 mgjkg群では，対照群と

比べてヘモグロビン量及びへマトクリット値の有意な低値並びに活性化部分トロンポプラスチ

ン時間の有意な高値がみられた.

9.2.回復期間終了時

9.2.1.雄(Table37， Appendix 37-1--37-4) 

62.5 mgjkg群では，対照群と比べて活性化部分トロンポプラスチン時間の有意な高値がみら

れたが，投与量に依存した変化ではなかった.1000 m.gjkg群では，対照群と比べて赤血球数，

ヘモグロビン量及びへマトクリット値の有意な低値並びに網状赤血球比率の有意な高値がみら

れた.その他，250mgjkg群では対照群と比べてフイプリノーゲン濃度の有意な低値， 1000 m.gjkg 

群ではフィプリノーゲン濃度の有意な低値がみられたが，投与期間終了時にそれらの傾向は認

められなかったことから，投与に基づくものではないと判断される.

9.2.2.回復群雌(Table38， Appendix 38-1--38-3) 

250 m.gjkg群では，対照群と比べて MCV及びMCHの有意な低値がみられた.1000 m.gjkg群で

は，対照群と比べて MCV，MCH及びMCHCの有意な低値並びに赤血球数の有意な高値がみられた.

10.血液生化学検査

10.1.投与期間終了時

10.1.1.雄(Table39， Appendix 39-1--39-4) 

62.5 m.gjkg群では，対照群と比べて Clの有意な高値がみられたが，投与量に依存した変化

ではなかった.1000皿gjkg群では，対照群と比べて総蛋白，アルブミン量，AjG及びKの有意

な低値， γ-GTP，尿素窒素及びクレアチニンの有意な高値がみられた.その他， 250及び 1000

皿gjkg群では，対照群と比べて ASTの有意な低値がみられたが，毒性学的意義はないと考えら

れる.

10.1.2.試験群雌(Table40， Appendix 40-1--40-4) 

62.5 m.gjkg群では，対照群と比べて各測定項目に有意差はみられなかった.1000 mgjkg群で

は，対照群と比べて総蛋白及びトリグリセライドの有意な低値がみられた.250及び 1000mgj均
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群では，対照群と比べて有意差はないもののγ-GTPの高値傾向がみられた.その他， 1000皿g/kg

群では，対照群と比べて総ビリルビンの有意な低値がみられたが，毒性学的意義はないと考え

られる.

10.2.回復期間終了時

10.2.1.雄(Table41， Appendix 41-1--4ト4)

62.5及び 250m.g/kg群では，対照群と比べて各測定項目に有意差はみられなかった.1000 

昭 /kg群では，対照群と比べて総蛋白の有意な低値及びA/Gの有意な高値がみられた.その他，

1000 m.g/kg群では，対照群と比べて Clの有意な高値がみられたが，背景データの値(Cl:106.4 

::t 1. 9 mEq/L)に近いことから，投与に基づく変化ではないと判断される.また，同群では，対

照群と比べて無機リンの有意な高値がみられたが，投与期間終了時にその傾向は認められなか

ったことから，投与に基づくものではないと判断される.

10.2.2.回復群雌(Table42， Appendix 42-1--42-3) 

250 mg/kg群では，対照群と比べて各測定項目に有意差はみられなかった.1000皿g/均群で

は，対照群と比べて総蛋白の有意な低値がみられた.その他， 1000皿g/kg群では，対照群と比

べてALP及びClの有意な高値がみられたが，それらは背景データの値(ALP:242.7士102.4IU/L， 

Cl: 107. 7::t2.1 mEq/L)に近いことから，投与に基づく変化ではないと判断される.

11.剖検

11.1.死亡例

11.1.1.雄(Table43， Appendix 43) 

1000 mg/kg群の 2死亡例で胸腺及び牌臓の萎縮が全例，腎臓の腫大及び腺胃粘膜の暗赤色化

が各 l例にみられた.

11.1.2.試験群雌(Table44， Appendix 44) 

1000皿g/kg群の 1死亡例で胸腺及び牌臓の萎縮がみられた.

11.2.投与期間終了時

11.2.1.雄(Table45， Appendix 45-1--45-4) 

対照群， 62.5及び250皿g/kg群では，異常はみられなかった.1000 m.g/kg群では，腎臓の腫

大が4例にみられた.

11.2.2.試験群雌(Table46， Appendix 46-1--46-4) 

晴育7日の剖検では，対照群，62.5及び250皿g/kg群では，異常はみられなかった.1000m.g/kg 

群では，腎臓の腫大が 1例にみられたが，その病理組織学検査で水腎症が認められており，偶

発的変化と判断される.

交尾不成立雌では，異常はみられなかった.
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11.3.回復期間終了時

11.3.1.雄(Table47， Appendix 47-1~47-4) 

62.5， 250及び 1000m.gjkg群では，異常はみられなかった.対照群では，牌臓の萎縮が 1例

にみられた.

11.3.2.回復群雌(Table48， Appendix 48-1~48-3) 

いずれの群とも，異常はみられなかった.

12.器官重量

12.1.投与期間終了時

12.1.1.雄(Table49， Appendix 49-1~49-4) 

剖検日の体重は， 62.5及び250mgjkg群では対照群と比べて有意差はみられなかった.1000 

mgjkg群では，対照群と比べて体重の有意な低値がみられた.

器官重量において， 62.5及び 250m.gjkg群では対照群と比べて各器官の絶対重量及び相対重

量に有意差はみられなかった.1000 m.gjkg群では，対照群と比べて胸腺の絶対重量の有意な低

値，腎臓の絶対重量の有意な高値並びに牌臓，腎臓及び副腎の相対重量の有意な高値がみられ

た.その他， 1000 m.gjkg群では，下垂体の絶対重量の有意な低値がみられたが，その相対重量

に有意差が認められないことから，投与による影響とは考えられない.また，同群では，脳の

相対重量の有意な高値がみられたが，絶対重量に有意差が認められないことから，対照群との

体重差に基づく変化と考えられる.

12.1.2.試験群雌(Table50， Appendix 50-1~50-4) 

剖検日の体重は，各投与群とも対照群と比べて有意差はみられなかった.

器官重量において，62.5及び250mgjkg群では胸腺の相対重量の有意な低値がみられた.1000

皿gjkg群では，対照群と比べて胸腺の絶対重量の有意な低値，胸腺の相対重量の有意な低値，

肝臓の相対重量の有意な高値がみられた.

12.2.回復期間終了時

12.2.1.雄(Table51， Appendix 51-1~51-4) 

剖検日の体重は，各投与群とも対照群と比べて有意差はみられなかった.

器官重量において， 62.5 m.gjkg群では，対照群と比べて下垂体の絶対重量の有意な低値及び

心臓の相対重量の有意な高値がみられたが，投与量に関連した変化ではないことから，投与に

よる影響とは考えられない.250皿gjkg群では，対照群と比べて腎臓の絶対重量の有意な高値

がみられたが，投与量に関連した変化ではないことから，投与による影響とは考えられない.

1000 m.gjkg群では，対照群と比べて腎臓の相対重量の有意な高値がみられた.その他， 1000 

皿gjkg群では，下垂体の絶対重量の有意な低値がみられたが，その相対重量に有意差が認めら

れないことから，投与による影響とは考えられない.
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12.2.2.回復群雌(Table52， Appendix 52-1~52-3) 

剖検日の体重は，各投与群とも対照群と比べて有意差はみられなかった.

器官重量において， 250及び 1000mgjkg群では対照群と比べて子宮の絶対重量及び相対重量

の有意な高値がみられたが， 250及び 1000皿gjkg群とも投与期間終了時にその傾向は認められ

なかったこと，背景データの値(絶対重量:672mg，相対重量:229mg%)に近いことから，投与に

基づくものではないと判断される.

13.病理組織学検査

13.1死亡例

13.1.1. 1000 mgjkg群の雄(Table53， Appendix 53) 

空腸:粘膜固有層の空胞化が 1例にみられ，その程度はごく軽度であった.

腎臓:移行上皮の過形成が 1例にみられ，その程度はごく軽度であった.

跨脱:移行上皮の過形成が2例にみられ，その程度はごく軽度あるいは軽度であった.

尿道:移行上皮の過形成が2例にみられ，その程度はごく軽度であった.

精巣:精細管の萎縮が 1例にみられ，その程度はごく軽度であった.

精巣上体:管腔内の細胞残誼が l例にみられ，その程度はごく軽度であった.

なお，各組織に死後変化が軽度あるいは中等度に認められ，その他の所見は確認できなかっ

た.

13.1.1. 1000 mgjkg群の艦(Table54， Appendix 54) 

心臓:細胞浸潤がみられ，その程度はごく軽度であった.

腎臓:移行上皮の過形成がみられ，その程度はごく軽度であった.

勝脱:移行上皮の過形成がみられ，その程度はごく軽度であった.

なお，各組織に死後変化が中等度に認められ，その他の所見は確認できなかった.

13.2.投与期間終了時

13.2.1.雄(Table55， Appendix 55-1~55-4) 

十二指腸:粘膜固有層の空胞化が 250mgjkg群で 1例及び 1000mgjkg群で 3例にみられ，そ

の程度はごく軽度であった.粘膜固有層の空胞化は， 1000皿gjkg群で対照群と比べて有意差が

認められ，かつ，用量反応性も確認された.

空腸:粘膜固有層の空胞化が 250mgjkg群で 1例及び 1000皿gj均群で 5例にみられ，その程

度は 250mgjkg群でごく軽度，1000mgjkg群で軽度であった.粘膜固有層の空胞化は，1000皿gjkg

群で対照群と比べて有意差が認められた.オイルレッド O染色による検査では， 1000 mgjkg群

で乳康管内にオイルレッド Oの弱陽性と粘膜固有層内にオイルレッド Oの陽性が 3例中各3例

にみられた.

回腸:粘膜固有層の空胞化が 1000mgjkg群で 2例にみられ，その程度はごく軽度であった.

腸間膜リンパ節:リンパ洞の空胞化が 1000昭 jkg群で 2例にみられ，その程度はごく軽度で

あった.
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官臓:移行上皮の過形成及び腎孟腎炎が 1000mgjkg群で各5例にみられ，それらの程度は移

行上皮の過形成が軽度，腎孟腎炎が軽度あるいは中等度であった.移行上皮の過形成及び腎孟

腎炎は， 1000 mgjkg群で対照群と比べて有意差が認められた.尿細管の再生が 62.5mgjkg群

で 1例にみられ，その程度はごく軽度であった.

膳脱:移行上皮の過形成が 62.5皿gjkg群で 2例， 250 mgjkg群で 6例及び 1000mgjkg群で 5

例にみられ，その程度は 62.5mgjkg群でごく軽度， 250皿gjkg群でごく軽度あるいは軽度， 1000 

mgjkg群で軽度であった.移行上皮の過形成は， 250及び 1000皿gjkg群で対照群と比べて有意

差が認められ，かっ，用量反応性も確認された.

尿道:移行上皮の過形成が 1000mgjkg群で 4例にみられ，その程度はごく軽度あるいは軽度

であった.移行上皮の過形成は， 1000 mgjkg群で対照群と比べて有意差が認められ，かつ，用

量反応性も確認された.

精巣:精細菅の萎縮，精細管の変性，セルトリ細胞の空胞化及び精子細胞の遺残が 1000mgjkg 

群で各 1例にみられ，それらの程度は精細管の萎縮が軽度，精細管の変性，セルトリ細胞の空

胞化及び精子細胞の遺残がごく軽度であった.

精巣上体:精子の減少及び管腔内の細胞残誼が 1000mgjkg群で各2例にみられ，それらの程

度は精子の減少がごく軽度，管腔内の細胞残誼がごく軽度あるいは軽度であった.

その他の変化として以下に示した所見が得られた.

心臓:細胞浸潤が対照群で 1例にみられた.

肺:泡沫細胞集震が 1000mgjkg群で 1例にみられた.血管壁の鉱質沈着が対照群で 1例と

1000 mgjkg群で 2例にみられた.

甲状腺:異所性胸腺が対照群で 1例にみられた.

なお，これらの変化は対照群でも通常観察される変化であること，それらの程度はごく軽度

であること，投与群のそれらの出現頻度は対照群と比べて差がないことから，偶発的変化と判

断される.

その他には，対照群及び 1000mgjkg群では，気管，肝臓，醇臓，舌下腺，顎下腺，食道，胃，

盲腸，結腸，直腸，牌臓，下顎リンパ節，精嚢，前立腺，下垂体，副腎，上皮小体，大脳，小

脳，延髄，脊髄，坐骨神経，眼球，ハーダー腺，骨(胸骨・大腿骨)及び骨髄(胸骨・大腿骨)に

異常はみられなかった.また，対照群並びに 62.5，250及び 1000mgjkg群では，胸腺に異常は

みられなかった.

13.2.2.試験群雌(Table56， Appendix 56-1--56-4) 

十二指腸:粘膜固有層の空胞化が 250mgjkg群で l例及び 1000mgjkg群で 2例にみられ，そ

の程度はごく軽度であった.

空腸:粘膜固有層の空胞化が 1000mgjkg群で 6例にみられ，その程度は軽度であった.粘膜

固有層の空胞化は， 1000 mgjkg群で対照群と比べて有意差が認められた.

胸腺:皮質及び髄質の萎縮が 1000皿gjkg群で 2例にみられ，その程度はごく軽度であった.

腸間膜リンパ節:リンパ洞の空胞化が 1000mg/kg群で 3例にみられ，その程度はごく軽度あ

るいは軽度であった.リンパ洞の空胞化は， 1000皿gj均群で対照群と比べて有意差が認められ
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た.

腎臓:移行上皮の過形成及び尿細管の再生が 1000皿g/kg群で各 3例，腎孟炎が 1000mg/kg 

群で 2例にみられ，それらの程度は移行上皮の過形成がごく軽度あるいは軽度，尿細管の再生

及び腎孟炎がごく軽度であった.移行上皮の過形成及び尿細管の再生は， 1000 mg/kg群で対照

群と比べて有意差が認められ，かっ，用量反応性も確認された.

腸脱:移行上皮の過形成が 250mg/kg群で 6例及び 1000mg/kg群で 6例にみられ，その程度

は250mg/kg群でごく軽度あるいは軽度， 1000mg/kg群で軽度であった.移行上皮の過形成は，

250及び 1000mg/kg群で対照群と比べて有意差が認められ，かつ，用量反応性も確認された.

尿道:移行上皮の過形成，角化重層扇平上皮化生及び細胞浸潤が 1000mg/kg群で各2例，上

皮の壊死が 1000mg/kg群で 1例にみられ，それらの程度は移行上皮の過形成がごく軽度，角化

重層扇平上皮化生が軽度，細胞浸潤がごく軽度あるいは軽度，上皮の壊死が中等度であった.

その他の変化として以下に示した所見が得られた.

肺:泡沫細胞集族が 1000mg/kg群で 1例にみられた.

肝臓:限局性の肝細胞壊死が対照群で 1例にみられた.

腎臓:右腎の水腎症が 1000mg/kg群で 1例にみられた.嚢胞が 62.5mg/kg群で l例にみら

れた.

なお，これらの変化は対照群でも通常観察される変化であること，投与群のそれらの出現頻

度は対照群と比べて差がないことから，偶発的変化と判断される.

その他には，対照群及び 1000mg/kg群では，心臓，気管，騨臓，舌下腺，顎下腺，食道，胃，

盲腸，結腸，直腸，牌臓，下顎リンパ節，卵巣，子宮，腔，下垂体，副腎，甲状腺，上皮小体，

大脳，小脳，延髄，脊髄，坐骨神経，眼球，ハーダー腺，骨(胸骨・大腿骨)，骨髄(胸骨・大腿

骨)及び乳腺に異常はみられなかった.また，対照群並びに 62.5，250及び 1000mg/kg群では，

回腸に異常はみられなかった.

13.3.回復期間終了時

13.3.1.雄(Table57， Appendix 57-1--57-4) 

十二指腸:粘膜固有層の空胞化が 250mg/kg群で 1例及び 1000mg/kg群で 2例にみられ，そ

の程度は 250昭/kg群でごく軽度， 1000 mg/kg群でごく軽度あるいは軽度であった.

空腸:粘膜固有層の空胞化が 1000mg/kg群で 5例にみられ，その程度は軽度であった.粘膜

固有層の空胞化は， 1000 mg/kg群で対照群と比べて有意差が認められた.オイルレッド O染色

による検査では， 1000皿g/kg群で乳康管内にオイルレッド Oの陽性と粘膜固有層内にオイルレ

ッド Oの弱陽性あるいは陽性が 3例中各 3例にみられた.

回腸:粘膜固有層の空胞化が 1000mg/kg群で l例にみられ，その程度は軽度であった.

腸間膜リンパ節:リンパ洞の空胞化が 1000皿g/kg群で 4例にみられ，その程度はごく軽度で

あった.リンパ洞の空胞化は， 1000 mg/kg群で対照群と比べて有意差が認められ，かっ，用量

反応性も確認された.

腎臓:移行上皮の過形成及び尿細管の再生が 1000mg/kg群で各 5例にみられ，それらの程度

はごく軽度あるいは軽度であった.移行上皮の過形成及び尿細管の再生は， 1000 mg/kg群で対
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照群と比べて有意差が認められ，かっ，用量反応性も確認された.

腸脱:移行上皮の過形成が 250mgjkg群で 5例及び 1000mgjkg群で 5例にみられ，その程度

はごく軽度であった.移行上皮の過形成は， 250及び 1000皿gjkg群で対照群と比べて有意差が

認められ，かつ，用量反応性も確認された.

精巣:精子細胞の遺残及び精細管の変性が 1000mgjkg群で各 1例にみられ，それらの程度は

ごく軽度であった.対照群では，精細管の萎縮，精細管の変性及びセルトリ細胞の空胞化が各

1例にみられ，それらの程度はごく軽度であった.

精巣上体:管腔内の細胞残漬が対照群で 2例にみられ，その程度はごく軽度であった.

牌臓:萎縮が対照群で l例にみられ，その程度は軽度であった.

対照群並びに 62.5，250及び 1000昭jkg群では，胸腺及び尿道に異常はみられなかった.

13.3.2.回復群雌(Table58， Appendix 58-1--58-3) 

十二指腸:粘膜固有層の空胞化が 1000皿gjkg群で 5例にみられ，その程度はごく軽度であっ

た.粘膜固有層の空胞化は， 1000皿gjkg群で対照群と比べて有意差が認められ，かっ，用量反

応性も確認された.

空腸:粘膜固有層の空胞化が 1000皿gjkg群で 6例にみられ，その程度は軽度であった.粘膜

固有層の空胞化は， 1000 mgjkg群で対照群と比べて有意差が認められた.

腸間膜リンパ節:リンパ洞の空胞化が 1000皿gjkg群で 3例にみられ，その程度はごく軽度で

あった.リンパ洞の空胞化は， 1000皿gjkg群で対照群と比べて有意差が認められ，かつ，用量

反応性も確認された.

腎臓:移行上皮の過形成が 1000mgjkg群で 3例にみられ，その程度はごく軽度であった.尿

細管の再生が 1000mgjkg群で 4例にみられ，その程度はごく軽度であった.移行上皮の過形成

及び尿細管の再生は， 1000皿gjkg群で対照群と比べて有意差が認められ，かっ，用量反応性も

確認された.

膳脱:移行上皮の過形成が 250mgjkg群で 6例及び 1000皿gjkg群で 6例にみられ，その程度

は250及び 1000昭 jkgともごく軽度あるいは軽度であった.移行上皮の過形成は，250及び 1000

皿gjkg群で対照群と比べて有意差が認められ，かっ，用量反応性も確認された.

尿道:移行上皮の過形成が 1000皿gjkg群で l例にみられ，その程度はごく軽度であった.

対照群並びに 62.5，250及び 1000mgjkg群では，回腸及び胸腺に異常はみられなかった.

11.生殖発生毒性

1.親動物の生殖発生

1.1.発情回数(Table59， Appendix 59-1--59-4) 

交配開始前の投与期間(14日間)の発情回数は， 62.5及び250皿gjkg群では対照群と比べて有

意差はみられなかった.1000 mgjkg群では，対照群と比べて交配開始前の投与期間(14日間)

の発情回数の有意な低値がみられた.
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1.2.吏尾所要日数，交尾率，受胎雌数及び受胎率(Table59， Appendix 59-1~59-4) 

交尾不成立は， 62.5， 250及び 1000mg/kg群で各 l組にみられた.交尾率は，各投与群とも

対照群との間に有意差はみられなかった.交尾所要日数は，各投与群とも対照群との問に有意

差はみられなかった.

不受胎雌は，いずれの群にも認められなかった.受胎率は，いずれの群とも 100.0%であった.

1.3.妊娠期間(Table60， Appendix 60-1~60-4) 

妊娠期間は，各投与群とも対照群と比べて有意差はみられなかった.

1.4.妊娠黄体数，着床数及ひや着床率(Table60， Appendix 60-1~60-4) 

各投与群とも，対照群と比べて妊娠黄体数，着床数及び着床率に有意差はみられなかった.

1.5.出産率，分娩状態及ひ'晴育状態(Table60及び61，Appendix 60-1 ~60-4 及び 61-1~61-4)

出産率は，いずれの群とも 100.0%であった.

分娩状態及び輔育状態において，いずれの群とも異常はみられなかった.

2.児動物(F1 ) 

2.1.総出産児数，死産児数，晴育O日の新生児数，晴育0日の性比，分娩率，児の産出率及び

出生率(Table60， Appendix 60-1~60-4) 

各投与群とも，対照群と比べて総出産児数，死産児数，晴育0日の新生児数，晴育 O日の性

比，分娩率，児の産出率及び出生率に有意差はみられなかった.

2.2.児動物の一般状態，晴育4日の生存児数，晴育4日の性比，晴育4日の生存率及び外表異

常(Table60及び62，Appendix 60-1~60-4及び 62-1~62-4)

各投与群とも，対照群と比べて晴育4日の生存児数，晴育4日の性比及び晴育4日の生存率

に有意差はみられなかった.

新生児の外表異常としては， 250 mg/kg群で無尾が 2例にみられたが，対照群との聞に有意

差は認められず，自然発生例と考えられる.

児動物の一般状態において，いずれの群とも異常はみられなかった.

2.3.児動物の体重(Table63， Appendix 63-1~63-4) 

62.5及び250mg/kg群では，対照群と比べて晴育O及び4日の雌雄別平均体重，晴育O及び

4日の一腹平均体重，晴育 O及び 4日の一腹合計体重に有意差はみられなかった.1000 mg/kg 

群では，対照群と比べて晴育4日の一腹合計体重の有意な低値がみられたが，晴育 O及び4日

の雌雄別平均体重，晴育0及び4日の一腹平均体重並びに晴育O日の一腹合計体重に有意差は

認められないことから，投与による影響とは考えられない.
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2.4.死亡児の剖検(Table64， Appendix 64-1~64-4) 

対照群， 62.5及び 1000mgjkg群では，異常はみられなかった.250皿gjkg群では，肺の萎縮

が 1例にみられたが，投与量に関連したものではないことから，投与による影響とは考えられ

ない.

2.5.生存児の剖検(Table65， Appendix 65-1~65-4) 

対照群， 62.5及び250皿gjkg群では，異常はみられなかった.1000皿gjkg群では，腎孟拡張

がみられたが， 1例のみであり，偶発例と考えられる.

考察

ビニルトリメトキシシランのラットを用いる経口投与による反復投与毒性・生殖発生毒性併

合試験を行い，雌雄動物に対する毒性影響を検討するとともに，性腺機能，交尾行動，受胎及

び分娩などの生殖行動に及ぼす影響について検討した.投与量は， 1000 mgjkgを高用量とし，

以下250及び62.5mgjkgとした.

反復投与による毒性については，死亡例が 1000mgjkg群で雄2例と雌 1例に認められた.死

亡例では，流涯，被毛の汚れ，自発運動の低下，赤色尿，体温下降，口の周囲の汚れ，虹門周

囲の汚れ，下痢，緩徐呼吸及び立毛がみられた.死亡例の病理組織学検査では，空腸に粘膜回

有層の空胞化，腎臓，膳脱あるいは尿道に移行上皮の過形成がみられたが，いずれもごく軽度

あるいは軽度な変化であり，重篤な変化ではなかった.その他の器官・組織は死後変化のため，

精査できなかったが，死亡直前に認められた被毛の汚れ，自発運動の低下，体温下降，口の周

囲の汚れ，厄門周囲の汚れ，下痢，緩徐呼吸及び立毛から，ピニルトリメトキシシランによる

全身状態の悪化により死に至ったと考えられる.ビニルトリメトキシシランのラットを用いる

単回経口投与毒性試験 3)では 2000mgjkg投与により，死亡例の発現と虹門周囲の汚れ及び下痢

がみられていることから，当試験で認められた一般状態の変化もビニルトリメトキシシラン投

与による影響と考えられる.

一般状態の変化としては， 250及び 1000mgjkg群の雌雄の生存例で被毛の汚れ及び赤色尿が

みられた.なお， 250及び 1000mgjkg群の雌雄で流涯がみられたが，いずれも投与直後に a過

性に認められたのみであり，痘撃などの神経症状あるいは唾液腺の形態学的変化は認められな

いことから，被験物質の刺激性に基づく変化と判断され，毒性症状とはみなさなかった.

体重は， 1000 mgjkg群の雄で投与期間に低値，雌で交配開始前に一過性の低値，妊娠 21日

及び晴育O日に低値がみられたが，回復期間には雌雄とも回復した.

摂餌量は， 1000 mgjkg群の雄で低値及び雌で交配開始前に低値がみられた.62.5及び 250

皿gjkg群の雄で投与期間初期に摂餌量の低値がみられたが，一過性の変化であり，体重推移に

異常が認められないことから，毒性学的意義はないと考えられる.

行動機能(FOB)，感覚反応，握力及び自発運動量では，投与に起因する変化はみられなかった.

尿検査において，投与期間初期に雄では 250mgjkg以上の群で白濁尿，潜血陽性及び沈漬で
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赤血球， 1000 mg/kg群で尿量の高値，尿比重の低値及び沈誼で上皮細胞あるいは白血球がみら

れた.雌では， 250皿g/kg以上の群で白濁尿，潜血陽性及び沈誼で赤血球， 1000皿g/kg群で尿

量の高値，尿比重の低値及び沈誼で上皮細胞あるいは白血球がみられた.投与期間終了前には

雌雄とも 1000mg/kg群で白濁尿，潜血陽性並びに沈誼で上皮細胞，赤血球あるいは白血球がみ

られた.潜血陽性は投与期間初期の投与後に強く認められた.投与期間中に雌雄とも 250mg/kg 

以上の群で被毛の汚れ及び赤色尿がみられたが，これらの変化は尿中に赤血球が混入したこと

による変化と考えられる.また，血液生化学検査において，投与期間終了時に 1000mg/kg群の

雄で総蛋白，アルブミン量， A/G及び Kの低値，尿素窒素及びクレアチニンの高値，雌で総蛋

白の低値がみられた.総蛋白，アルブミン量， A/G及び Kの低値，尿素窒素及びクレアチニン

の高値は，腎機能低下に伴うものと考えられる.投与期間終了時に 1000皿g/kg群の雄で腎臓の

腫大がみられ，腎臓の絶対重量及び相対重量の高値がみられた.

泌尿器系の病理組織学検査において，投与期間終了時に雄では 62.5mg/kg群で腎臓に尿細管

の再生， 62.5 mg/kg以上の群で腸脱に移行上皮の過形成， 1000皿g/kg群で腎臓に移行上皮の過

形成及び腎孟腎炎，尿道に移行上皮の過形成，雌では 250皿g/kg以上の群で跨脱に移行上皮の

過形成， 1000 mg/kg群で腎臓に移行上皮の過形成，尿細管の再生及び腎孟炎，尿道に移行上皮

の過形成，角化重層扇平上皮化生，細胞浸潤及び上皮の壊死がみられた.移行上皮の過形成は，

移行上皮の損傷部における再生像であると報告 1)されている.また， terephthalic acid， 

dimethyl terephthalateあるいは dithiolanの投与によるラットで移行上皮の過形成が生じる

ことが報告されている人従って，ビニルトリメトキシシランあるいはその代謝産物により尿

路上皮が障害され，上皮に過形成が生じたと考えられる.さらに， 1000 mg/kg群では，尿路上

皮の障害に伴う上行性感染により，官孟腎炎あるいは官孟炎を来し，腎機能が低下したと考え

られる.投与期間終了時に 1000皿g/kg群の雄で腎臓の絶対重量及び相対重量の高値がみられて

おり，腎孟腎炎との関連が示唆される.回復期間終了時には， 1000 mg/kg群の雌雄で総蛋白の

低値， 1000 mg/kg群の雄で腎臓の相対重量の高値， 250 mg/kg以上の群の雌雄で跨脱に移行上

皮の過形成， 1000皿g/kg群の雌雄で腎臓に移行上皮の過形成及び尿細管の再生， 1000 mg/kg 

群の雌ではさらに尿道に移行上皮の過形成がみられているものの，回復傾向にあると考えられ

る.

血液学検査において，投与期間終了時に雄では 1000mg/kg群で赤血球数，ヘモグロビン量及

びへマトクリット値，MCV及びMCHの低値並びにフイプリノーゲン濃度の高値，雌では250mg/kg 

以上の群でへマトクリット値の低値， 1000 mg/kg群でヘモグロビン量の低値及び活性化部分ト

ロンポプラスチン時間の高値がみられた.回復期間終了時には， 250 mg/kg群の雌及び 1000

mg/kg群の雌雄で貧血傾向は継続してみられた.250 mg/kg群の雌及び 1000mg/kg群の雌雄で

認められた貧血傾向は，尿中に赤血球が漏出したことによると考えられる.投与期間終了時に

1000昭/kg群の雄で牌臓の相対重量の高値がみられており，牌臓及び骨髄に病理組織学変化は

みられないものの，ビニルトリメトキシシランは造血機能に影響を及ぼす可能性がある.

血液生化学検査において，投与期間終了時に 250皿g/kg群の雌並びに 250及び 1000mg/kg 

群の雌雄でγ-GTPの高値あるいは高値傾向がみられた.γ-GTPの高値あるいは高値傾向は，ビ

ニルトリメトキシシランの肝臓への影響を示唆させるが， 1000皿g/kg群の雌で肝臓の相対重量

-48 -



Study No. 100523 

の高値がみられるものの，肝臓の病理組織学検査で変化は認められず，ごく軽微な変化と考え

られる.

病理組織学検査では，投与期間終了時に雌雄とも 250皿g/kg以上の群で空腸を主とする小腸

に粘膜固有層の空胞化が認められた.1000 mg/同群では，さらに腸間膜リンパ節にリンパ洞の

空胞化がみられた.小腸の空胞化は，その発現部位が粘膜固有層であること，腸間膜リンパ節

に同様の変化が認められたこと，さらにオイルレッド O染色の結果から，吸収されたビニルト

リメトキシシランがカイロミクロンとして吸収され，乳康管内あるいは粘膜固有層内に貯留し，

乳康管が拡張し，さらに乳康管とも連絡する腸官膜リンパ節のリンパ洞内にも貯留したと考え

られる.血液生化学検査において，投与期間終了時に 1000mg/均群の雄で総蛋白，アルブミン

量及びA/Gの低値， 1000皿g/kg群の雌で総蛋白及びトリグリセライドの低値がみられたが，こ

れらの変化は前述した腎機能低下の他に小腸の粘膜固有層の空胞化に伴う消化・吸収機能の低

下との関連が考えられる.なお，抗高血圧剤投与によりラットの小腸に乳康管の拡張が生じる

6)こと，パラフィン化合物投与によりラットの腸間膜リンパ節にリンパ洞の拡張が生じる 7)こと

が報告されている.回復期間終了時にも， 250 mg/kg以上の群の雄及び 1000皿g/kg群の雌で小

腸に粘膜固有層の空胞化及び腸間膜リンパ節にリンパ洞の空胞化がみられている.また，オイ

ルレッド O染色では，投与期間終了時には粘膜固有層内の脂肪の染色性が強く，乳康管内の脂

肪の染色性が弱かった.一方，回復期間終了時には乳康管内の脂肪の染色性が強くなったこと

から，粘膜固有層内の吸収過程のカイロミクロンが乳康管内に順次移行したと考えられる.

投与期間終了時に雄では 1000mg/kg群で胸腺の絶対重量の低値及び副腎の相対重量の高値，

雌では 62.5mg/kg以上の群で胸腺の相対重量の低値， 1000 mg/kg群で胸腺の絶対重量の低値

がみられた.1000 mg/kg群の雌では，投与期間終了時に胸腺の皮質及び髄質の萎縮がみられ，

胸腺及び副腎の重量変化は全身状態の悪化に基づく変化と考えられる.なお，全身状態の悪化

は，泌尿器及び小腸の障害により生じた変化と考えられる.

1000 mg/kg群の雄では，精巣及び精巣上体の病理組織学検査で死亡例の 1例，投与期間終了

時の 2例，回復期間終了時の 1例の計4例に変化がみられた.しかし，対照群でも回復期間終

了時に精巣及び精巣上体に 1000皿g/kg群と同様の変化が 2例にみられている.また，

Crj:CD(SD)IGSラットの当所の背景データにおいても，同様の変化は精巣で約 10札結巣上体で

約2%が発現している 8) 従って， 1000 mg/kg群の雄における精巣及び精巣上体の変化は，偶発

的変化と考えられる.

親動物の生殖発生毒性については，交配開始前の投与期間(14日間)の発情回数は 1000mg/kg 

群で低値がみられた.1000 mg/kg群では，被毛の汚れ及び赤色尿，交配開始前に体重及び摂餌

量の低値がみられていることから，発情回数の低値は一般状態の悪化に伴う変化と考えられる.

しかし，交尾率，交尾所要日数，受胎雌数，受胎率，妊娠期間，出産率，分娩状態，晴育状態，

妊娠黄体数，着床数及び着床率に投与に起因する変化はみられなかった.

児動物(F1 )については，総出産児数，死産児数，晴育 O日の新生児数，晴育 O日の性比，分

娩率，児の産出率，出生率，般状態，晴育4日の生存児数，晴育4日の性比，晴育4日の生

存率，外表，体重及び部検において，投与に起因する変化はみられなかった.

以上のように，ビニルトリメトキシシランの無影響量は，雄では 62.5mg/kg投与で膳脱に移
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行上皮の過形成が認められたことから 62.5m.gjkgjday未満，雌では 62.5皿gjkg投与で胸腺の

相対重量の低値が認められたことから， 62.5皿gjkgjday未満と考えられる.また，生殖発生毒

性学的な無影響量は，雄では 1000mgjkg投与でいずれの項目にも影響が認められなかったこと

から 1000m.gjkgjday，雌では 1000m.gjkg投与で性周期に影響が認められたことから 250

mgjkgjdayと考えられる.児動物への無影響量は， 1000 m.gjkg投与で生存性及び体重などに影

響が認められなかったことから 1000mgjkgjdayと考えられる.
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Attachment 1-1 

Test article: 
Vehicle: 
Date of preparation: 
Method: 
Date of analysis: 
Storage condition: 

Testing facility: 

Study No. 100523 

Stability of silane， ethenyltrimethoxy-in test preparations 

Silane， ethenyltrimethoxy-(Lot No. 308595) 
Corn Oil 
March 29， 2004 
GC method 
March 29， 2004， March 30， 2004， April 5， 2004 
1 )Stored under refrigeration (set at 40C) and light-shielded conditions for 1 day 
2)Stored at room temperature (set at 230C) and light-shielded conditions for 6 hours a自erbeing stored under refrigeration 
(set at 40C)加dlight-shielded conditions for 7 days 

Hashima Laboratory， Nihon Bioresearch Inc. 

Results 

Concentration of silane， Measured concentration (mg/mL) Recovery Residual rate to the 
ethenyltrimethoxy- Storage period rate value immediately 

(mg/mL) 1st 2nd Mean (%) after prep訂'ation(%) 

Immediately after preparation 18.92 19.77 19.35 96.8 ー

20 At 1 day after preparation 1) 20.02 19.91 19.97 99.9 103.2 

At 7 days after preparation2) 19.01 19.25 19.13 95.7 98.9 

Immediately a抗erpreparation 201.9 200.7 201.3 100.7 . 

200 At 1 day after preparation1
) 200.7 198.4 199.6 99.8 99.2 

At 7 days a貴erpreparation2) 198.2 199.2 198.7 99.4 98.7 

-凶-・

The concentration of each preparation was within the acceptable range (100土10%).
The stability of each preparation was in conformity with the regulation [Residual rate (%) to the value immediately after preparation was 90% or higher]. 

Deviation from the protocol: 
This analysis was conducted according to the protocol and there were no deviations from the protocol during the analysis. 

GLP: 
This study was conducted in compliance with the OECD Guidelines for Safety Studies on Chemicals (OECD GLP Standards) and the Law 

Concerning the Examination and Regulation of Manufacture etc. of Chemical Substances. 



Attachment 1-2 

Test article: 
Vehicle: 
Date of preparation: 
Method: 
Date of analysis: 
Storage condition: 

Testing facili守:

Study No. 100523 

Stability of silane， ethenyltrimethoxy-in test preparations 

Silane， ethenyltrimethoxy-(Lot No. 308595) 
Com Oil 
September 1， 2004 
GC method 
September 1， 2004， September 2， 2004， September 8， 2004 
1 )Stored under refrigeration (set at 40C) and light-shielded conditions for 1 day 
2)Stored at room temperature (set at 230C) and light-shielded conditions for 6 hours after being stored under refrigeration 
(set at 40C) and light-shielded conditions for 7 days 

Hashima Laboratory， Nihon Bioresearch Inc. 

Results 

Concentration of silane， Measured concentration (mg/mL) Recovery Residual rate to the 
ethenyltrimethoxy- Storage period rate value immediately 

(mg/mL) 1st 2nd Mean (%) a白erpreparation (%) 

Immediately after preparation 9.182 9.108 9.145 91.5 . 

10 At 1 day after preparation 1) 9.255 9.092 9.174 91.7 100.3 

At 7 days a抗erpreparation2) 9.577 9.049 9.313 93.1 101.8 

'
凶
一
N
a

The concentration of each prep釘ationwas within the acceptable range (100土10%).
The stability of each preparation was in conformity with the regulation [Residual rate (%) to the value immediately after preparation was 90% or higher]. 

Deviation from the protocol: 
This analysis was conducted according to the protocol and there were no deviations from the protocol during the analysis. 

GLP: 
This study was conducted in compliance with the OECD Guidelines for Safety Studies on Chemicals (OECD GLP Standards) and the Law 

Conceming the Examination and Regulation of Manufacture etc. of Chemical Substances. 



Attachment 2 Study N'O. 100523 

C'Oncentrati'Ons 'Of silane， ethenyltrimeth'Oxy-in d'Osing preparati'Ons 
at the start 'Of administrati'On 

Test article: 
Vehicle: 
Date 'Of preparati'On: 

Method: 
Date 'Of analysis: 
Testing facility: 

E盤国ts
C'Oncen仕ati'On'Of silane， 

ethen(ymltgr/immLet) hoxy-

12.5 

50 

200 

Silane， ethenyltrimeth'Oxy-(L'Ot N'O. 308595) 
C'Om 'Oil 
September 14，2004 
GC meth'Od 
September 14，2004 
Hashima Lab'Orat'Ory， Nih'On Bi'Oresearch Inc. 

Measured c'Oncen仕ati'Ons(mg/mL) 

1st 2nd Mean 

12.78 12.51 12.65 

45.04 50.33 47.69 

203.3 200.2 20l.8 

Rec'Overy 
rョte
(%) 

101.2 

95.4 

100.9 

Thec'Oncen回 ti'On'Of each preparati'On wぉ Wl白inthe acceptable range (100土10%).

Deviati'On合'Omthe protoc'Ol: 
This analysis W部 c'Onductedacc'Ording t'O the pr'Otoc'Ol and there were n'O 

deviati'Ons合omthe pr'Otoc'Ol during the analysis. 

GLP: 
This study was c'Onducted in c'Ompliance with the OECD Guidelines f'Or Safety 

S加dies 'On Chemical (OECD GLP Standards) and Law C'Onceming the 
Examinati'On and Regulati'On 'Of Manu白.ctureetc. 'Of Chemical Substances. 
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Attachment 3 Study N'O. 100523 

C'Oncentrati'Ons 'Of silane， ethenyltrimeth'Oxy-in d'Osing preparati'Ons 
at the end 'Of administrati'On 

Test article: 
Vehicle: 
Date 'Of preparati'On: 
Method: 
Date 'Of analysis: 
Testing facility: 

E盤国ts
C'Oncentrati'On 'Of silane， 
ethenyltrimeth'Oxy-

(mglmL) 

12.5 

50 

200 

Silane， ethenyltrimeth'Oxy-(L'Ot N'O. 308595) 
C'Om 'OiI 
Oct'Ober 19，2004 
GC method 
Oct'Ober 19， 2004 
Hashima Lab'Orat'Ory， Nih'On Bi'Oresearch Inc. 

Measured c'Oncentrati'Ons (mglmL) 

1st 2nd Mean 

12.64 11.29 11.97 

47.56 46.06 46.81 

196.5 188.3 192.4 

Rec'Overy 
rate 
(%) 

95.8 

93.6 

96.2 

Thec'Oncen仕組'On'Of each preparati'On w出 withinthe ac回 ptablerange (100土10%).

Deviati'On合omthe pr'Ot'Oc'Ol: 
This analysis w鎚 c'Onductedacc'Ording t'O the pr'Ot'Oc'Ol and there were n'O 

deviati'Ons合om由epr'Otoc'Ol during the analysis. 

GLP: 
This study was c'Onducted in c'Ompliance with the OECD Guidelines f'Or Safety 

Studies 'On Chemical (OECD GLP Standards) and Law C'Onceming the 
Examinati'On and Regulati'On 'OfManufacture etc. 'OfChemical Substances. 
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Table 1-1 General signs of male rats in combined問peatdose and reproductive/developmental toxicity screeming test of silane， ethenyltrimethoxy-by oral administration 

-

凶

凶

'

Group mglkg Number ofmales Days of administration 
and general signs 2 3 4 5 6 7 8 9 10 11 12 13 

~~~~~~~~~~~~~~~~~~~~~~~~~~ 

Control 。Number ofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
Salivation 。。。。。。。。。。。。。。。。。。。。。。。。。。

silane， 62.5 Number ofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
e白enyltrime出oxy- Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 

250 Number ofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
Normal 12 11 12 11 12 12 12 9 12 8 12 5 12 5 10 4 12 9 12 10 12 9 12 9 12 7 
Salivation 。。。。。。。。。。。。。3 。4 。2 。 。2 。 。3 
Soiled hair 。 。 。。。3 。4 。7 。4 2 5 。2 。 。 。3 。4 
Reddish urine 。 。 。。。 。。。2 。。。。。。。。。。。。。。

1000 Number ofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
Normal 12 2 10 11 6 9 。10 2 9 。12 11 。12 。10 。10 。12 。11 。
Salivation 。。。。。。。。。。。。。5 。9 。8 。9 。6 。8 。6 
Soiled hair 。8 2 11 6 3 12 2 10 3 12 。9 9 。11 。10 2 10 。12 10 
Decrease in locomotor activity 。。。。。。。。。。。。。。。。。。。。。。。。。。
Reddish urine 。6 。8 。2 。7 。3 。2 。3 。5 。3 2 2 。。。 。
Hypothermia 。。。。。。。。。。。。。。。。。。。。。。。。。。
Perioral smudge 。。。。。。。。。。。。。。。。。。。。。。。。。。
Perianal soil 。。。。。。。。。。。。。。。。。。。。。。。。。。
Diarrhea 。。。。。 。。。。。。。。。。。。。。。。。。。。
Bradypnea 。。。。。。。。。。。。。。。。。。。。。。。。。。
Piloerection 。。。。。。。。。。。。。。。。。。。。。。。。。。
Death 。。。。。。。。。。。。。。。。。。。。。。。。。。

Pre: Before administration， Post: after言語白面Is甘ation.
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Table 1-2 General signs ofmale rats in combined repeat dose and reproductive/developmental toxicity screeming test ofsi1ane， ethenyltrimethoxy-by oral adminis回 tion

-
凶

-a

・

Group mglkg Number ofmales Days of administration 
and general signs 14 15 16 17 18 19 20 21 22 23 24 25 26 

~~~~~~~~~~~~~~~~~~~~~~~~~~ 

Control 。Number ofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
Salivation 。。。。。。。。。。。。。。。。。。。。。。。。。。

si1ane， 62.5 Number ofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
ethenyltrimethoxy- Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 

250 Number ofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
Normal 12 8 12 6 10 4 12 5 12 4 12 9 12 4 12 5 12 6 12 7 12 3 12 2 12 5 
Salivation 。。。3 。4 。4 。 。 。3 。。。3 。3 。4 。4 。2 
Soi1ed hair 。4 。5 2 5 。5 。7 。3 。6 。7 。5 。2 。7 。8 。6 
Reddish urine 。。。。。。。。。。。。。。。。。。。。。。。。。。

1000 Number ofmales 12 12 12 12 12 11 11 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 
Normal 9 。10 。8 10 。10 10 。10 2 10 2 10 2 10 2 10 10 10 2 
Salivation 。5 。4 。3 。4 。4 。6 。4 。4 。8 。6 。7 。6 。4 
Soi1ed hair 3 11 2 12 3 10 。10 。9 。8 。7 。6 。6 。6 。7 。8 。7 
Decrease in locomotor activity 2 2 。。。。。。。。。。。。。。。。。。。。
Reddish urine 。。。 。。。。。。。2 。。。。。 。 。。。 。。
Hypothermia 。。 。。。。。。。。。。。。。。。。。。。。
Perioral smudge 。。 。。。。。。。。。。。。。。。。。。。。
Perianal soi1 。。。 。。。。。。。。。。。。。。。。。。。。
Diarrhea 。 。 。。。。。。。。。。。。。。。。。。。。。。
Bradypnea 。。。。。 。。。。。。。。。。。。。。。。。。。。
Pi1oerection 。。。。。 。。。。。。。。。。。。。。。。。。。。
Death 。。。。 。 。。。。。。。。。。。。。。。。。。。

Pre: Before administration， Post: after administration. 



Study No. 100523 

Table 1・3 General signs of male rats in combined repeat dose and reproductive/developmental toxicity screeming test of silane， ethenyltrimethoxy-by oral administration 

-
凶
寸
・

Group mglkg Number ofmales Days of administration 
and general signs 27 28 29 30 31 32 33 34 35 36 37 38 39 

~~~~~~~~~~~~~~~~~~~~~~~~~~ 

Control 。Number ofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
Normal 12 12 12 11 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
Salivation 。。。 。。。。。。。。。。。。。。。。。。。。。。

silane， 62.5 Number ofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
ethenyltrimethoxy- Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 

250 Number ofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
Normal 12 6 12 6 12 6 12 6 12 6 12 6 12 7 12 4 12 6 12 6 12 7 12 7 12 5 
Salivation 。2 。5 。 。 。2 。2 。2 。2 。。。。。3 。 。2 
Soiled hair 。5 。 。6 。5 。5 。4 。3 。7 。6 。6 。2 。4 。6 
Reddish urine 。。。。。。。。。。。。。。。。。。。。。。。。。。

1000 Number ofmales 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 
Normal 10 10 2 10 10 10 2 10 3 10 2 10 3 10 2 10 2 10 10 10 2 
Salivation 。4 。7 。7 。6 。4 。5 。8 。5 。7 。4 。6 。7 。5 
Soiled hair 。6 。5 。5 。7 。7 。4 。6 。4 。4 。5 。6 。6 。6 
Decrease in locomotor activity 。。。。。。。。。。。。。。。。。。。。。。。。。。
Reddish urine 。。。。。。。 。。。。。。。。。。。。。 。。。。
Hypothermia 。。。。。。。。。。。。。。。。。。。。。。。。。。
Perioral smudge 。。。。。。。。。。。。。。。。。。。。。。。。。。
Perianal soil 。。。。。。。。。。。。。。。。。。。。。。。。。。
Diarrhea 。。。。。。。。。。。。。。。。。。。。。。。。。。
Bradypnea 。。。。。。。。。。。。。。。。。。。。。。。。。。
Piloerection 。。。。。。。。。。。。。。。。。。。。。。。。。。
Death 。。。。。。。。。。。。。。。。。。。。。。。。。。

Pre: Before administration， Post: after administration. 
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Table 1-4 General signs ofmale rats in combined repeat dose and reproductive/developmental toxicity screeming test ofsilane， ethenyltrimethoxy-by oral administration 

-
U

∞・

Group mg/kg Number of males Days of administration Totall 

and general signs 40 41 42 43 
Pre Post Pre Post Pre Post 

Control 。Number ofmales 12 12 12 12 12 12 6 12 
Normal 12 12 12 12 12 12 6 . 
Salivation 。。。。。。。

silane， 62.5 Number ofmales 12 12 12 12 12 12 6 12 
ethenyltrimethoxy- Normal 12 12 12 12 12 12 6 . 

250 Number ofmales 12 12 12 12 12 12 6 12 
Normal 12 7 12 4 12 7 6 . 
Salivation 。4 。 。2 。9 
Soiled hair 。3 。7 。3 。12 
Reddish urine 。。。。。。。4 

1000 Number ofmales 10 10 10 10 10 10 5 12 
Normal 10 4 10 。10 5 . 
Salivation 。3 。9 。5 。12 
Soiled hair 。5 。5 。6 。12 
Decrease in locomotor activity 。。。。。。。2 
Reddish urine 。 。。。。。11 
Hypothermia 。。。。。。。2 
Perioral smudge 。。。。。。。
Perianal soil 。。。。。。。
Diarrhea 。。。。。。。
Bradypnea 。。。。。。。
Piloerection 。。。。。。。
Death 。。。。。。。2 

Pre: Before admiru訂正面。九両れ云fteradiiiinistration. 
a): Number ofmales showing abnormal signs at least once between Days 1 and 43 ofadminis回 tion.
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Table 1-5 General signs of male ra臼incombined repeat dose and reproductive/developmental toxicity screeming test of silane， ethenyltrimethoxy-by oral administration 

Study No. 100523 

Group mg/kg Number of males Days of recovery 
and general signs 2 3 4 5 6 7 8 9 10 11 12 13 14 15 

Control 。Number ofmales 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 

silane， 62.5 Number of males 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
ethenyltrimethoxy- Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 

250 Number ofmales 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 

1000 Number ofmales 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 
Normal 5 5 555  5 5 5 5 5 5 5 5 5 5 
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Table 2・1 General signs of female rats in combined repeal dose and reproducliveldevelopmentalloxicity screeming lesl of silane， elhenyllrimethoxy-by ora1 adminislralion 

。、。

Group 

Conlrol 

silane， 
ethenyllrimethoxy-

mglkg 

。
62.5 

250 

1000 

Number offema1es 
and general signs 

Number of females 
Norma1 

Number of females 
Norma1 

Number offemales 
Norma1 
Salivalion 
Soiled hair 
Reddish urine 

Number of females 
Normal 
Salivation 
Soiled hair 
Decrease in locomolor aClivity 
Reddish urine 
Hypothermia 
Bradypnea 
PiloereClion 
Dealh 

・ Pre:Before adminislralion， Post: after administralion. 

Days of adminislration 
2 3 4 5 6 7 8 9 10 11 12 13 14 

Pre Post Pre Posl下Z下ost下百予函下E下ost下Z下高下Z下oSI下Z下osl下Z下ost予Z下oSI下Z下osl下Z予osl下Z下osl下Z下ost
12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
12 9 12 10 12 12 12 12 12 12 12 9 12 12 12 10 12 9 12 11 12 12 12 11 12 7 12 8 。。。。。。。。。。。。。。。。。。。。。。。 。。。。。。2 。。。。。。。3 。。。2 。3 。 。。。。。5 。3 。3 。。。。。。。。。 。。。。。。。。。。。。。。。。
12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 11 11 11 11 11 11 11 11 11 11 11 11 11 
12 2 10 5 11 7 12 5 12 2 10 3 11 5 11 4 11 6 11 7 10 5 11 4 11 5 11 3 。。。。。。。。。。。。。。。2 。2 。3 。3 。6 。5 。8 。9 2 7 5 。6 。4 2 7 6 。7 。3 。 4 。3 。2 。4 。。。。。。。。。。 。。。。。。。。。。。。。。。6 。 。2 。4 。8 。6 。6 。 。2 。 。。。。。。。。。。。。。。。。。。 。。。。。。。。。。。。。。。。。。。。。。。。。 。。。。。。。。。。。。。。。。。。。。。。。。。 。 。。。。。。。。。。。。。。。。。。。。。。。。。。。。 。。。。。。。。。。。。。
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Table 2・2 General signs of female rats in combined repeat dose and reproductive/developmental toxicity screeming test of silane， ethenyltrimethoxy-by oral administration 

Group mg/kg Number of females Days of administration Total' 

15・ 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 and general signs 
Pre Post下Z下高下Z下ost下Z下ost下Z下ost下Z高石下Z下ost下Z下ost下Z下ost下言下ost予百下ost下Z下ost下百予ost下Z下ost下古下ost

。、
ー

Control 

剖lane，
ethenyltrimethoxy-

。
62.5 

250 

1000 

Number of females 
Normal 

Number of females 
Normal 

Number offemales 
Normal 
Salivation 
Soiled hair 
Reddish urine 

Number of females 
Normal 
Salivation 
Soiled hair 
Decrease in locomotor activity 
Reddish urine 
Hypothermia 
Bradypnea 
Piloerection 
Death 

I Pre: Before administration， Post: after administration 

": Commencement ofpairing 

12 12 8 8 8 s 
12 12 8 8 8 8 
12 12 5 5 4 4 
12 12 5 5 4 4 
12 12 6 6 4 4 
11 7 3 3 4 2 。。。。。。

5 3 3 。2 。。。。。。
11 11 10 10 10 10 
11 2 10 3 10 3 。7 。3 。3 。6 。6 。6 。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。

a): Number of females showing abnormal signs at least once between Days 1 and 30 of administration 

5 5 。。。。。
5 5 . . . 
3 3 
3 3 
3 3 2 2 2 2 2 
3 2 2 2 2 。。。。。。。。2 。。。 。。。。。。。。
8 s 5 5 4 4 3 
8 2 5 3 4 3 3 。3 。2 。 。。4 。 。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。

。。。。。。。。。。。。。。。。。。12 
. . . . . . . . 

12 

2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 12 

2 2 2 。2 2 2 2 2 2 。。。。。。。。。。。。。。。。。。2 。 。 。2 。 。。。。。 。。。9 。。。。。。。。。。。。。。。。。。4 
3 3 3 2 2 12 

3 2 。 。 。 。 。 。 . 
2 。2 。2 。 。 。 。 。。。。。10 
2 。2 。。。。。。。。。 。。。 。12 。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。11 。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。。
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Study No. 100523 

Tab1e 3-1 Genera1 signs of dams during pregnancy in combined repeat dose and reproductive/deve1opmenta1 toxicity scr田 mingtest of silane， etheny1trimethoxy-by ora1 administration 

Group mglkg Number ofdams Days of pregnancy 
and general signs 。 2 3 4 5 6 7 8 9 10 11 12 13 14 

Pre Post Pre Post Pre Post下Z下ost予百下ost下Z下ost下Z下ostPre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post下Z下ost
Contro1 。Number ofdams 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 

Norma1 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
si1ane， 62.5 Number of dams 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 
etheny1trimethoxy- Norma1 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 

250 Number ofdams 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 
Normal 10 9 11 6 11 10 11 10 11 10 11 9 11 9 11 7 11 10 11 10 11 7 11 10 11 10 11 11 11 11 
Sa1ivation 。。。。。。。。。。。。。。。 。 。。。 。。。。。。。。
Soi1ed hair 2 。5 。 。 。 。2 。2 。3 。。。 。3 。 。 。。。。

1000 Number of dams 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 
Norma1 10 2 10 2 10 2 10 6 10 4 10 5 10 4 10 7 10 4 10 4 10 5 10 3 10 5 10 5 10 3 
Sa1ivation 。7 。6 。3 。3 。4 。4 。4 。 。6 。3 。4 。6 。2 。3 。6 
Soi1ed hair 。5 。5 。6 。2 。4 。4 。3 。2 。4 。4 。3 。3 。5 。4 。6 
Reddish urine 。。。。。。。。。 。。。。。。。。。。。。。。。。。。。。

Pre: Before administration， Post: after administration. 
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Table 3-2 General signs of darns during pregnancy in combined repeat dose and reproductiveJdevelopmental toxicity screeming test of silane， ethenyltrimethoxy-by oral administration 

Group mg/kg Number of darns Days ofpregnancy Total" 
and general signs 15 16 17 18 19 20 21 22 23 

~~~~~~~~~~~~~~~~~~ 

Control 。Number ofdarns 12 12 12 12 12 12 12 12 12 12 12 12 12 12 2 2 。。 12 
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 2 2 . . 

silane， 62.5 Number of darns 11 11 11 11 11 11 11 11 11 11 11 11 11 11 4 4 11 
ethenyltrimethoxy- Normal 11 11 11 11 11 11 11 11 11 11 11 11 11 11 4 4 . 

250 N凶nberof darns 11 11 11 11 11 11 11 11 11 11 11 11 11 11 6 6 。。 11 
Normal 11 9 11 8 11 9 11 11 11 11 11 11 11 10 6 5 
Salivation 。。。 。。。。。。。。。。。。. . 3 
Soiled hair 。2 。2 。2 。。。。。。。 。 9 

1000 N umber of darns 10 10 10 10 10 10 10 10 10 10 10 10 10 10 6 6 。。 10 
Normal 10 2 10 5 10 6 10 6 10 6 10 5 10 5 6 4 . 
Salivation 。7 。4 。3 。2 。4 。3 。4 。2 . 9 
Soiled hair 。 。3 。4 。2 。。。2 。 。。. . 9 
Reddish urine 。。。。。。。。。。。。。。。。

Pre: Before administration， Post: after administration. 
a)・Numberofdarns showing abnorma1 signs at least once between Days 0 and 23 ofpregnancy 
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Table 4 General signs of dams during lactation in combined repeat dose and reproductive/developmental toxicity screeming test of silane， ethenyltrimethoxy-by oral administration 

Group mg/k.g Number of dams Days of lactation Total町

and general signs 。 2 3 4 5 6 7 
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post 

Control 。Number of dams 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 
Nonnal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 . 

silane， 62.5 Number of dams II II II II II II II II II II II II II II II II 
ethenyltrimethoxy- Nonnal II II II II II II II II II II II II II II II . 

250 Number of dams II II II II II II II II II II II II II II II II 
Nonnal II 10 II 9 II 9 II 9 II 8 II II II II II . 
Salivation 。。。。。 。。。。。。。。。
Soiled hair 。 。2 。 。2 。3 。。。。。 5 

1000 Number of dams 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 
Nonnal 10 7 10 7 10 6 10 3 10 8 10 7 10 9 10 . 
Salivation 。3 。3 。4 。7 。。。3 。 。 9 
Soiled hair 。。。。。。。。。2 。2 。。。 3 
Reddish urine 。。。。。。。。。。。 。。。

雲市 直 函 而administration，Post: after administration. 
I a): Number of dams showing abnonnal signs at least once between Days 0 and 7oflactation. 



Table 5・l General signs of female rats (re∞very group) in combined repeat dose and reproductive/developmental toxicity screeming test of silane， ethenyltrimethoxy-by oral administration 

Sωdy No. 100523 

Group mglkg Number of females Days of adminis佐ation
and general signs 2 3 4 5 6 7 8 9 10 11 12 13 

~~~~~~~~~~~~~~~~~~~~~~~~~~ 
Control 。Number of females 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 

Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
silane， 250 Number of females 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
ethenyltrimethoxy- Normal 6 3 6 6 6 5 6 4 6 3 6 2 5 3 6 2 6 6 6 3 6 5 6 4 6 3 

Salivation 。。。。。。。。。。。。。。。。。。。。。 。。。。
Soiled hair 。3 。。。 。2 。2 。4 3 。4 。。。3 。 。2 。3 
Reddish町 ine 。。。。。。。。。 。。。。。。。。。。。。。。。。

1000 Number of females 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
Normal 6 5 6 2 6 2 5 。6 4 6 2 6 。6 2 6 。6 2 6 2 6 
Salivation 。。。。。。。。。。。。。4 。2 。3 。4 。3 。3 。5 
Soiled hair 。5 。5 。4 。3 5 。2 。 。6 。2 。2 。3 。3 。4 
Reddish urine 。2 。2 。2 。4 。。。。。。。。。 。。。。。。

Pre: Before administration， Post: atter-a司自函istration.

'h日出
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Table 5-2 General signs of female rats (recovery group) in combined repeat dose and reproductive/developmental toxicity screeming test of silane， ethenyltrimethoxy-by oral administration 

Group mglkg Number of females Days of administration 
and general signs 14 15 16 17 18 19 20 21 22 23 24 25 26 

fu~fu~fu~fu~fu~fu~fu~fu~fu~fu~fu~fu~fu~ 
Con位。l 。Number of females 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 

Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
silane， 250 Number of females 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
ethenyltrimethoxy- Normal 6 6 3 6 3 5 2 6 6 6 6 2 6 。6 2 6 6 4 6 2 

Salivation 。。。。。。。。。。。。。。。。。。。。。。。。。。
Soiled hair 。5 。3 。3 4 。5 。5 。5 。4 。6 。4 。5 。2 。4 
Reddish urine 。。。。。。。。。。。。。。。。。。。。。。。。。。

1000 Number of females 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
Normal 6 2 6 2 6 2 6 6 2 6 2 6 6 2 6 6 。6 6 6 。
Salivation 。3 。4 。2 。3 。 。2 。 。3 。4 。4 。4 。5 。6 
Soiled hair 。 。3 。4 。4 。3 。3 。4 。2 。2 。3 。3 。2 。2 

Reddish UTine 。。。。。。。。。。。。。 。。。。。。。。。。。。
Pre: Before administration， Post: after administration目
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Tab1e 5・3 Genera1 signs of fema1e rats (recovery group) in ∞mbined repeat dose and reproductive/deve1opmenta1 toxicity screeming test of si1ane， etheny1trimethoxy-by ora1 administration 

Group mg/kg Number of fema1es Days of administration 
and genera1 signs 27 28 29 30 31 32 33 34 35 36 37 38 39 

~~~~~~~~~~~~~~~~~~~~~~~~~~ 
Contro1 。Number of fema1es 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 

Norma1 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
si1ane， 250 Number of fema1es 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
etheny1trimethoxy- Norma1 6 2 6 3 6 2 6 3 6 3 6 3 6 3 6 2 6 3 6 6 4 6 2 6 4 

Sa1ivation 。。。。。。。。。。。。。。。。。。。。。。。。。
Soi1ed hair 。4 。3 。4 。3 。3 。3 。3 。4 。3 。5 。2 。4 。
Reddish urine 。。。。。。。。。。。。。。。。。。。。。。。。。。

1000 Number of fema1es 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
Norma1 6 2 6 。6 。6 3 6 2 6 2 6 2 6 3 6 6 6 。6 。6 2 
Sa1ivation 。4 。5 。3 。2 。4 。 。3 。2 。4 。5 。4 。5 。3 
Soi1ed hair 。 。4 。4 。2 。 。4 。3 。2 。4 。4 。4 。5 。3 
Reddish urine 。。。。。。。。。。。。。。。。。。。。。。。。。。

Pre: Before administration， Post: after administration. 
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Table 5-4 General signs of female rats (recovery group) in combined repeat dose and reproductive/developmental toxicity screeming test of silane， ethenyltrimethoxy-by oral administration 

Group mg/kg Nurnber offemales Days of administration To凶・J

and general signs 40 41 42 
Pre Post Pre Post Pre Post 

Control 。Nurnber of females 6 6 6 6 6 6 6 
Normal 6 6 6 6 6 6 . 

silane， 250 Nurnber of females 6 6 6 6 6 6 6 
ethenyltrimethoxy- Normal 6 3 6 2 6 . 

Salivation 。。。。。。 2 

Soiled hair 。3 。4 。5 6 
Reddish urine 。。。。。。

1000 Nurnber of females 6 6 6 6 6 6 6 
Normal 6 6 6 。 . 
Salivation 。3 。3 。4 6 
Soiled hair 。4 。5 。5 6 
Reddish urine 。。。。。。 5 

Pre: Before administration， Post: after aclmlllistration. 
a): Nurnber of females showing abnormal sψ1S at least once between Days 1 and 42 of a伽 inistration
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Tab1e 5-5 General signs of female rats (recovery group) in combined repeat dose and reproductive/deve1opmental toxicity screeming test of silane， etheny1trimethoxy-by oral administration 

Study No. 100523 

Group mg/kg Number offemales Days of recovery 
and general signs 2 3 4 5 6 7 8 9 10 11 12 13 14 15 

Control 。Number of females 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 

silane， 250 Number of females 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
etheny1trimethoxy- Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 

1000 Number of females 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
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Table 6 Body weights ofmale rats in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

-J可。.

Group Control silane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 

Number ofmales 12 12 12 12 

Oays of administration 
399土 13 399土 15 400土 15 400:!: 15 

4 405土 14 402土 15 402土 17 384土 19** 
8 417土 16 408土 14 409 :!: 21 389:!: 18事噂

11 430土 16 417土 14 420 :!: 23 392 土 27噂市

15 439土 18 425土 16 429 :!: 26 388土 50'"市

18 442:!: 15 432土 19 434土 26 409土 20"'''' (10) 
22 456土 18 446士 20 447土 27 417土 21** (10) 

25 464土 17 455土 21 455 :!: 25 424土 19判 (10)

29 481 :!: 19 472土 24 469土 25 432土 20柿(10)

32 491土 21 481土 21 479土 26 440土 22"'''' (10) 
36 506土 24 492土 22 490 :!: 26 448土 21"'''' (10) 
39 512土 24 497土 24 495土 28 451土 20糾 (10)

42 516土 26 498土 27 496土 28 447土 13柿(10)

Number ofmales 6 6 6 5 
Oays of recovery 

518土 29 511 :!: 34 508土 25 449土 16事申

4 524土 30 516土 36 518土 23 472土 24市

8 531土 30 527土 38 528土 22 489土 26

11 533 :!: 30 530土 39 530土 23 499土 31

14 542土 32 536土 38 541土 26 511土 35
Each value shows mean (g) :!: S.O. 
Significantly different仕omcontrol group ("': P<0.05，判:P<O.OI). 
Figures in parentheses indicate number of males. 
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Table 7 Body weights offemale rats in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethen}'ltrimethoxy-
m凶<g 。 62.5 250 1000 

Number offemales 12 12 12 12 

Days of administration 
257土 8 257土 8 258土 8 258土 9 

4 258土 10 260土 9 259土 10 244:!: 17事

8 264土 8 268土 13 265土 11 253土 11 (11 ) 

11 270土 10 274士 14 272土 12 259土 14 (11) 

15 274土 11 281土 14 278土 14 269土 16 (11 ) 

18 281土 9 (5) 288土 27 (3) 281土 15 (3) 276土 19 (8) 

22 . 340 (1) 300 (2) 293土 7 (3) 

25 . 357 (1) 307 (2) 301 (1) 

29 . 360 (1) 319 (1) 315 (1) 

30 . 339 (1) 306 (1) 288 (1) 

'吋-・
Each value shows mean (g)土 S.D.
Significantly different合omcontrol group (申:P<0.05). 
Figures in parentheses indicate number of females. 
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Table 8 Body weights of dams during pregnancy in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number of dams 12 11 11 10 
Days of pregnancy 。 278土 10 282土 13 283土 11 274土 17

7 311 ::1: 13 317::1: 14 314::1: 15 298土 16
14 347土 17 351土 18 352土 18 332 ::1: 23 
21 434土 21 431 ::1: 25 443土 32 407土 20市

Each value shows mean (g)土 S.D.
Significantly different合omcontrol group (*: P<0.05). 
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Table 9 Body weights of dams during lactation in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control ~ilan~et~enyltrimethoxy-
mglkg 。 62.5 250 1000 
N umber of dams 12 11 11 10 
Days of lactation 。 328:1: 14 330土 27 333 :1: 18 303土 23市

4 334土 18 345 :1: 16 341土 20 321土 21
6 323土 18 335 :1: 18 331土 18 313土 20

Each value shows mean (g)土 S.D.
Significantly different仕omcontrol group (*: P<0.05). 
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Table 10 Body weights offemale rats (recovery group) in combined repeat dose and reproductive/developmental 
toxicity screening test of silane， ethenyltrimethoxy-by oral administration 

'
J
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Group Control silane， ethenyltrimethoxy-
mg!kg 。 250 1000 
Number offemales 6 6 6 
Days of administration 

266土 10 264土 8 266土 10
4 267土 11 269:l: 11 264 :l: 10 
8 276土 14 281土 7 265土 13
11 282土 14 281 :l: 12 275土 13
15 287土 17 286土 10 283土 18
18 297土 19 288土 5 284土 20
22 305土 20 293 :l: 8 299:l: 19 
25 306土 22 297土 9 298土 19
29 313土 25 303土 11 301 :l: 24 
32 316 :l: 26 307土 11 307土 26
36 327土 30 313土 13 317土 27
39 327 :l: 27 310:l: 13 317土 28
42 331 :l: 25 313土 9 317土 27

Number offemales 6 6 6 
Days of recovery 

328土 26 314土 13 316土 26
4 332 :l: 25 316土 9 321土 24
8 337 :l: 24 323 :l: 11 325土 21
11 334土 23 325土 13 326土 21
14 340土 25 329土 16 334士 19

Each value shows mean (g)土 S.D.
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Table 11 Food consumption ofmale rats in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

-J『
凶
・

Group Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number ofmales 12 12 12 12 
Days of administration 

2 22土 3 18土 3‘ 17土 2柿 16土 4車場

5 21土 3 21土 2 19土 2 15土 3柿

9 21土 2 20土 3 20土 2 17土 3布市

12 20土 2 21土 2 19土 2 16土 5 
30 22 ::1: 2 22土 3 21土 3 20土 2 (10) 
33 20土 2 20土 2 19土 2 20土 4 (10) 
37 20土 2 20土 3 19土 2 19土 3 (10) 
40 18土 3 19土 3 19土 2 18 ::1: 2 (10) 

Number ofmales 6 6 6 5 
Days of recovery 

2 20土 2 22土 4 22土 23土 3 
5 21土 3 26土 5 26土 2市 27土 l事

9 23土 27土 3事 26士 2 28土 3車事

12 26 ::1: 2 28土 5 27土 2 30土 2事

Each value shows mean (glday)土 S.D.
Significantly different合omcontrol group (*: P<0.05，判:P<O.OI). 
Figures in parentheses indicate number of males. 



Study No. 100523 

Table 12 Food consumption offemale rats in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number of females 12 12 12 12 
Days of administration 

2 12土 3 14土 3 13土 3 8土
4 • 

5 16 :!: 2 16土 14土 12土 4市$

9 14士 2 15土 14 :!: 3 12土 5 (11 ) 
12 13土 3 13土 3 13土 3 14土 3 (11) 

Each value shows mean (g/day) :!: S.D. 
Significantly different合omcontrol group (市:P<0.05，料:P<O.OI). 
Figures in parentheses indicate number offemales. 
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Study No. 100523 

Table 13 Food consumption of dams during pregnancy in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silan~thenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number of dams 12 11 11 10 
Days of pregnancy 

2 15土 2 14土 2 15土 3 17土 3 

9 19土 4 19土 2 19土 3 17土 3 

16 21土 2 20土 3 19士 3 20土 4 

20 19土 3 17土 2 20土 4 20土 4 
Each value shows mean (g1day) ::1: S.D. 
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Table 14 Food consumption of dams during lactation in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 
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Control 
O 
12 

62.5 
11 

2 23土 4 22土 6 24土 4 23土 6

Each value shows mean (glday)土 S.D.
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Study No. 100523 

Table 15 Food consumption offemale rats (recovery group) in combined repeat dose and reproductive/developmental 
toxicity screening test of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mglkg 。 250 1000 
Number offemales 6 6 6 
Days of administration 

2 13土 1 12土 1 10土 4
5 16土 2 16土 1 14:J: 3 
9 14土 3 13土 l 14土 3
12 14士 4 15土 2 17土 2
16 13土 4 14土 3 13:J: 4 

19 15土 4 14土 3 16土 4
23 14土 3 14土 2 16:J: 2 

26 17土 2 15土 1 16:J: 3 
30 14土 l 12土 2 14土 3
33 17:J: 4 17土 3 17:J: 4 

37 14土 2 13土 l 14:J: 3 
40 15土 3 15土 2 16土 3

Number of females 6 6 6 
Days of recovery 

2 15:J: 2 16:J: 2 20土 3 布市

5 18土 3 19土 3 21土 3
9 18土 3 19:J: 4 21土 3
12 19:J: 4 18:J: 2 18土 3

Each value shows mean (g/day) :J: S.D. 
Significantly different合omcontrol group (判:P<O.OI). 
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Tab1e 16・1 FOB ofmale rats in combined repeat dose and reproductive/deve1opmental toxicity screening test ofsilane， etheny1trimethoxy-by oral administration 

-情。.

Group Contro1 silane， etheny1trime白oxy-

mg/kg 。 62.5 250 1000 

Number ofmales 12 12 12 12 

Observation of animals in cages 
Posture Pre 2.2 (2・3) 2.0 (2 ) 2.0 (2) 2.1 (2・3) 

Mean (range) Day7 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) 

Day 14 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) 

Day 21 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 

Day28 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 

Day 35 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 

Day41 1.9 (1・2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 

Palpebral c10sure Pre 1.0 (1) 1.3 (1・3) 1.1 ( 1・2) 1.0 (1) 

Mean (range) Day7 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 

Day 14 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.1 (1・2)

Day21 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 

Day28 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 

Day 35 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day41 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 

Biting behavior Pre 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 

Mean (range) Day7 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 

Day 14 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 

Day 21 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 

Day28 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 

Day 35 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 

Day41 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 

C10nic convu1sions Pre 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Mean (range) Day7 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 

Day 14 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Day21 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day 28 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day 35 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 

[[l1O0] 1 
Day41 1.0 (1) 1.0 (1 ) 1.0 (1) 1.0 (1) 

Figures in parentheses [ ] indicate num函rof而ales.
Findings were graded as follows 
Posture 
Pa1pebral closure 
Biting behavior 
C10nic convu1sions 

1: Prone or recumbent position， 2: resting normal1y， 3: moving or running about， 4: jumping. 
1: Eyelids open normal1y， 2: eyelids halιclosed， 3: eyelids c10sed目

1: Not observed， 2: observed. 
1: Not observed， 2: jaw con刊 Isions，3:田 mor.
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Study No. 100523 

Table 16-2 FOB of male rats in combined repeat dose and reproductive/developmental toxicity screening test of silane， ethenyltrimethoxy-by oral administration 

Group 
mg/kg 
Number of males 
Observation of animals in cages 

Tonic convulsions Pre 
Mean (range) Day7 

Day 14 
Day21 
Day28 
Day 35 
Day41 

Figures in paren伽 es[ ] indicate number of males. 
Findings were gradedωfollows 

Con位。l。
12 

1.0 (1) 
1.0 (1) 
1.0 (1) 
1.0 (1) 
1.0 (1) 
1.0 (1) 
1.0 (1) 

silane， ethenyltrimethoxy-
62.5 250 
12 12 

1.0 ( 1 ) 1.0 (1) 
1.0 ( 1 ) 1.0 (1) 
1.0 ( 1 ) 1.0 (1) 
1.0 ( 1 ) 1.0 (1) 
1.0 ( 1 ) 1.0 (1) 
1.0 ( 1 ) 1.0 (1) 
1.0 ( 1 ) 1.0 (1) 

Tonic convulsions 1: Not observed， 2: tonic extension， 3: opisthoton凶 con刊 Isions，4: saltatory ∞nvulsions， 5: asphyxial convulsions. 

1000 
12 

1.0 (1) 
1.0 (1) 
1.0 (1) 
1.0 (1) [10] 
1.0 (1) [10] 
1.0 (1) 

[[lloOl ] 
1.0 (1) 
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Table 16・3 FOB of maJe rats in combined repeat dose and reproductive/developmentaJ toxicity screening test of silane， ethenyltrimethoxy-by oraJ administration 

-∞
M
'
 

Group Control silane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number of maJes 12 12 12 12 
Observation of animaJs on observer's paJm 

Ease of removaJ from cage Pre 1.6 (1・2) 1.8 (1・2) 1. 7 ( 1・2) 1.8 ( 1・2)
Mean (range) Day7 1.8 (1・2) 2.0 (1・3) 2.0 (2) 1.9 ( 1・2)

Day 14 1.9 (1・2) 2.0 (2 ) 1.9 ( 1・2) 1.9 ( 1・2)
Day 21 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 
Day 28 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 
Day 35 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 
Day41 1.8 (1・2) 2.0 (2 ) 1.9 ( 1・2) 1.9 ( 1・2) [10] 

Ease of handling Pre 1.7 (1・2) 1.8 (1・2) 1.8 ( 1・2) 1.8 ( 1・2) 
Mean (range) Day7 1.8 (1・2) 1.9 (1・2) 1.9 ( 1・2) 1.9 ( 1・2) 

Day 14 1.9 (1・2) 2.0 (2 ) 2.0 (2) 1.9 ( 1・2)
Day21 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 
Day 28 2.0 (2) 2.0 (2 ) 2.1 (2・3) 2.0 (2) [10] 
Day 35 2.0 (2) 2.0 (2 ) 1.9 ( 1・2) 2.0 (2) [10] 
Day41 1.8 (1・2) 2.0 (2 ) 1.9 ( 1・2) 1.9 ( 1・2) [10] 

Muscle tone Pre 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) 
Mean (range) Day7 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) 

Day 14 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) 
Day21 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 
Day28 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 
Day 35 2.0 ( 2 ) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 
Day41 2.0 ( 2 ) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 

Fur conditions Pre 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Mean (range) Day7 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 

Day 14 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.3 ( 1・3) 
Day21 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day28 1.0 (1) 1.0 (1) 1.0 (1) 1.0 (1) [10] 
Day 35 lO((1l) ) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day41 1.0 1.0_(1J 1.0 (1) 1.0 (1) [10] 

Figures in paren白eses[ ] indicate nurnber of males. 
Findings were graded凶 follows
Ease of removaJ from cage 
Ease of handling 
Muscle tone 
F町 conditions

1: Docile and aJlowing itselfto be handled， 2: rearing or cowering， 3: running about; hard to catch. 
1: Docile and aJlowing itselfto be handled， 2: s凶 gglingslightly or vocaJizing， 3: struggling and trying to bite observer's hand. 
1・Decreased，2: normaJ， 3: increased. 
1: NormaJ， 2: slightly soiled， 3: markedly soiled. 
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Table 16-4 FOB of male rats in combined repeat dose and reproductive/developmental toxicity screening test of silane， e出enyltrime由oxy-by oral administration 

-
関
凶

Group Con甘01 silane， ethenyl甘imethoxy-
mg!kg 。 62.5 250 1000 
Number ofmales 12 12 12 12 
Observation of animals on observer's pa1m 

Lacrimation Pre 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Mean (range) Day7 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 

Day 14 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Day21 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day 28 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day 35 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day41 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 

Salivation Pre 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Mean (range) Day7 1.0 (1) 1.0 ( 1 ) 1.3 ( 1・3) 1.2 (1・3) 

Day 14 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.4 ( 1・3)・
Day21 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.3 ( 1・2)帥 [10] 
Day 28 1.0 (1) 1.0 ( 1 ) 1.4 ( 1・3) 2.0 ( 1・3)u [10] 
Day 35 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.7 ( 1・3)u [10] 
Day41 1.0 (1) 1.0 ( 1 ) l.l ( 1・2) 2.1 (1・3)u [10] 

Respiration Pre 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Mean (range) Day7 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 

Day 14 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Day21 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day 28 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day 35 1.0((l) ) lO((l) ) 1.0 (1) 1.0 (1) [10] 
Day41 1.0 (1 1.0 (1 1.0 (1) 1.0 (1) [!!lJ 

Figures in paren出esω[1 indicate number of males. 
Significantly different from control group什:P<0.05， **: P<O.OI) 
Findings were graded as follows 
Lacrimation 
Salivation 
Respiration 

1: None， 2: mild， 3: marked. 
1: None， 2: mild， 3: marked目

1: Normal， 2: bradypnea， 3: dyspnea. 



宝

Table 16-5 FOB ofmale rats in combined repeat dωe and reproductive/developmental toxicity screening test of silane， ethenyltrimethoxy-by oral administration 

Group 
mg/kg 
Number of males 
Open-field test 

Frequency ofrearing Pre 
Mean土S.D Day7 

Day 14 
Day21 
Day 28 
Day 35 
Day41 

Frequency of grooming Pre 
Mean土S.D守 Day7 

Day 14 
Day 21 
Day28 
Day 35 
Day41 

Gait Pre 
Mean (range) Day7 

Day 14 
Day21 
Day 28 
Day 35 
Day41 

Palpebral closure Pre 
Mean (range) Day7 

Day 14 
Day21 
Day28 
Day 35 
Day41 

Figures in parentheses [] indicate number ofmales. 
Frequency ofrearing (d町 inga2・minuteperiod). 
Frequency ofgrooming (during a 2・minuteperiod). 
Findings were graded as follows 

Control 。
12 

7.3士 5.6 
4.0土 3.4 
3.3土 2.5 
3.8土 4.4 
5.6土 3.0 
4.6土 4.1 
4.7土 3.8 

0.0土 0.0 
0.0土 0.0 
0.0 ::!: 0.0 
0.0土 0.0 
0.0土 0.0 
0.0土 0.0 
0.0土 0.0 

1.0 ( 1 ) 
1.0 ( 1 ) 
1.0 ( 1 ) 
1.0 ( 1 ) 
1.0 ( 1 ) 
1.0 ( 1 ) 
1.0 ( 1 ) 

1.0 ( 1 ) 
1.0 ( 1 ) 
1.0 ( 1 ) 
1.0 ( 1 ) 
1.0 ( 1 ) 
1.0 ( 1 ) 
1.0 ( 1) 

silane，e白enyltrimethoxy-
62.5 250 
12 12 

5.0土 5.2 5.8土 2.4 
2.8士 2.5 3.6士 2.4 
2.6土 2.7 1.9 ::!: 1.8 
3.8土 3.2 2.3土 2.2 
5.2士 3.8 4.8土 4.0 
3.1士 2.8 3.9土 3.1 
4.1土 2.4 4.6土 3.3 

0.0土 0.0 0.0土 0.0 
0.0土 。。 0.0土 。。
0.0土 。。 0.0土 0.0 
0.0士 0.0 0.0土 。。
0.0土 0.0 0.0土 。。
0.0土 0.0 0.0土 0.0 
0.0土 0.0 0.0土 0.0 

1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 

1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 
1.0 ( 1 ) 1.0 ( 1 ) 

Gait 1: Normal， 2: unmoving， 3: staggering， 4: hind-limbs extended and dragged， 5: all fours extended， 
6: forelimbs extended and dragged; unable to support body， 7: standing on tiptoe 

Palpebral closure 1: Eyelids open normally， 2: eyelids half-closed， 3: eyelids closed. 

8.3土

4.5土

2.1土

2.7土

5.2土

6.5士

5.7土

0.0土

0.0土

0.0士

0.0土

0.0土

0.0士

0.0 ::!: 

1.0 
1.0 
1.0 
1.0 
1.0 
1.0 
1.0 

1.0 
1.0 
1.0 
1.0 
1.0 
1.0 
1.0 

Study No. 100523 

1000 
12 

5.2 
3.3 
2.8 
2.2 [10] 
4.8 [10] 
4.1 [10] 
4.2 [10] 

0.0 

0.0 
0.0 
0.0 [10] 

0.0 [10] 
0.0 [10] 
0.0 [10] 

( 1 ) 
( 1 ) 
( 1 ) 
( 1 ) [10] 

( 1 ) [10] 
( 1 ) [10] 

( 1 ) [10] 

( 1 ) 
( 1 ) 
( 1 ) 
( 1 ) [10] 

( 1 ) [10] 
( 1 ) [10] 
( 1 ) [10] 
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Tab1e 16-6 F08 ofma1e rats in combined repeat dose and reproductive/deve10pmenta1 toxicity screening旬stof si1ane， etheny1位imethoxy-by ora1 administration 

'∞凶・

Group Control si1ane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number of ma1es 12 12 12 12 
Open-field test 

Consciousness Pre 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) 
Mean (range) Day7 2.0 (2) 2.0 (2) 2.0 (2) 2.0 (2) 

Day 14 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) 
Day 21 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 
Day28 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 
Day 35 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 
Day41 2.0 (2) 2.0 (2 ) 2.0 (2) 2.0 (2) [10] 

8ehaviora1 abnorma1ities Pre 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Mean (range) Day7 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 

Day 14 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Day 21 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day 28 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day 35 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day41 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 

Righting reflex Pre 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Mean (range) Day7 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 

Day 14 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) 
Day21 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day28 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
Day 35 1.0 (1) 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 
l:)ay41 1.0 UJ 1.0 ( 1 ) 1.0 (1) 1.0 (1) [10] 

Figures in parentheses [] indicate number ofma1es目

Findings were gradedωfollows 
Consciousness 
8ehaviora1 abnorma1ities 
Righting reflex 

1: Comatose; no response， 2・exploringbehavior， 3: excited and moving sp鎚 modica1ly
1: Not observed， 2: straub's reaction， 3: moving backward， 4: writhing 
1: Righting itse1fimmediate1y， 2: requiring 3 seconds or longer to right itse1f， 3: unable to right itself. 
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Study No. 100523 

Table 17-2 FOB offema1e rats in combined repeat dose and reproductive/developmenta1 toxicity screening test 
of si1ane， ethenyltrimethoxy-by ora1 administration 

Group Con位。l si1ane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number of fema1es 12 12 12 12 
Observation of anima1s in cages 

Tonic convulsions Pre 1.0 (1) 1.0 (1) 1.0 (1) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 1.0 (1) 1.0 (1) [11] 

Day 15 1.0 (1) 1.0 (1) 1.0 (1) 1.0 (1) [11] 
Day 1 of pregnancy 1.0 (1) 1.0 (1) [11] 1.0 (1) [11] 1.0 (1) [10] 
Day 8 of pregnancy 1.0 (1) 1.0 (1) [11] 1.0 (1) [ 11] 1.0 (1) [10] 
Day 15 ofpregnancy 1.0 (1) 1.0 (1) 

[[1l 1l1 ] 
1.0 (1) 

[[11111 ] 
1.0 (1) [1001 1 

Day 3 of lactation 1.0 (1) 1.0 (1) 1.0 (1) 1.0 (1) 
Figures in parentheses [ ] indicate number of fema1es. 
Findings were graded as follows 
Tonic convulsions 1: Not observed， 2: tonic extension， 3: opisthotonus∞n刊 Isions，4: sa1tatory convulsions， 5: asphyxia1 convulsions 

-∞叶・
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Tab1e 17・3 FOB of femaJe rats in combined repeat dose and reproductive/deve10pmentaJ toxicity screening test 
ofsi1ane，e出eny1trime白oxy-by oraJ administration 

Group Contro1 
mg/kg 。 62.5 
Number of femaJes 12 12 
Observation of animaJs on observer's pa1m 

Ease of removaJ from cage Pre 2.0 (2) 1.8 ( 1・2)
Mean (range) Day8 2.0 (2) 1.9 ( 1・2)

Day 15 1.9 ( 1・2) 1.8 ( 1・2)
Day 1 of pregnancy 2.0 (2) 2.0 (2) 
Day 8 of pregnancy 2.0 (2) 2.0 (2) 
Day 15 ofpre伊 ancy 2.0 (2) 2.0 (2) 
Day 3 of 1actation 2.0 (2) 2.0 (2) 

Ease of hand1ing Pre 2.0 (2) 1.8 ( 1・2)
Mean (range) Day8 2.0 (2) 1.9 ( 1・2)

Day 15 2.0 (2) 1.9 ( 1・2)
Day 1 of pregnancy 2.0 (2) 2.0 (2) 
Day 8 of pregnancy 2.0 (2) 2.0 (2) 
Day 15 ofpregnancy 2.0 (2) 2.0 (2) 
Day 3 of 1actation 2.0 (2) 2.0 (2) 

Musc1e tone Pre 2.0 (2) 2.0 (2) 
Mean (range) Day8 2.0 (2) 2.0 (2) 

Day 15 2.0 (2) 2.0 (2) 
Day 1 of pregnancy 2.0 (2) 2.0 (2) 
Day 8 of pregnancy 2.0 (2) 2.0 (2) 
Day 15 of pregnancy 2.0 (2) 2.0 (2) 
Day 3 of 1actation 2.0 (2) 2.0 (2) 

Fur conditions Pre 1.0 (1) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 

Day 15 1.0 (1) 1.0 (1) 
Day 1 of pregnancy 1.0 (1) 1.0 (1) 
Day 8 of pregnancy 1.0 (1) 1.0 (1) 
Day 15 of pregnancy 1.0 (1) 1.0 (1) 
Day 3 of 1actation 1.0 (1) 1.0 (1) 

Figures in paren血eses[ ] indicate number of fema1es. 

si1ane，e白eny1佐imethoxy-
250 
12 

1.8 ( 1・2)
1.9 ( 1・2)
1.9 ( 1・2)

[11] 2.0 (2) [11] 
[11] 2.0 (2) [11] 
[11] 2.0 (2) [11] 
[11] 2.0 (2) [11] 

2.0 (2) 
2.0 (2) 
1.8 ( 1・2)

[11] 2.0 (2) [11] 

[11] 2.0 (2) [11] 
[11] 2.0 (2) [11] 
[11] 2.0 (2) [11] 

2.0 (2) 
2.0 (2) 
2.0 (2) 

[11] 2.0 (2) [11] 
[11] 2.0 (2) [11] 
[11] 2.0 (2) [11] 
[11] 2.0 (2) [11] 

1.0 (1) 
1.0 (1) 
1.1 (1・2)

[11] 1.0 (1) [11] 
[11] 1.0 (1) [11] 

[[l1l1] 1 1.0 (1) 
[[1111] 1 

1.0 (1) 

Findings were graded as fol1ows 
Ease of removaJ from cage 1: Doci1e and 叫10wingitse1fto be hand1ed， 2: rearing or cowering， 3: running about; hard to catch. 
Ease of handling 
Musc1e tone 
Fur conditions 

1: Doci1e and aJ10wing itse1fto be hand1ed， 2: s回 gglingslight1y or vo叫 izing，3: s回 gglingand町ingto bite observer's hand 
1: Decreased， 2: normaJ， 3: increased. 
1: NormaJ， 2: slightly soi1ed， 3: marked1y soi1ed. 

Study No. 100523 

1000 
12 

1.9 ( 1・2)
2.0 (2) [11] 
2.0 (2) [11] 
2.0 (2) [10] 
2.0 (2) [10] 
2.0 (2) [10] 
2.0 (2) [10] 

1.9 ( 1・2)
2.0 (2) [11] 
2.0 (2) [11] 
2.0 (2) [10] 
2.0 (2) [10] 
2.0 (2) [10] 
2.0 (2) [10] 

2.0 (2) 
2.0 (2) [11] 
2.0 (2) [11] 
2.0 (2) [10] 
2.0 (2) [10] 
2.0 (2) [10] 
2.0 (2) [10] 

1.0 (1) 
1.0 (1) [11] 
1.0 (1) [11] 
1.0 (1) [10] 
1.0 (1) [10] 
1.0 (1) 

[[1l0O] ] 
1.0 (1) 
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Study No. 100523 

Table 17・5 FOB of fema1e rats in combined repeat dose and reproductive/deve1opmenta1 toxicity screening test 
of si1ane， etheny1位imethoxy-by ora1 adminis回 .tion

-句。'

Group Con位。l si1ane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number of fema1es 12 12 12 12 
Open-field test 

Frequency ofrearing Pre 10.8 ::t: 3.8 9.2士 6.2 11.4土 5.5 6.8士 4.5 
Mean士S.D Day8 5.4 :!: 2.0 5.8土 2.4 6.3土 2.5 6.5士 2.4 [11] 

Day 15 6.0土 4.0 8.2土 5.1 5.9土 3.8 3.8土 1.7 [11] 
Day 1 of pregnancy 5.1土 3.6 4.5土 3.7 [11] 6.4土 2.9 [11] 5.2土 3.0 [10] 
Day 8 of pregnancy 8.6土 6.2 4.8土 3.6 [11] 6.8土 4.6 [11] 3.9土 3.0 [10] 
Day 15 ofpre伊舶の 5.0土 3.5 3.9土 2.8 [11] 7.9土 4.5 [11] 3.2土 3.7 [10] 
Day 3 of lactation 9.3土 3.9 7.5土 5.2 [11] 5.7土 6.6 [11] 5.9土 3.9 [10] 

Frequency of grooming Pre 0.0土 0.0 0.0土 0.0 0.0土 0.0 0.0 :!: 0.0 
Mean士S.D. Day8 0.0土 0.0 0.0土 0.0 0.0土 。目。 0.1土 0.3 [11] 

Day 15 。目O土 0.0 0.0士 0.0 0.1土 0.3 。目O土 0.0 [11] 
Day 1 of pregnancy 0.0土 0.0 0.0士 0.0 [11] 0.0土 。。 [11] 0.1土 。目3 [10] 
Day 8 of pregnancy 0.0土 。。 0.0土 0.0 [11] 0.0土 。。 [11] 0.0土 0.0 [10] 
Day 15 of pregnancy 0.0 :!: 0.0 0.0士 0.0 [11] 0.1士 0.3 [11] 0.0土 0.0 [10] 
Day 3 of lactation 0.0士 0.0 0.1士 0.3 [11) 0.0士 0.0 [11] 0.0土 0.0 [10] 

Gait Pre 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Mean (range) Day8 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) [11] 

Day 15 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) [11] 
Day 1 of pregnancy 1.0 ( 1 ) 1.0 ( 1 ) [11] 1.0 (1) [11] 1.0 ( 1 ) [10] 
Day 8 of pregnancy 1.0 ( 1 ) 1.0 ( 1 ) [11] 1.0 ( 1 ) [11] 1.0 ( 1 ) [10] 
Day 15 of pregnancy 1.0 ( 1 ) 1.0 ( 1 ) [11] 1.0 (1) [11] 1.0 ( 1 ) [10] 
Day 3 of 1actation 1.0 ( 1 ) 1.0 ( 1 ) [11] 1.0 ( 1 ) [11] 1.0 ( 1 ) [10] 

Pa1pebra1 c10sure Pre 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Mean (range) Day8 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) [11] 

Day 15 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) [11] 
Day 1 of pregnancy 1.0 ( 1 ) 1.0 ( 1 ) [11] 1.0 ( 1 ) [11] 1.0 ( 1 ) [10] 
Day 8 of pregnancy 1.0 ( 1 ) 1.0 ( 1 ) [11] 1.0 ( 1 ) [11] 1.0 ( 1 ) [10] 
Day 15 of pregnancy 1.0 ( 1 ) 1.0 ( 1 ) 

[[1111] ] 
1.0 ( 1 ) 

[[1l l11 ] 
1.0 ( 1 ) 

[[l1o0l 1 
Day 3 of 1actation 1.0 ( 1 ) 1.0 1 ) 1.0 1 ) 1.0 ( 1 ) 

Figures in parentheses [ ] indicate number of females 
Frequency ofrearing (d町inga2・minuteperiod). 
Frequency of grooming (during a 2・minuteperiod). 
Findings were graded as fol1ows 
Gait 

Pa1pebra1 closure 

1: Normal， 2: unmoving， 3: staggering， 4: hind-limbs extended and dragged， 5:叫1fours extended， 
6: forelimbs extended and dragged; unab1e to support body， 7: standing on tipt侃
1: Eyelids open norma11y， 2: eyelids ha1ιclosed， 3: eyelids c10sed 



叫昌

Tab1e 17-6 F08 of fema1e rats in combined repeat dose and reproductive/deve10pmenta1 toxicity screening test 
of silane， etheny1trimethoxy-by or叫 administration

Group Contro1 
mg/kg 。 62.5 
Number of fema1es 12 12 
Open-fie1d test 

Consciousness Pre 2.0 (2) 2.0 (2) 
Mean (range) Day8 2.0 (2) 2.0 (2) 

Day 15 2.0 (2) 2.0 (2) 
Day 1 of pregnancy 2.0 (2) 2.0 (2) 
Day 8 of pregnancy 2.0 (2) 2.0 (2) 
Day 15 of pregnancy 2.0 (2) 2.0 (2) 
Day 3 of 1actation 2.0 (2) 2.0 (2) 

8ehaviora1 abnorma1ities Pre 1.0 (1) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 

Day 15 1.0 (1) 1.0 (1) 
Day 1 of pregnancy 1.0 (1) 1.0 (1) 
Day 8 of pregnancy 1.0 (1) 1.0 (1) 
Day 15 of pregnancy 1.0 (1) 1.0 (1) 
Day 3 of 1actation 1.0 (1) 1.0 (1) 

Righting reflex Pre 1.0 (1) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 

Day 15 1.0 (1) 1.0 (1) 
Day 1 ofpre伊 ancy 1.0 (1) 1.0 (1) 
Day 8 of pregnancy 1.0 (1) 1.0 (1) 
Day 15 of pregnancy 1.0 (1) 1.0 (1) 
Day 3 of 1actation 1.0 (1) 1.0 (1) 

Figures in paren出eses[ ] indicate number of fema1es. 
Findings were graded as follows 

[11] 
[11] 
[11] 
[11] 

[11] 
[11] 
[11] 
[11] 

[11] 
[11] 
[11] 
[11] 

Consciousness 
8ehaviora1 abnorma1ities 

1: Comatose; no response， 2: exp10ring behavior， 3: excited and moving spasmodica11y目

1: Not observed， 2: s甘aub'sreaction， 3・movingbackward， 4: w司由ing.

silane， etheny1甘ime白oxy・
250 
12 

2.0 (2) 
2.0 (2) 
2.0 (2) 
2.0 (2) [11] 
2.0 (2) [11] 
2.0 (2) [11] 
2.0 (2) [11] 

1.0 (1) 
1.0 (1) 
1.0 (1) 
1.0 (1) [11] 
1.0 (1) [11] 
1.0 (1) [11] 
1.0 (1) [11] 

1.0 (1) 
1.0 (1) 
1.0 (1) 
1.0 (1) [11] 
1.0 (1) [11] 
1.0 (1) [11] 
1.()___i!_2 [11] 

Righting reflex 1: Righting itse1f immediate1y， 2: requiring 3 seconds or 10nger to right itse1f， 3: unab1e to right itse1f. 

Study No. 100523 

1000 
12 

2.0 (2) 
2.0 (2) [11] 
2.0 (2) [11] 
2.0 (2) [10] 
2.0 (2) [10] 
2.0 (2) [10] 
2.0 (2) [10] 

1.0 (1) 
1.0 (1) [11] 
1.0 (1) [11] 
1.0 (1) [10] 
1.0 (1) [10] 
1.0 (1) [10] 
1.0 (1) [10] 

1.0 (1) 
1.0 (1) [11] 
1.0 (1) [11] 
1.0 (1) [10] 
1.0 (1) [10] 
1.0 (1) [10] 
1.0 (1) [10] 
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Table 18・1 FOB offema1e rats (recovery group) in combined repeat dose and reproductive/developmenta1 toxicity screening test 
of si1ane， ethenyltrimethoxy-by ora1 administration 

-
A
W
N
-

Group Con位。l si1ane， ethenyl住ime白oxy・
mg/kg 。 250 1000 
Number of fema1es 6 6 6 
Observation of anima1s in cages 

Posture Pre 2.2 (2・3) 2.0 (2) 2.2 (2・3) 
Mean (r釦 ge) Day8 2.0 (2) 2.0 (2) 2.0 (2) 

Day 15 2.0 (2) 2.0 (2) 2.0 (2) 
Day22 2.0 (2) 2.0 (2) 2.0 (2) 
Day29 2.0 (2) 2.0 (2) 2.0 (2) 
Day36 2.0 (2) 2.0 (2) 2.0 (2) 
Day42 2.0 (2) 2.0 (2) 2.0 (2) 

Pa1pebra1 c10sure Pre 1.0 (1) 1.3 (1・3) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 1.0 (1) 

Day 15 1.0 (1) 1.0 (1) 1.0 (1) 
Day 22 1.0 (1) 1.0 (1) 1.0 (1) 
Day29 1.0 (1) 1.0 (1) 1.0 (1) 
Day36 1.2 ( 1・2) 1.0 (1) 1.3 ( 1・3) 
Day42 1.0 (1) 1.0 (1) 1.0 (1) 

Biting behavior Pre 1.0 (1) 1.0 (1) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 1.0 (1) 

Day 15 1.0 (1) 1.0 (1) 1.0 (1) 
Day22 1.0 (1) 1.0 (1) 1.0 (1) 
Day29 1.0 (1) 1.0 (1) 1.0 (1) 
Day 36 1.0 (1) 1.0 (1) 1.0 (1) 
Day 42 1.0 (1) 1.0 (1) 1.0 (1) 

Clonic convulsions Pre 1.0 (1) 1.0 (1) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 1.0 (1) 

Day 15 1.0 (1) 1.0 (1) 1.0 (1) 
Day22 1.0 (1) 1.0 (1) 1.0 (1) 
Day 29 1.0 (1) 1.0 (1) 1.0 (1) 
Day 36 1.0 (1) 1.0 (1) 1.0 (1) 
Day42 1.0 (1) 1.0 (1) 1.0 (1) 

Findings were graded as follows 
Posture 
Pa1pebr剖c10sure
Biting behavior 
Clonic convu1sions 

1: Prone or recumbent position， 2: resting norma11y， 3: moving or running about， 4: jumping目

1: Eyelids open norma11y， 2: eyelids ha1f-closed， 3: eyelids c1osed. 
1: Not observed， 2: observed. 
1: Not observed， 2: jaw convulsions， 3:回 mor.
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Table 18-2 FOB offemale rats (recovery group) in ∞mbined repeat dose and reproductive/deve1opmental toxicity screening test 
of silane， etheny1甘imethoxy-by oral adminis回.tion

Group Con位。l silane， etheny1甘泊施白oxy-

mglkg 。 250 1000 
Number of females 6 6 6 
Observation of animals in cages 

Tonic convu1sions Pre 1.0 (1) 1.0 (1) 1.0 (1) 

Mean (range) Day8 1.0 (1) 1.0 (1) 1.0 (1) 
Day 15 1.0 (1) 1.0 (1) 1.0 (1) 
Day 22 1.0 (1) 1.0 (1) 1.0 (1) 

Day29 1.0 (1) 1.0 (1) 1.0 (1) 

Day36 1.0 (1) 1.0((l) ) 1.0 (1) 
Day42 1.0 (1 1.0 (1 1.0 (1) 

Firiifings-were面面edas follows 
Tonic convu1sions 1: Not observed， 2: tonic extension， 3: opis白otonuscon刊 Isions，4: saltatory convu1sions， 5ωphyxial convu1sions 

-
⑤
凶
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Table 18・3 FOB of female rats (recovery group) in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral adminis回 tion

-
A
W
h
H
'
 

Group Con位。l silane， ethenyl住imethoxy-
mglkg 。 250 1000 
Number of females 6 6 6 
Observation of animals on observer's paIm 

Ease of removal from cage Pre 2.0 (2) 1.5 ( 1・2)・ 2.0 (2) 
Mean (range) Day8 2.0 (2) 2.0 (2) 2.0 (2) 

Day 15 2.0 (2) 2.0 (2) 2.0 (2) 
Day22 2.0 (2) 2.0 (2) 2.0 (2) 
Day29 2.0 (2) 2.0 (2) 2.0 (2) 
Day36 2.0 (2) 2.0 (2) 2.0 (2) 
Day42 2.0 (2) 2.0 (2) 2.0 (2) 

Ease of handling Pre 1.8 ( 1・2) 1. 7 ( 1・2) 1. 7 ( 1・2)
Mean (range) Day8 2.0 (2) 2.0 (2) 2.0 (2) 

Day 15 2.0 (2) 2.0 (2) 2.0 (2) 
Day 22 2.0 (2) 2.0 (2) 2.0 (2) 
Day29 2.0 (2) 2.0 (2) 2.0 (2) 
Day36 2.0 (2) 2.0 (2) 2.0 (2) 
Day42 2.0 (2) 2.0 (2) 2.0 (2) 

Muscle tone Pre 2.0 (2) 2.0 (2) 2.0 (2) 
Mean (range) Day8 2.0 (2) 2.0 (2) 2.0 (2) 

Day 15 2.0 (2) 2.0 (2) 2.0 (2) 
Day22 2.0 (2) 2.0 (2) 2.0 (2) 
Day29 2.0 (2) 2.0 (2) 2.0 (2) 
Day 36 2.0 (2) 2.0 (2) 1.8 ( 1・2)
Day42 2.0 (2) 2.0 (2) 2.0 (2) 

Fur ∞nditions Pre 1.0 (1) 1.0 (1) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 1.0 (1) 

Day 15 1.0 (1) 1.0 (1) 1.0 (1) 
Day 22 1.0 (1) 1.0 (1) 1.0 (1) 
Day29 1.0 (1) 1.0 (1) 1.0 (1) 
Day 36 1.0 (1) 1.0 (1) 1.0 (1) 
Day42 1.0 (1) 1.0 (1 1.0 (1) 

Significantly different合om∞n位。1group (申:P<0.05) 
Findings were graded as follows 
Ease of removal from cage 
Ease of handling 
Muscle tone 
F町 conditions

1: Docile and allowing itselfto be handled， 2: rearing or cowering， 3: running about; hard to catch. 
1: Docile and allowing itselfto be handled， 2: struggling slightly or vocalizing， 3: struggling and trying to bite observer's hand. 
1: Decreased， 2: normal， 3: increased. 
1: Normal， 2: slightly soiled， 3: markedly soiled 
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Table 18-4 FOB offema1e r臨 (recoverygroup) in combined repeat dose and reproductive/developmenta1 toxicity screening test 
of silane， ethenyltrimethoxy-by ora1 administration 

.。凶
E

Group Control silane， ethenyltrime由oxy-
mglkg 。 250 1000 
Number of fema1e哩 6 6 6 
Observation of anima1s on observer's pa1m 

Lacrimation Pre 1.0 (1) 1.0 (1) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 1.0 (1) 

Day 15 1.0 (1) 1.0 (1) 1.0 (1) 
Day22 1.0 (1) 1.0 (1) 1.0 (1) 
Day29 1.0 (1) 1.0 (1) 1.0 (1) 
Day 36 1.0 (1) 1.0 (1) 1.0 (1) 
Day42 1.0 (1) 1.0 (1) 1.0 (1) 

Sa1ivation Pre 1.0 (1) 1.0 (1) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 1.3 ( 1・3) 

Day 15 1.0 (1) 1.0 (1) 1.3 (1・2)
Day22 1.0 (1) 1.0 (1) 1.5 (1・2)・
Day29 1.0 (1) 1.0 (1) 1.2 (1・2)
Day 36 1.0 (1) 1.0 (1) 1.5 (1・2)事

Day42 1.0 (1) 1.0 (1) 1.3 (1・2)

Respiration Pre 1.0 (1) 1.0 (l) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 1.0 (1) 

Day 15 1.0 (1) 1.0 (1) 1.0 (1) 
Day22 1.0 (1) 1.0 (1) 1.0 (1) 
Day 29 1.0 (1) 1.0 (1) 1.0 (1) 
Day 36 1.0 (1) 1.0 (1) 1.0 (1) 
Day42 1.0 (1) 1.0 (1) 1.0 (1) 

Significantly different from control group (申:P<0.05). 
Findings were graded as follows 
Lacrimation 
Sa1ivation 
Respiration 

1: None， 2: mild， 3: marked. 
1: None， 2: mild， 3: marked. 
1: Norma1， 2: bradypnea， 3: dyspnea. 
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Table 18-5 FOB offemale rats (recovery group) in combined repeat dose and reproductive/developmental toxicity screening旬st
of silane， ethenyltrime伽 xy-by oral a帥 inistration

-
A
W
A

い'

Group Con位。l silane， ethenyltrimethoxy-
mglkg 。 250 1000 
Number of females 6 6 6 
Open-field test 

Frequency ofrearing Pre 8.3士 3.6 9.0 :!: 4.9 12.5土 4.9 
Mean土S.D. Day8 2.7土 3.1 6.7土 3.6 5.3士 3.8 

Day IS 5.0土 4.3 6.8士 2.9 6.0土 5.9 
Day22 4.2土 3.7 6.8士 4.1 2.5土 2.6 
Day29 5.7土 4.0 8.7土 7.3 7.0土 4.3 
Day 36 4.0土 2.2 9.2土 5.8 5.2土 4.0 
Day42 4.2土 2.9 9.7土 3.8 5.5土 4.8 

Frequency of grooming Pre 0.0土 。目。 0.0土 0.0 0.0土 0.0 
Mean:!:S.D. Day8 0.0土 。。 0.0土 。。 0.0土 0.0 

Day 15 0.0土 0.0 0.0土 。。 0.0土 0.0 
Day22 0.0土 0.0 0.0土 。。 0.0士 0.0 
Day 29 0.0土 0.0 0.0 :!: 0.0 0.0土 0.0 
Day 36 0.0土 。。 0.0土 0.0 0.0土 0.0 
Day42 0.0土 。。 0.0土 0.0 0.0土 0.0 

Gait Pre 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Mean (range) Day8 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 

Day IS 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Day22 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Day29 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Day 36 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Day42 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 

Palpebral closure Pre 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Mean (range) Day 8 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 

Day 15 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Day22 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Day29 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Day36 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Day42 1.0 ( 1 ) 1.0 1 ) 1.0 1 ) 

Frequency ofrearing (during a 2・minuteperiod) 
Frequency of grooming (during a 2・minuteperiod). 
Findings were graded as follows 
Gait 

Palpebral closure 

1: Norrnal， 2:山unoving，3: staggering， 4: hind-limbs extended and dragged， 5: all fours extended， 
6: forelimbs extended and dragged; unable to support body， 7: standing on tiptoe. 
1: Eyelids open norrn剖Iy，2: eyelids half-closed， 3: eyelids closed 
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Table 18-6 F08 of female ra臼(recoverygroup) in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

'
⑤
J
『

・

Group Contro1 silane， etheny1trirnethoxy-
mg/k.g 。 250 1000 
Number of females 6 6 6 
Open-fie1d test 

Consciousness Pre 2.0 (2) 2.0 (2) 2.0 (2) 
Mean (range) Day8 2.0 (2) 2.0 (2) 2.0 (2) 

Day 15 2.0 (2) 2.0 (2) 2.0 (2) 
Day22 2.0 (2) 2.0 (2) 2.0 (2) 
Day29 2.0 (2) 2.0 (2) 2.0 (2) 
Day 36 2.0 (2) 2.0 (2) 2.0 (2) 
Day42 2.0 (2) 2.0 (2) 2.0 (2) 

8ehavioral abnormalities Pre 1.0 (1) 1.0 (1) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 1.0 (1) 

Day 15 1.0 (1) 1.0 (1) 1.0 (1) 
Day22 1.0 (1) 1.0 (1) 1.0 (1) 
Day29 1.0 (1) 1.0 (1) 1.0 (1) 
Day 36 1.0 (1) 1.0 (1) 1.0 (1) 
Day42 1.0 (1) 1.0 (1) 1.0 (1) 

Righting reflex Pre 1.0 (1) 1.0 (1) 1.0 (1) 
Mean (range) Day8 1.0 (1) 1.0 (1) 1.0 (1) 

Day 15 1.0 (1) 1.0 (1) 1.0 (1) 
Day22 1.0 (1) 1.0 (1) 1.0 (1) 
Day 29 1.0 (1) 1.0 (1) 1.0 (1) 
Day 36 1.0 (1) 1.0 (1) 1.0 (1) 
Day 42 1.0 (1) 1.0 (1) 1.0 (1) 

Findings were graded as fol1ows 
Consciousness 
8ehavioral abnormalities 
Righting reflex 

1: Comatose; no response， 2: exp10ring behavior， 3: excited and moving spasmodical1y. 
1: Not observed， 2: straub's reaction， 3: moving backward， 4: writhing. 
1: Righting itse1f immediate1y， 2・requiring3 seconds or 10nger to right itse1f， 3: unab1e ωright itself. 
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Table 19 Sensory response ofmale rats on termination ofadministration period in combined repeat dose and reproductive/developmental toxicity screening test 
。fsilane， ethenyltrimethoxy-by oral adminis回 tion

Group Control silane，唾旦)'ltrimethoxy-
mg/kg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
Pupillary reflex 

Mean (range) 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Approaching behavior 

Mean (range) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 
Response to touch 

Mean (range) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 
Auditory reflex 

Mean (range) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 
Pain reflex 

Mean (range) 3.0 ( 3 ) 3.0 ( 3 ) 3.0 ( 3 ) 3.0 ( 3 ) 

-
A
W

∞' 

Findings were graded as follows. 
Pupillary reflex 1: Normal pupillary contraction observed， 2: pupils completely dilated， 3: pupils∞mpletely contracted. 
Approaching behavior 1: Not observed， 2: approaching and sniffing stimulus， 3: reacting to stimulus， including vocalizing， 

4: jumping at or biting at stimulus. 
Response to touch 1: No response， 2: looking back and leaving stimulus， 3: reacting to stimulus， including vocalizing， 

4: jumping at or biting at stimulus. 
Auditory reflex 1: Not observed， 2: hesitating at stimulus or moving ears， 3: jumping at and町ingto bite at the source of sound. 
Pain reflex 1: Not observed， 2: slowly looking back or slowly moving forward to escape from stimulus， 

3: quickly moving forward to escape from stimulus or biting at it imrnediately after looking back， 

4: jumping forward to escape from stimulus， 5: loudly vocalizing and biting at stimulus after suddenly looking back. 
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Tab1e 20 Sensory response offema1e rats on termination ofadministration period in combined repeat dose and reproductive/deve10pmenta1 toxicity screening test 
of si1ane， etheny1trimethoxy-by or叫administration

Group Contro1、 si1ane， etheny1trime血oxy・
mg/kg 。 62.5 250 1000 
Number of fema1es 6 6 6 6 
Pupi11ary reflex 

Mean (range) 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 1.0 ( 1 ) 
Approaching behavior 

Mean (range) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 
Response to touch 

Mean (range) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 
Auditory reflex 

Mean (range) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 2.0 (2 ) 
Pain reflex 

Mean (range) 3.0 ( 3 ) 3.0 ( 3 ) 3.0 ( 3 ) 3.0 ( 3 ) 

-ゅ。.

Findin-gs-were graded ωfollows. 
Pupi11ary reflex 1: Norma1 pupi11ary con佐actionobserved， 2: pupi1s complete1y di1ated， 3: pupi1s comp1ete1y con甘acted.
Approaching behavior 1: Not observed， 2: approaching and sniffing stimu1us， 3: reacting to stimulus， including voca1izing， 

4: jumping at or biting at stimu1us. 
Response to touch 1: No response， 2: 1∞king back and 1eaving stimu1us， 3: reacting to stimu1us， including vocalizing， 

4: jumping at or biting at stimulus. 
Auditory reflex 1: Not observed， 2: hesitating at stimu1us or moving ears， 3: jumping at and町yingto bite at the so町 民 ofsound.
Pain reflex 1: Not observed， 2: slow1y 100king back or slowly moving forward to escape from stimu1us， 

3: quickly moving forward to escape from stimu1us or biting at it immediately after 100king back， 
4: jumping forward to escape from stimu1us， 5: loud1y voca1izing and biting at stimulus after sudden1y 1∞king back 
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Grip s回 ngthof ma1e r臨 ontermination of administration period in combined repeat dose and reproductive/developmenta1ωxicity screening test 
of si1ane， ethenyl釘imethoxy-by ora1 administration 

Group Control si1ane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number ofma1es 6 6 6 5 
Forelimb 

962土 282 853士 248 996土 283 903土 265 
Hindlimb 

106土 54 120土 20 115土 28 146土 52 

Table 21 

Each va1ue shows mean (g):i: S.D. 

E
-
0
0

・
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Grip s田 ngthof female rats on termination of administration period in ωmbined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyl甘imethoxy-
mglkg 。 62.5 250 1000 
Number of females 6 6 6 6 
Forelimb 

1031士 289 883土 159 1131土 215 1088土 212 
Hindlimb 

156士 96 145土 56 147土 34 112土 33 

Table 22 

Each value shows mean (g):%: S.D. 

--o-・
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Spont飢 eousmotor activity of ma1e rats on termination of adminis回 .tionperiod in combined repeat dose and reproductive/developmenta1 toxicity screening test 
ofsi1ane，e白enyl佐imethoxy-by ora1 administration 

Group Control si1ane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number ofma1es 6 6 6 5 
Ambulatory counts 
Minutes after adminis甘ation

10 777土 370 662:i: 373 1466土 963 948:i: 360 
20 256:i: 201 183土 165 526土 523 245 :i: 182 
30 88土 72 37土 46 381:i: 293 263土 262
40 94 :i: 143 68土 128 198士 154 223土 375
50 40土 55 30土 46 248土 177・ 90土 124 
60 198:i: 259 39土 57 184:i: 285 8土 9 

Tota1 1454土 908 1018:i: 487 3003 :i: 1993 1777土 849
Vertica1 counts 
Minutes after administration 

10 31土 9 26土 20 27土 15 30土 9 
20 11土 8 7土 7 13土 11 11土 12 
30 5土 6 3 :i: 6 2土 2 8土 9 
40 2土 5 3土 6 1土 2 5土 10 
50 2 :i: 3 l土 2 3土 4 4土 6 
60 7土 14 2土 3 1土 o :i: 。

Tota1 58土 26 41土 32 45土 24 58土 20 

Table 23 

E
-
{
)
M
'
 Each value shows mean:i: S.D. 

Significantly different from control group (・:P<0.05). 
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Spontaneous motor activity of female rats on termination of administration period in combined repeat dose and reproductive/deve10pmental toxicity scre渇ningtωt
of silane， etheny1trimethoxy-by oral adminis回 .tion

Group Contro1 silane， e出~ltrimethoxy-
mg/kg 。 62.5 250 1000 
Number of females 6 6 6 6 
Ambu1atory ∞unts 
Minutes after administration 

10 990土 503 673士 514 1107:t: 526 850:t: 566 
20 89土 110 53 :t: 126 300:t: 434 404土 335
30 75土 183 140:t: 253 192:t: 261 67土 156 
40 25土 54 40土 73 129士 197 58 :t: 141 
50 18土 42 47士 104 266土 305 133土 210
60 60土 87 145士 209 237土 287 31土 52 

Total 1257土 473 1098土 607 2230土 1806 1542土 682
Vertical counts 
Minutes after administration 

10 35 :t: 20 16土 12 27土 16 20土 14 
20 3 :t: 3 l土 3 4土 4 6士 5 
30 2土 3 3土 5 2 :t: 3 2士 4 
40 2土 4 l土 3 1 :t: 2 1 :t: 3 
50 O土 。 2土 4 3土 4 3土 5 
60 O土 3土 4 l土 2 1 :t: 

Total 42土 22 25土 15 36 :t: 23 34土 13 

Tab1e 24 

'
-
o
u
・ Each value shows mean :t: S.D. 
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Table 25・1 Urinary examination ofmale rats on Oay 2 ofadministration in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltr加 ethoxy-by oral administration 

Group Control ~Iane~theny_!trim<:!hoxy-
mglkg 。 62.5 250 1000 
Numberofmales 6 6 6 6 
Volume (mL): Mean土 S.O. 11.7土 6.8 14.8土 3.7 12.4土 3.8 21.5土 7.0申

5CR照oqloP?りl!r1閉罰取R史.庶叙叡:骨照村可引!取9奴，:Me明帆..主士さ 1.056土 0.017 1.046土 0.013 1.043 :i: 0.012 1.025土 0.005・事
圃.......・・..........ーーーー・ー・・・・・・・・.."....・・・・-ー........ ・・・・・ー・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・ ...............・......・・ー・・・・・"...・・-・・・・・ー・・・・ー・..".".........・・ーーー・ー・・・・・・・・・・・・・・・・・・・ーー -ーー-・......・ーー・・・・・・・・・・・・・・・・・・・・ーーー・ーーーー....・ーーー・・ーーー.....，，".....・..・・・・..・...."""..........ーーーー・・・・・・.........・・・・・・・ーーー.......・・・・・・・ーーーー・ーーーーー........・a・a・"..ーーーーーー・............. 

Light yellow 6 6 6 6 
pH 

6.0 。 。
6.5 。 。 。
8.0 。 。 。
8.5 
9.0 5 4 4 3 

Protein 
10--20 mgldL 。 。
30 mgldL 5 3 5 
100 mgldL 2 。 4 
300 mg/dL 。 。 。

Glucose 
Negative 6 6 6 6 
Ketone body 
Negative 5 5 5 6 
Slight 。

Bilirubin 
Negative 6 6 6 6 
Occult blood 
Negative 6 6 4 4 
Trace 。 。 。
Slight 。 。 。
Moderate 。 。 。
Marked 。 。 。
Urobilinogen 
Normal 5 6 6 6 
1 mg/dL 。 。 。
Significantly different from control group (・:P<0.05，師:P<O.Ol). 

'-oh
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Table 25-2 Urinarγexarnination of male rats on Day 2 of administration in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number of males 6 6 6 6 
Urinary sediments 
Epithelial cells 
0"'-'20 cellsllOO fields 6 6 6 5 
21 "'-' 1 00 cells/ I 00 fields 。 。 。
Erythrocytes 
0"'-'20 cells/IOO fields 6 6 5 4 
21 "'-' 100 cells/ 1 00 fields 。 。 。
101 "'-'200 cells/100 tields 。 。 。
;?; 50 I cells/100 fields 。 。 。
Leukocytes 
0"'-'20 cells/I 00 fields 6 6 6 6 
Casts 
Not observed 6 6 6 6 
Crystals 
Not observed 3 3 3 4 
Observed 3 3 3 2 

--O凶

'
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Table 26・1 Urinary examination offemale rats on Day 2 ofadministration in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mg!kg 。 62.5 250 1000 
Number of females 6 6 6 6 
Volume (mL): Mean土S.D. 6.5土 2.0 6.7土 3.3 11.1土 8.1 15.6土 5.5 • 
黒Cpoploqr!保原号:y..~.!y..:..円M号句号明円円"土土害主主I阿 S 1.053土 0.012 1.060:1:: 0.018 1.044土 0.014 1.020土 0.005市$

-・・・ーーーーーーーー........."..".・...・................................................................-・・・・・・・・・・ー・・..........................・""."....・・・・ーーー・・・・・・・・・・・・・・・・・・・・・・・ー・ーーーーーーー・ーー...ーー・・・・................................ー・・・・・ーーーーー・ー・ーーーーー....・ー・ーーー.........ーー・ーーーーー・ーーー.............. .. ーー・ー-・...................................・ーーーーーー............"..ーーーー....."""...・・・ ..ー...

Light yellow 6 6 6 6 
pH 

6.0 。 。 。
6.5 。 。 。
7.0 。 。 。 4 
8.5 3 
9.0 4 3 5 。

Protein 
Negative 3 3 3 
10.......20 mg/dL 3 。 。
30 mg/dL 。 3 2 。
100 mg/dL 。 。 。 4 
300 mg/dL 。 。 。

Glucose 
Negative 6 6 6 5 
40.......60 mg/dL 。 。 。
Ketone加dy
Negative 6 6 6 6 
Bilirubin 
Negative 6 6 6 6 
Occult blood 
Negative 6 6 4 2 
Trace 。 。 。
Moderate 。 。 。
Marked 。 。 2 2 

Urobilinogen 
Normal 6 5 6 6 
1 mg/dL 。 。 。

-目。。.

Significantly different from control group (ホ:P<0.05，判:P<O.OI). 
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Table 26-2 Urinary examination offemale rats on Day 2 ofadministration in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mg!kg 。 62.5 250 1000 
Number of females 6 6 6 6 
Urinary sediments 
Epithelial cells 
0......20 cells/l00 fields 6 6 6 6 
Erythrocytes 
0......20 cells/100 fields 6 6 4 3 
101......200 cells/100 tields 。 。 。
201......500 cells/l00 fields 。 。 。
註501cells/l00 fields 。 。 2 

Leukocytes 
0......20 cells/l00 fields 6 6 6 5 
21......100 cells/l00fields 。 。 。
Casts 
Not observed 6 6 6 6 
Crystals 
Not observed 3 3 4 3 
Observed 3 3 2 3 

--oJ
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Table 27・1 Urinary examination ofmale rats after dosing on Day 3 ofadministration in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number ofmales 6 6 6 6 
Color 
Light yellow 6 6 5 4 
White turbidity 。 。 2 

pH 
6.0 。 。 2 
6.5 。 。 2 
7.0 。 。 。
7.5 。 。 。
8.0 3 2 
8.5 2 
9.0 3 。 。

Protein 
10""20 mgldL 。 。
30 mgldL 3 3 
100 mgldL 4 2 4 3 
300 mgldL 。 。 。

Glucose 
Negative 6 6 6 6 
Ketone body 
Negative 2 3 5 
Slight 5 4 3 

Bilirubin 
Negative 6 6 6 6 
Occult blood 
Negative 6 6 4 
Trace 。 。 2 4 
Slight 。 。 。

Urobilinogen 
Normal 2 4 4 6 
1 mgldL 4 2 2 。

--。∞・
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Table 27・2 Urinary examination ofmale rats after dosing on Day 3 ofadministration in ∞mbined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number ofmales 6 6 6 6 

Urinary sediments 
Epithelial cells 
0.......20 cellsllOO fields 6 6 6 6 

Erythrocytes 
0.......20 cells/lOO fields 6 6 4 3 
21.......100 cells/l00 fields 。 。 2 2 
101.......200 cells/l00 tields 。 。 。
Leukoc戸es
0.......20 cells/l00 fields 6 6 6 5 
21.......100 cells/l00 fields 。 。 。
Casts 
Not observed 6 6 6 6 

Crystals 
Not observed 2 3 4 
Observed 5 4 3 2 

--。。，
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Table 28・1 Urinary exarnination of female rats after dosing on Day 3 of administration in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number offemales 6 6 6 6 
Color 
Light yellow 6 6 5 
White turbidity 。 。 5 

pH 
6.0 2 。 。
6.5 。 3 3 2 

7.0 。 。 。
7.5 。 。 。
8.0 。 。 2 

8.5 2 

9.0 2 。 。
Protein 
Negative 。 。 2 。
10"'-'20 mgldL 2 3 。
30 mgldL 3 2 2 3 
100 mgldL 3 

Glucose 
Negative 6 6 6 6 
Ketone body 
Negative 3 3 5 6 
Slight 3 3 。

Bilirubin 
Negative 6 6 6 6 
Occult blood 
Negative 5 6 5 5 
Trace 。 。 。
Marked 。 。

Urobilinogen 
Normal 3 4 5 6 
1 mgldL 3 2 。

'--。，



' 
.... ー-.... ー. 

Study No. 100523 

Table 28・2 Urinary exarnination offemale rats after dosing on Day 3 ofadministration in combined repeat dose and reproductive/developmental toxicity screening test 
of sil佃 e，ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltr加 ethoxy-

mg/kg 。 62.5 250 1000 
Number of females 6 6 6 6 

Urinary sediments 
Epithelial cells 
0"""'20 cells/l00 fields 6 6 6 5 

21""'" 100 cells/l00 fields 。 。 。
Erythrocytes 
0"""'20 cells/l00 fields 6 6 5 5 
ミ~501 cells/l00 fields 。 。
Leukocytes 
0"""'20 cells/l00 fields 6 6 6 6 
Casts 
Not observed 6 6 6 6 

Crystals 
Not observed 2 3 3 2 
Observed 4 3 3 4 
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Table 29・1 Urinary examination ofmale rats on termination ofadministration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

g_r_~u_]) Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
Volume (mL): Mean::l: S.D. 13.3土 6.5 12.4土 4.3 10.4土 2.6 28.8土 12.9 

ECPoPl.o?沼r?.MET-T!IIJJ.-開.e，引1士S.D.・・・
1.045 ::1: 0.016 1.045土 0.015 1.039土 0.005 1.018 ::1: 0.003事事..................................................................................... .........................•.•........................................................ -・・・・・・・・・・・・・............................................................................................................................................................. 

Light yellow 6 6 6 5 
pH 

7.0 。 。 。
7.5 。 。 。
8.0 。 。 。
8.5 3 5 2 4 

9.0 2 2 
Protein 
10""""20 mg/dL 2 2 2 

30 mg/dL 5 2 2 2 
100 mg/dL 。 2 2 

Glucose 
Negative 6 6 6 5 
Ketone body 
Negative 5 6 5 5 
Slight 。 。

Bilirubin 
Negative 6 6 6 5 

Occult blood 
Negative 5 5 6 3 
Trace 。 。
Slight 。 。 。
Moderate 。 。 。

Urobilinogen 
Normal 6 6 6 5 

---M' 

Significantly different from control group (柿:Pく0.01).



Study No. 100523 

Table 29-2 Urinary examination ofmale rats on termination ofadministration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltl加 ethoxy-
mg!kg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
Urinary sediments 
Epithelial cells 
0"-'20 cells/l00 fields 6 6 6 3 
21"-' 1 00 cells/l00 fields 。 。 。 2 
Erythrocytes 
0"-'20 cells/l00 fields 6 6 6 3 
21"-' 1 00 cells/l00 fields 。 。 。 2 
Leukoc戸田
0"-'20 cells/l00 fields 6 6 6 3 
21"-' 1 00 cells/l00 fields 。 。 。 2 
Casts 
Not observed 6 6 6 5 
Crystals 
Not observed 3 4 3 4 

Observed 3 2 3 

---一凶'
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Table 30・1 Urinary examination offemale rats on termination ofadministration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltr加 ethoxy-
mg!kg 。 62.5 250 1000 
Number offemales 6 6 6 6 
Volume (mL): Mean:!: S.D. 31.8土 7.0 35.2土 12.4 33.0土 5.0 40.9 :!: 9.5 

5Cpoiplopir ncEravi史....刊号叩土長D. 1.025土 0.003 1.027土 0.006 I 1.025 :!: 0.005 1.023土 0.006
"・・・・・・・・・・・・・・・・・・・・・・・・・・・ーーーーー・ーー・・・・・・・・・・・・..........................・・・ー・"ーー・ーーーーーー・ー ...."..・・・・・・・・・・・・・・.......ー・・...................................・・・・・・・・・・・・・・・ーー・・・・ーー...................・・・・・ー・ーーーー・・・・・・・ー・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・..............."..ーーー・・ーー.ーー・・・・・・・・・・・ ・・・・・・・・・・・ー・.............・・・・・・・ー・ーーー・ーーー...............

Light yellow 6 6 6 6 
pH 

5.0 。 。 。
5.5 2 。 2 
6.0 。 2 
6.5 。 2 2 
7.0 。
7.5 。 。
8.0 2 。 。
8.5 。 。 。

Protein 
Negative 5 2 4 2 
10"""20 mg/dL 。 4 
30 mg/dL 。 2 
100 mg/dL 。 。 。

Glucose 
Negative 6 6 6 6 
Ketone body 
Negative 6 6 6 6 
8ilirubin 
Negative 6 6 6 6 
Occult blood 
Negative 6 4 6 6 
Trace 。 2 。 。
Urobilinogen 
Normal 5 5 6 6 
1 mg/dL 。 。

---h悼
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Table 30・2 Urinary examination offemale rats on termination ofadministration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltl加 ethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number offemales 6 6 6 6 
Urinary sediments 
Epithelial cells 
0.....20 cells/l00 fields 6 6 4 
21 .....100 cells/l 00 fields 。 。 2 5 
Erythrocytes 
0.....20 cells/l 00 fields 6 6 6 6 
Leukocytes 
0.....20 cells/l00 fields 6 6 6 5 
21.....100 cells/ 100 fields 。 。 。
Casts 
Not observed 6 6 6 6 
Crystals 
Not observed 3 4 4 5 
Observed 3 2 2 '--一w

'
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Table 31・1 Urinary examination ofmale 附 safter dosing on termination of administration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mg!kg 。 62.5 250 1000 

Number of males 6 6 6 5 

Color 
Light yellow 6 6 5 4 

White turbidity 。 。
pH 

6.0 。 。
6.5 。 。
7.5 2 2 2 

8.5 2 2 

9.0 3 
Protein 
10'"'"'20 mg/dL 2 。 。
30 mg/dL 。 2 2 3 
100 mg/dL 4 3 4 2 

Glucose 
Negative 6 6 6 5 

Ketone body 
Negative 3 4 3 5 
Slight 2 2 3 。
Moderate 。 。 。
Bilirubin 
Negative 6 6 6 5 
Occult blood 
Negative 5 5 5 
Trace 
Slight 。 。 。
Moderate 。 。 。 2 
Urobilinogen 
Normal 3 5 4 5 
1 mg/dI.~ 3 2 。

E
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Table 31-2 Urinary examination of male rats after dosing on termination of adminis回，tionperiod in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Q!OUP Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
Urinary sediments 
Epithelial cells 
0'"""20 cells/l00 fields 6 6 6 5 
Erythrocytes 
0'"""20 cells/lOO fields 6 6 5 
21 '""" 1 00 cells/l 00 fields 。 。 4 
Leukocytes 
0'"""20 cells/l00 fields 6 6 5 。
21'""" 1 00 cells/l00 fields 。 。 4 
101 '"""200 cells/l00 fields 。 。 。
Casts 
Not observed 6 6 6 5 
Crystals 
Not observed 2 5 2 
Observed 5 4 3 

'
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Table 32・1 Urinary examination of female rats after dosing on termination of administration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group I Contr<'01 I silane，ethenyItr'imethoxy-
mV~go I 62.5 I 250 I 1000 
Numberoffemales I 6 I 6 I 6 I 6 
Color 
Light yellow I 6 I 6 I 6 I 6 
pH 
5.0 I 1 I 0 I 1 I 0 
5.5 I 5 I 3 I 4 I 1 
6.0 I 0 I 3 I 0 I 2 
6.5 I 0 I 0 I 1 I 2 
7.0 I 0 I 0 I 0 I 1 

Protein 
Negative I 2 2 I 2 I 4 
10-20 mg/dL I 3 3 I 2 I 1 
30 mg/dL I 1 I 1 I 2 I 0 
100 mg/dL I 0 I 0 I 0 I 1 

Glucose 
Negative I 6 I 6 I 6 I 6 
Ketone body 
Negative I 5 I 6 I 5 I 6 
Slight I 1 I 0 I 1 I 0 
8i1irubin 
Negative I 6 I 6 I 6 I 6 
Occult blood 
Negative I 4 I 5 I 6 I 6 
Trace I 2 I 1 I 0 I 0 
Urobilinogen 
Normal I 6 I 6 I 6 I 6 

---∞' 
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Table 32-2 Urinary examination of female rats after dosing on termination of administration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number of females 6 6 6 6 
Urinary sediments 
Epithelial cells 
0""""20 cellsllOO fields 6 6 6 6 
Erythrocytes 
0""""20 cells/l00 fields 6 6 6 6 
Leukocytes 
0""""20 cells/l00 fields 6 6 6 4 
21"""" 100 cells/100 fields 。 。 。 2 
Casts 
Not observed 6 6 6 6 
Crystals 
Not observed 3 2 4 
Observed 3 4 2 5 '--⑤' 
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Table 33・1 Urinary examination ofmale rats on termination ofrecovery period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltr加
mg/kg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
Volume (mL): Mean土 S.D. 11.3土 3.2 16.2土 7.3 16.4土 5.1 19.3土 3.7 

5CPoIP円号貯lPo ir 明撚魚c車原T何-円1ガit蚊y.. 1.059土 0.012 1.049 ::1: 0.016 1.046 ::1: 0.012 1.041 ::1: 0.009 
-・・・・・・・・・・・・・・・........................................................・............ .................................................................................... -・・・・・・・・・・・・・・・・・・・・・・・・・・・・4・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・ー・・・・・.......-・・・・・・・・・・・・・・・・・・・・・・・・・・・・.........................................................

Light yellow 6 6 6 5 
pH 

7.0 。 。
8.5 2 2 3 3 
9.0 3 3 3 2 

Protein 
Negative 。 。 。 。
10"'"'20 mg/dL 3 。
30 mg/dL 。 2 4 3 
100 mg/dL 4 2 
300 mg/dL 。 。 。
Glucose 
Negative 6 6 6 5 
Ketone body 
Negative 2 4 4 5 
Slight 4 2 2 。
8ilirubin 
Negative 6 6 6 5 
Occult blood 
Negative 6 5 5 5 
Trace 。 。
Urobilinogen 
Normal 4 6 6 5 
1 mgldL 2 。 。 。

-
-
M
0

・



Study No. 100523 

Table 33-2 Urinary examination ofmale rats on termination ofrecovery period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
Urinary sediments 
Epithelial cells 
0""-'20 cells/l00 fields 6 6 6 5 
Erythrocytes 
0""-'20 cells/l00 fields 6 6 6 5 
Leukoc戸田
0""-'20 cells/l00 fields 6 6 6 5 
Casts 
Not observed 6 6 6 5 
Crystals 
Not observed 2 3 3 
Observed 4 3 5 2 -同

M
-
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Table 34-1 Urinary examination offemale rats on termination ofrecovery period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltrimethoxy-
mglkg 。 250 1000 
Number offemales 6 6 6 
Volume (mL): Mean土 S.D. 8.9土 2.5 11.9土 5.8 13.1 士 1.2 

.5CRoPloir ncFay1Wj.M里明.主 S.D. 1.052土 0.013 1.047 :l: 0.024 1.045土 0.010
-・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・4島4・-・・・.. ・..........................................・・・・・・・・・・・・・・・・・・・・・ー・・............-・・・・・・・・・・・・ー・・・・・・・・・・・・・・・・・・・・....................................................

Light yellow 6 6 6 
pH 

7.0 2 。
8.0 。 2 
8.5 2 3 2 
9.0 2 2 

Protein 
Negative 。
10""'20 mgldL 2 3 3 
30 mgldL 3 2 
100 mgldL 。

Glucose 
Negative 6 6 6 
Ketone body 
Negative 6 6 5 
Slight 。 。

Bilirubin 
Negative 6 6 6 
Occult blood 
Negative 6 5 6 
Trace 。 。
Urobilinogen 
Normal 5 5 5 
1 mgldL 

'
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Table 34-2 Urinary examination offemale rats on termination ofrecovery period in combined repeat dose and reproductive/developmen凶 toxicityscreening test 
of silane， ethenyltrimethoxy-by oral administration 

Group Control silane， ethenyltr加 ethoxy-

mg/kg 。 250 1000 
Number offemales 6 6 6 
Urinary sediments 
Epithelial cells 
0....._，20 cells/l00 fields 6 6 6 
Erythrocytes 
0....._，20 cells/l00 fields 6 6 6 
Leukocytes 
0....._，20 cells/l00 fields 6 6 6 
Casts 
Not observed 6 6 6 
Crystals 
Not observed 2 
Observed 4 5 5 --一M

凶

・
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Hematological examination ofmale rats on termination ofadministration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 35 

Group Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number ofmales 6 6 6 5 

RBC (10勺μL) 836土 43 829土 34 813土 32 755土 59申

HGB (g/dL) 15.4土 0.9 15.3土 0.6 14.9土 0.5 13.3土 1.1申$

HCT (%) 45.5土 2.4 45.4土 1.8 44.2士 2.0 39.5土 3.6 ** 
MCV (fL) 54.5土 1.5 54.7土 1.1 54.4土 0.8 52.3土 1.6噂

MCH (pg) 18.4土 0.6 18.5土 0.4 18.4土 0.2 17.7土 0.4 * 
MCHC (g/dL) 33.9土 0.4 33.7土 0.4 33.8土 0.5 33.7土 0.4 

PLT (10
4
/μL) 94.1土 9.3 92.6土 2.3 96.1土 14.1 95.1土 9.2 

RET (%0) 26 ::1: 5 23土 4 27土 4 23土 5 
PT (sec.) 16.1 ::1: 1.9 18.0土 2.3 16.6土 2.4 16.1士 1.9 
APTT (sec.) 22.0土 1.4 23.5土 2.0 21.1土 2.1 21.8土 2.0 
Fbg (mg/dL) 210.6士 10.5 223.2土 13.3 210.8土 17.8 263.4土 8.4梅市

WBC (102/μL) 72土 18 55土 5 68土 18 102土 35 
Differentialleukocyte (%) 
Lymphocyte 88.5土 5.7 89.5土 3.7 87.0土 4.5 79.6土 11.5
Neutrophil 11.0土 5.3 9.7土 3.6 12.3土 4.5 19.6土 11.5
Eosinophil 0.3土 0.5 0.5土 0.5 0.3土 0.5 0.4土 0.5 
Basophil 0.0土 0.0 0.0土 0.0 0.0土 0.0 0.0土 0.0 
Monoc)嶋 0.2土 0.4 0.3土 0.5 0.3土 0.5 0.4土 0.5 

-
-
M
h
骨・

Each value shows mean土 S.D.
Significantly different合omcontrol group (*: P<0.05， **: P<O.OI). 



Study No. 100523 

Hematological examination offemale rats on terrnination ofadministration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 36 

g~oup Control silane!_ethenyltr加
mglkg 。 62.5 250 1000 
Number offemales 6 6 6 6 

RBC (10・/μL) 714土 25 725土 11 687土 36 697土 33 
HGB (g!dL) 14.3土 0.5 14.3土 0.5 13.8土 0.4 13.5土 0.6市

HCT (%) 42.1 :!: 1.1 41.6土 1.4 39.9土 1.6申 39.5土 1.5申

MCV (tL) 59.0土 2.4 57.4土 2.1 58.1土 1.4 56.7土 1.0 
MCH (pg) 20.1 :!: 0.8 19.7土 0.8 20.0土 0.7 19.3土 0.4 

MCHC (g!dL) 34.1 :!: 0.4 34.3土 0.2 34.5土 0.5 34.0土 0.6 

PLT (104/μL) 103.3土 6.0 101.0 :!: 7.5 105.8 :!: 8.5 95.2士 15.0
RET (%0) 56 :!: 12 53土 12 60土 12 62土 24 
PT (sec.) 13.8土 0.4 13.8土 0.3 14.1土 0.4 13.6 :!: 0.6 
APTT (sec.) 17.3土 0.8 18.0土 0.6 18.4土 1.1 18.8土 0.7判

Fbg (mg!dL) 210.4土 18.6 214.6:!: 16.2 237.5土 57.6 189.2土 7.3 

WBC (102/μL) 52土 15 52土 6 53土 18 48土 9 
Differentialleukocyte (%) 
Lymphocyte 84.5土 7.1 79.3土 11.2 77.8:!: 12.1 87.5土 5.1 
Neutrophil 13.8土 6.3 19.2土 10.6 20.3土 12.6 12.2土 5.0 
Eosinophil 0.8土 0.8 0.8土 1.0 1.0土 0.9 0.2土 0.4 

Basophil 0.0土 0.0 0.0士 0.0 0.0土 0.0 0.0 :!: 0.0 
Monocyte 0.8土 0.8 0.7土 0.8 0.8 :!: 0.4 0.2士 0.4 

--M凶
'

Each value shows mean土 S.D.
Significant1y different合omcontrol group (*: P<0.05，判:P<O.OI). 



Study No. 100523 

Hematological examination of male rats on termination of recovery period in ∞mbined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 37 

Group Control silane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number ofmales 6 6 6 5 

RBC (104/μL) 841土 27 840土 31 822 ::1: 36 769土 30事*

HGB (g/dL) 15.1土 0.3 15.5土 0.3 15.0土 0.5 14.2土 0.5柿

HCT (%) 44.5土 1.3 45.5土 l.l 44.1士 1.6 42.1土 1.5市

MCV (江) 52.9土 0.9 54.2土 1.2 53.7土 1.2 54.7 ::1: 2.0 

MCH (pg) 18.0土 0.4 18.5土 0.5 18.2土 0.6 18.4土 0.6 

MCHC (g/dL) 34.0土 0.4 34.0土 0.3 33.9土 0.5 33.7 ::1: 0.1 

PLT (10
4
/μL) 103.4土 10.0 102.1土 9.2 98.9土 5.9 93.7土 6.6 

RET (%0) 23土 4 24土 6 26士 6 33土 6市

PT (sec.) 15.7土 1.2 17.1土 1.2 15.7土 1.6 14.9土 0.9 

APTT (sec.) 20.8土 1.3 22.6土 1.3* 21.9土 1.0 20.7土 0.2 

Fbg (mg/dL) 205.1土 7.5 197.0::1: 15.0 189.0土 8.5 * 188.3 ::1: 9.3 * 
WBC (102/μL) 72土 19 59土 14 56土 15 55土 16 
Di汀erentialleukocyte(%) 
Lymphocyte 89.2土 5.0 89.5土 4.4 87.7土 2.7 91.0土 5.1 

Neutrophil 9.3土 3.9 9.5土 4.1 10.8土 2.6 8.2土 5.3 

Eosinophil 1.0土 0.9 0.7土 0.8 1.0土 0.9 0.4土 0.5 
Basophil 0.0土 0.0 0.0土 0.0 0.0土 0.0 0.0土 0.0 
Monocyte 0.5土 0.5 0.3 ::1: 0.5 0.5土 0.5 0.4土 0.5 

--一M
m

い'

Each value shows mean土 S.D.
Significantly different合omcontrol group (市:P<0.05，判:P<O.OI). 
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Hematological examination offemale rats on termination ofrecovery period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 38 

Group Control silane， ethenyltrimethoxy-
mglkg 。 250 1000 
Number offemales 6 6 6 

RBC (10勺μL) 742土 29 769土 19 791土 48事

HGB (g/dL) 14.8 :l: 0.6 14.6土 0.5 14.7土 0.9 
HCT (%) 42.5 :l: 1.8 42.5土 1.0 43.0土 2.5 
MCV (fL) 57.3土 1.4 55.3土 1.4市 54.4土 0.8柿

MCH (pg) 20.0土 0.6 19.1 :l: 0.6申 18.6土 0.3 "'''' 
MCHC (g/dL) 35.0土 0.6 34.4土 0.4 34.2 :l: 0.3 '" 

PLT (10
4
/μL) 94.3土 9.9 98.9土 8.2 90.7土 13.0

RET (%0) 24土 8 24土 7 23土 4 
PT (sec.) 13.7土 0.7 14.0土 0.2 14.2土 0.5 
APTT (sec.) 18.1土 0.9 17.8土 0.5 17.6土 0.7 
Fbg (mg/dL) 156.5 :l: 9.5 155.6土 8.4 158.3土 13.4

WBC (10
2
/件) 34土 10 40土 13 39土 10 

Differentialleukocyte (%) 
Lymphocyte 86.8土 3.3 86.3土 8.4 88.8土 6.6 
Neutrophil 11.8 :l: 3.4 12.2土 7.9 10.2土 6.2 
Eosinophil 0.3士 0.5 1.2土 1.0 0.7土 0.5 
Basophil 0.0土 0.0 0.0土 0.0 0.0土 0.0 
Monocyte 1.0 :l: 0.6 0.3土 0.5 0.3土 0.5 

'-一
N
J
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Each value shows mean土 S.D.
Significantly different合omcontrol group ("': P<0.05，料:P<O.OI). 
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Blood chemical examination ofmale rats on termination ofadministration period in combined 抑制doseand reproductive/developmental toxicity screening test 
of silane， ethenyltr加 ethoxy-by oral administration 

Table 39 

Group Control silane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
AST (IUIL) 86.6土 11.1 75.3土 4.5 74.7土 7.9ホ 70.7土 5.6常事

ALT (町IL) 31.8土 4.3 28.2土 2.9 28.9土 5.3 35.7土 6.5 
ALP (IUIL) 347.4土 47.2 343.2土 91.0 304.6土 61.4 298.0土 78.0
y-GTP (IUIL) 0.20土 0.13 0.16土 0.07 0.29土 0.12 0.86土 0.32ホ

TP (gldL) 5.64:!: 0.22 5.41土 0.22 5.45土 0.20 4.96土 0.22・・
Alb (gldL) 2.92:!: 0.14 2.76土 0.19 2.79土 0.18 2.42:!: 0.16 ** 
AlG 1.07:!: 0.02 1.04土 0.09 1.05土 0.08 0.96:!: 0.09事

T-BiI (mgldL) 0.11土 0.01 0.11土 0.02 0.11土 0.01 0.09土 0.01
UN (mgldL) 14.4土 2.3 13.3土 1.6 16.1土 1.6 26.5土 6.7・
CRE (mgldL) 0.30:!: 0.06 0.30土 0.05 0.28土 0.03 0.42:!: 0.12事

Glu (mgldL) 133.1土 14.0 121.8土 13.6 130.5土 10.2 126.7土 11.3
T-Cho (mgldL) 53.7:!: 14.2 48.5土 4.4 57.4:!: 11.3 58.9土 6.9 
TG (mgldL) 42.3土 18.5 34.7:!: 18.7 41.6土 13.7 61.0:!: 42.6 
Na (mEqlL) 144.3士 1.2 144.7土 1.2 144.3 :!: 1.4 143.6土 0.7 
K (mEqlL) 4.32:!: 0.25 4.25土 0.13 4.31土 0.10 3.89:!: 0.28・・
CI (mEqlL) 104.4土 1.3 106.3土 0.6 • 104.7土 1.5 105.1 :!: 1.2 
Ca (mmgg//dd L) 9.4土 0.1 9.3土 0.4 9.3土 0.4 9.4土 0.3 
IP (mgldL) 6.6土 0.7 6.5土 0.2 6.6土 0.5 6.6土 0.1 

--M∞・

Each value shows mean土 S.D.
Significantly different合omcontrol group (事:P<0.05，判:Pく0.01).
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Blood chemical examination offemale r蹴 ontermination of administration period in combined 抑 制doseand reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 40 

Group Control sil加 e，ethenyltrimethoネ)':_
mglkg 。 62.5 250 1000 
Number offemales 6 6 6 6 
AST (IUIL) 89.4::1: 18.7 92.3土 10.8 88.2土 18.2 78.5土 9.3 
ALT (IUIL) 24.1土 2.9 23.7土 3.1 25.5土 4.5 27.1土 2.9 
ALP (IUIL) 207.1::1: 57.0 195.3土 42.6 193.8土 51.2 195.3::1: 42.8 
y-GTP (IUIL) 0.35::1: 0.23 0.37土 0.17 0.52土 0.22 0.56::1: 0.31 
TP (gldL) 6.21土 0.10 6.05::1: 0.28 6.04土 0.23 5.73 士 0.19事申

Alb (gldL) 3.15土 0.10 3.11土 0.12 3.07土 0.23 2.99土 0.17
AlG 1.03::1: 0.07 1.06::1: 0.08 1.04土 0.10 1.10::1: 0.07 
T-BiI (mgldL) 0.12::1: 0.01 0.11土 0.01 0.11土 0.01 0.10土 0.01 事申

UN (mgldL) 19.8土 3.1 19.8土 3.9 18.5土 2.9 22.4土 3.4 
CRE (mg/dL) 0.38::1: 0.06 0.37土 0.04 0.36::1: 0.03 0.36土 0.03
G1u (mgldL) 116.8土 3.1 120.4土 11.9 116.0土 6.7 119.4土 10.8
T-Cho (mgldL) 69.9土 6.6 65.5土 6.9 58.4土 13.9 63.7土 9.6 
TG (mgldL) 31.3土 5.4 30.3土 10.1 22.9士 7.3 18.6土 5.7市

Na (mEqlL) 141.4土 1.4 141.2土 0.7 141.7土 1.3 140.7 ::1: 0.9 
K (mEqlL) 4.02::1: 0.15 4.09::1: 0.13 4.09土 0.06 3.97::1: 0.19 
CI (mEqlL) 105.2土 1.6 104.5土 1.1 105.1土 1.4 106.2土 1.8 
Ca (mmgg//dd L) 10.2土 0.3 10.2土 0.4 10.4土 0.6 10.0土 0.3 
IP (mgldL) 6.8士 0.6 7.4 ::1: 1.4 7.3土 0.5 7.9土 1.3 

--一N
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・

Each value shows mean土 S.D.
Significantly different from control group (*: P<0.05， **: P<O.OI). 
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Blood chemical examination ofmale rats on termination ofrecovery period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 41 

Group Control silane_，_ethenyltrimethoxy-
mg!kg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
AST (IUIL) 75.8土 10.6 81.3土 11.0 78.8土 4.7 86.3土 17.0
ALT (IUIL) 27.9土 5.4 32.0土 4.8 28.7土 4.1 29.5土 4.4 

ALP (IUIL) 330.3土 65.6 348.6土 68.5 348.5土 85.4 384.1::1: 99.2 
y-GTP (IUIL) 0.27土 0.07 0.17土 0.15 0.26::1: 0.10 0.46::1: 0.19 
TP (g!dL) 5.67::1: 0.23 5.46土 0.20 5.50::1: 0.18 5.09士 0.17申申

Alb (g!dL) 2.75::1: 0.07 2.75土 0.08 2.77土 0.08 2.66土 0.09
A/G 0.94土 0.05 1.02土 0.05 1.01土 0.05 1.10土 0.07市申

T醐BiI (mg!dL) 0.12土 0.01 0.11::1: 0.01 0.12土 0.01 0.11土 0.02
UN (mg!dL) 16.2土 2.2 15.5土 0.9 16.0土 1.1 19.7土 4.2 
CRE (mg!dL) 0.31土 0.03 0.29::1: 0.02 0.31土 0.03 0.34::1: 0.02 
G1u (mg!dL) 128.7::1: 10.1 138.5::1: 14.8 128.5土 5.9 119.8 ::1: 8.7 
T-Cho (mg!dL) 62.8土 9.2 51.9土 7.2 56.6土 13.0 60.7土 7.8 
TG (mg!dL) 50.7::1: 16.9 49.5土 23.4 32.9土 10.5 34.5土 17.0
Na (mEqlL) 143.6土 0.8 143.8土 1.5 143.2士 0.8 144.3土 1.7 
K (mEqlL) 4.39土 0.20 4.41土 0.15 4.43::1: 0.10 4.38::1: 0.21 
CI (mEqlL) 104.5土 0.7 104.8土 1.3 104.6土 0.5 106.3土 1.7市

Ca (mmgg//dd L) 9.4土 0.2 9.3土 0.2 9.3土 0.2 9.1土 0.3 
IP (mg!dL) 6.4土 0.4 7.0土 0.4 6.5土 0.4 7.1土 0.4市

'-一
wo'

Each value shows mean士S.D.
Significantly different合omcontrol group (*: P<0.05，判:P<O.OI). 
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Blood chemical examination offemale rats on termination ofrecovery period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 42 

Group Control silane， ethenyltrimethoxy-
mg/kg 。 250 1000 
Number offemales 6 6 6 
AST (IUIL) 77.3土 20.3 79.2土 18.8 76.5土 9.1 
ALT (IUIL) 27.7:l: 10.1 27.2土 8.3 22.1土 2.0 
ALP (IUIL) 119.7:l: 26.5 180.8土 49.8 212.4:l: 73.6事

y-GTP (IUIL) 0.36士 0.19 0.41 :l: 0.10 0.64土 0.27
TP (gldL) 6.35:l: 0.40 6.03土 0.35 5.83:l: 0.21申

Alb (gldL) 3.59土 0.29 3.37土 0.20 3.29土 0.15
AlG 1.31土 0.07 1.27:l: 0.11 1.30土 0.08
T-BiI (mgldL) 0.15土 0.02 0.14土 0.01 0.13:l: 0.01 
UN (mgldL) 18.4土 2.2 18.4土 2.9 18.5土 2.5 
CRE (mgldL) 0.39:l: 0.03 0.37:l: 0.03 0.38土 0.04
Glu (mgldL) 130.5土 4.6 122.6土 10.3 128.3土 8.1 
T-Cho (mgldL) 75.3土 11.0 76.7土 12.0 71.1士 10.5
TG (mgldL) 38.5土 19.5 30.1土 7.0 30.4土 11.7
Na (mEqlL) 142.6土 1.2 142.9土 1.0 142.8土 1.1 
K (mEqlL) 3.96土 0.07 4.03:l: 0.17 4.01土 0.14
CI (mEqlL) 104.7土 0.7 105.5土 1.2 106.8土 1.0ホホ

Ca 
((mmgg//ddLL) ) 

9.7土 0.3 9.6土 0.4 9.4土 0.2 
IP 4.6土 0.4 4.8土 1.0 4.4土 0.7 

--一w
-

・

Each value shows mean土 S.D.
Significantly different合omcontrol group♂: P<0.05，判:P<O.Ol). 
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Necropsy findings of dead male rats in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 43 

silane， ethenyltrimethoxy-
1000 
2 
0 

2 

2 

生虫E
E峰邑
Number ofmales 
Normal 

Th戸nus
Atrophy 
Spleen 
Atrophy 
Kidney 
Enlargement 
Stomach 
Dark red， glandular mucosa 
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Necropsy findings of dead female rats in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 44 

si1ane， ethenyltrimethoxy-
1000 

0 

生虫E
Ing/kg 

Number of dead females 
Normal 
Thymus 
Atrophy 
Spleen 
Atrophy 
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Necropsy findings ofmale rats on termination ofadministration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 45 

Group Control silane， ethenyltrimethoxy-
mg!kg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
Normal 6 6 6 
Kidney 
Enlargement 

t 

。 。 。 4 

'-一凶品'
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Necropsy findings offemale r仰 ontermination of administration period in combined 抑制doseand reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 46 

Group Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number of dams 12 11 11 10 
Normal 12 11 11 9 
Kidney 
Enlargement 。 。 。

Number ofnon-copulated females 。
Normal . 

--一w凶
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Necropsy findings ofmale rats on termination ofrecovery period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 47 

Group Control silane， ethenyltrimethoxy-
mg/kg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
Normal 5 6 6 5 
Spleen 
Atrophy 。 。 。

-
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Necropsy findings offemale rats on termination ofrecovery period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 48 

Control 
0 
6 
6 

E-ω
寸
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Organ weights ofmale rats on termination ofadministration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 49 

Group Control silane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
Body weight (g) 496土 24 474土 13 469土 33 422土 18市市

Brain (g) 2.08土 0.08 2.11土 0.09 2.08土 0.07 2.07::1: 0.05 
(g%) 0.42::1: 0.03 0.44土 0.03 0.45土 0.03 0.49土 0.02市噂

Pituitarγ (mg) 13.9士 0.7 14.3土 1.4 13.0土 0.7 11.8土 1.2事$

(mg%) 2.8土 0.2 3.0 ::1: 0.3 2.8土 0.2 2.8 ::1: 0.3 
Thyroids (mg) 22.8 ::1: 5.8 23.1土 3.5 20.8 ::1: 3.4 22.4土 3.1 

(mg%) 4.6土 1.0 4.9土 0.7 4.5土 0.9 5.3土 0.5 
Thymus (mg) 287土 43 241土 43 323土 41 189土 38判

(m~も) 58土 8 51土 10 69土 9 45土 10 
Heart (g) 1.50士 0.10 1.50::1: 0.11 1.46土 0.12 1.36土 0.16

(g%) 0.30::1: 0.01 0.32土 0.03 0.31土 0.02 0.32土 0.03
Liver (g) 13.31土1.84 12.13土 0.90 13.23土1.42 12.01::1: 1.86 

(g%) 2.67土 0.24 2.56::1: 0.14 2.82::1: 0.15 2.83土 0.32
8pleen (mg) 777土 99 752土 115 723土 136 832 ::1: 136 

(mg%) 156士 16 159士 25 154土 23 196土 25 * 
Kidneys (g) 3.14土 0.25 3.14土 0.36 3.10土 0.18 4.27士 0.99* 

(g%) 0.63土 0.03 0.66土 0.06 0.66土 0.05 1.01 土 0.25事事

Adrenals (mg) 55.4土 7.7 60.3土 7.4 60.6土 4.4 61.1土 4.9 
(mg%) 11.2土 1.6 12.7土 1.5 13.0土 1.3 14.5土 1.7判

Testes (g) 3.14土 0.29 3.46土 0.14 3.31 ::1: 0.21 3.04::1: 0.55 
(g%) 0.64土 0.07 0.73::1: 0.03 0.71 ::1: 0.07 0.72士 0.12

Epididymides (g) 1.30土 0.11 1.32土 0.13 1.25土 0.12 1.16士 0.23
(g%) 0.26土 0.02 0.28土 0.03 0.27::1: 0.04 0.28土 0.06

-
同
一
凶
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Each value shows mean土 8.0.
8ignificantly different合omcontrol group (*: P<0.05， **: P<O.OI). 



Study No. 100523 

Organ weights offemale rats on termination ofadministration period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 50 

Group Control silane， ethenyltrimeth_():x.Y-
mglkg 。 62.5 250 1000 
Number offemales 12 11 11 10 
Bodyweight (g) 302土 17 312土 18 311土 19 286土 19 
Brain (g) 1.98土 0.07 1.99土 0.04 1.97::l: 0.08 1.92土 0.06

(g%) 0.66土 0.05 0.64::l: 0.04 0.64土 0.05 0.67土 0.04
Pituitary (mg) 16.9土 2.2 17.9 ::l: 2.0 17.1土 2.1 15.1土 1.1 

(mg%) 5.6士 0.9 5.7土 0.6 5.5土 0.7 5.3土 0.4 

Thyroids (mg) 20.2土 4.7 21.0土 4.1 21.7土 4.7 19.2土 2.7 
(mg%) 6.8土 1.8 6.7土 1.2 7.0 ::l: 1.3 6.7土 0.8 

百lymus (mg) 307土 56 256 ::l: 66 247 ::l: 60 170土 52申市

(mg%) 103 ::l: 22 82 ::l: 19 • 80土 21事 59土 16市*

Heart (g) 1.02::l: 0.07 1.02::l: 0.06 1.03::l: 0.06 0.98土 0.09
(g%) 0.34土 0.02 0.33土 0.02 0.33土 0.02 0.34士 0.01

Liver (g) 9.48土 0.78 10.01土 0.65 10.11土 0.99 9.86土 0.87
(g%) 3.14::l: 0.17 3.21土 0.16 3.25土 0.19 3.44::l: 0.19車場

Spleen (mg) 703士 106 648土 68 708土 134 660土 80 
(mg%) 233土 34 209土 28 228土 44 231土 28 

Kidneys (g) 2.06土 0.12 2.11 ::l: 0.11 2.13士 0.13 2.81 ::l: 2.01 
(g%) 0.68土 0.06 0.68土 0.05 0.69::l: 0.04 1.00::l: 0.77 

Adrenals (mg) 71.4土 8.9 73.5土 9.1 70.7土 6.8 72.1 ::l: 7.9 
(m計も) 23.7土 2.9 23.7土 3.5 22.8 ::l: 2.4 25.3土 3.1 

Ovaries (mg) 104.9土 14.0 101.3::l: 14.8 105.4土 12.9 93.7 ::l: 6.2 
(mg%) 34.8土 4.2 32.5 ::l: 4.7 34.0土 4.1 32.9土 2.9 

Uterus (mg) 648土 162 594土 100 567 ::l: 91 645土 92 
(mg%) 217土 65 192土 39 183土 31 227土 41 

'
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Each value shows mean土 S.D.
Significantly different合omcontrol group (.: P<0.05，判:P<O.OI). 



Study No. 100523 

Organ weights ofmale rats on termination ofrecovery period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 51 

Group Control silane， ethenyltrimethoxy-
mglkg 。 62.5 250 1000 
Number ofmales 6 6 6 5 
Body weight (g) 519土 29 513土 36 514土 23 483土 33 
Brain (g) 2.08:1: 0.10 2.11土 0.07 2.13土 0.07 2.05土 0.07

(g%) 0.40:1: 0.01 0.42土 0.03 0.42:1: 0.03 0.43士 0.02
Pituitary (mg) 17.3 :1: 1.1 15.0土 1.3市 16.1土 2.3 14.9土 1.0・

(mg%) 3.3土 0.2 2.9土 0.4 3.1土 0.5 3.1土 0.2 
Thyroids (mg) 20.9土 4.4 19.4土 2.9 21.3土 3.4 19.1 :1: 2.1 

(mg%) 4.0土 0.8 3.8土 0.7 4.2土 0.7 4.0士 0.4 

Thymus (mg) 348土 114 304土 91 306土 52 286士 85 
(mg%) 67土 21 59土 16 60土 9 59土 15 

Heart (g) 1.46土 0.14 1.61土 0.14 1.49土 0.08 1.48土 0.07
(g%) 0.28土 0.02 0.31 :1: 0.02市 0.29土 0.02 0.31土 0.02

Liver (g) 13.44土1.61 13.10土 2.00 12.82土1.09 11.47土1.13
(g%) 2.59士 0.18 2.54土 0.23 2.49:1: 0.13 2.37土 0.10

Spleen (mg) 742土 275 787士 141 870土 150 833土 85 
(mg%) 144土 53 153土 19 169土 27 172土 8 

Kidneys (g) 3.08土 0.13 3.33土 0.18 3.36土 0.25権 3.28土 0.13
(g%) 0.60士 0.04 0.65土 0.05 0.65土 0.03 0.68土 0.04料

Adrenals (mg) 55.8土 9.2 57.4土 11.6 57.9土 9.0 61.6土 8.4 
(mg'!-も) 10.8土 1.6 11.3土 2.9 11.2土 1.6 12.8土 2.0 

Testes (g) 3.26土 0.55 3.62土 0.35 3.50土 0.32 3.34土 0.26
(g%) 0.63土 0.10 0.71土 0.09 0.68:1: 0.07 0.69土 0.05

Epididymides (g) 1.38土 0.21 1.46土 0.14 1.43土 0.15 1.38士 0.07
(g%) 0.27土 0.04 0.28土 0.04 0.28:1: 0.04 0.29土 0.02

--品。'

Each value shows mean土 S.O.
Significantly different合omcontrol group 什:P<0.05，判:Pく0.01).



Study No. 100523 

Organ weights offemale rats on termination ofrecovery period in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 52 

Group Control silane， ethenyltrimethoxy-
mg/kg 。 250 1000 
Number of females 6 6 6 
80dy weight (g) 319土 22 309土 13 311土 18 
8rain (g) 2.03::1: 0.05 1.99土 0.10 2.01土 0.05

(g%) 0.64::1: 0.04 0.65土 0.05 0.65土 0.04
Pituitary (mg) 20.1土 2.7 19.1土 3.5 17.6土 2.2 

(mg%) 6.3 ::1: 0.7 6.2土 1.3 5.7土 0.9 
Thyroids (mg) 19.3土 4.6 20.2土 3.7 19.4 ::1: 2.5 

(mg%) 6.0土 1.4 6.5土 1.1 6.3士 1.2 
Thymus (mg) 300土 94 285土 58 320土 51 

(mg%) 94土 27 93土 20 103土 15 
Heart (g) 0.99土 0.09 1.01土 0.11 1.03土 0.11

(g%) 0.31 ::1: 0.02 0.33土 0.04 0.33土 0.04
Liver (g) 7.88::1: 0.64 7.45土 0.50 7.68::1: 0.72 

(g%) 2.48土 0.14 2.42::1: 0.13 2.47::1: 0.21 
Spleen (mg) 561土 54 595 ::1: 91 589士 72 

(mg%) 176土 10 193土 28 189土 16 
Kidneys (g) 2.03::1: 0.10 1.99土 0.15 2.20土 0.19

(g%) 0.64土 0.05 0.65::1: 0.07 0.71土 0.07
Adrenals (mg) 66.1土 14.6 66.2土 6.9 75.0土 6.3 

(mg%) 20.7土 4.2 21.5土 2.1 24.1土 2.0 
Ovaries (mg) 93.9 ::1: 9.4 83.3土 7.0 89.6土 12.5

(mg%) 29.6土 3.1 27.1土 3.0 28.8土 3.1 

Uterus (mg) 543 ::1: 32 753土 186市 734土 97ホ

(mg%) 171土 17 243土 54 ** 236土 30市

E
-
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Each value shows mean士S.D.
Significantly different合omcontrol group♂:Pく0.05，判:P<O.OI). 



Study No. 100523 

Histopathological findings of dead male rats in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 53 

空竺旦
E正弘
Grade 

Findings 

Whole organs and tiSSl邸 I [2]d) 

Postmortal change I 0 

J吋OO~ I ~ 
Vacuolization， lamina propria I 

Kidney I [2] 

Hyperplasia， transitional epithelium I 

Urinary bladder I [2] 

Hyperplasia， transitional epithelium I 0 

U~~ I ~ 
Hype叩lasia，transitional epithelium I 0 

Testis I [2] 

Atrophy， seminiferous tubule I 
Epididymis I [2] 

Cell debris， lumen I 1 1 1 0 0 0 

8) Examined for the he制， lung， trachea， Iiver， pancreω， sublingual gland， submandibular gland， esophagus， stomach， duodenum， jejunum， i1eum， cecum， colon， rectum， thymus， 

spleen， submandibular Iymph node， mesentric Iympha node， kidney， urinary bladder， urethra， testis， epididymis， seminal vesicle， prostate， pituitary， adrenal， thyroid， parathyroid， 

cerebrum， cerebellum， medulla oblongata， spinal code， sciatic nerve， eyeball， Harderian gland， bone (stemum or femur)， and bone m町 ow(stemum or femur). 

b) No abnormality detected. 

c) Abnormality detected. 

d) Number in brackets is number ofmales examined. 

Grade of histopathological findings: ::1:: slight， +: mild， 2+: moderate， 3+: marked. 

si1ane， ethenyltrimethoxy-
10008
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Study No. 100523 

Histopathological findings of dead female rats in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 54 

生虫E
E正弘
Grade 
Findings 

Whole organs and tissues I [1]d) 
Postmortal change I 0 

He制 I[1] 
Cellular infiltration I 0 

Kidney I [1] 
Hype中lasia， transitional epithelium I 0 

Urinary blad伽 I[1] 

Hyperplasia， transitional epithelium I 0 1 1 0 0 0 

a) Examined for the he制， lung， trachea， liver， pancreas， sublingual gland， submandibular gland， esophagus， stomach， duodenum， jejunum， ileum， cecum， colon， rectum， thymus， 

spleen， submandibular lymph node， mesentric lympha node， kidney， urinary bladder， urethra， ovary， uterus， vagina， pituitary， adrenal， thyroid， parathyroid， cerebrum， cerebellum， 

medulla oblongata， spinal co仇 sciaticnerve， eyeball， Harderian gland， bone (stemum or femur)， bone marrow (stemum or femur)， and mammary gland. 

b) No abnormality detected. 

c) Abnormality detected. 

d) Number in brackets is number offemales examined. 

Grade ofhistopathological findings:土:slight， +: mild， 2+: moderate， 3+: marked. 

si1ane， ethenyltrimethoxy': 
1000a) 

土 + 3+ 

。
。
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Table 55 Histopa曲。logicalfindings of male rats叩 terrnmatl叩 ofadministration period in combir同 repeatdose and r句roductiveldevelopmentaltoxicity screening test 
ofsilane， e出enyl甘imethoxy-by oral administration 

Study No. 100523 

Group Con官。l silanc， ethcnyltrimethoxy-

mg!kg 0・} 62.5町 250・} 1000・}

Grade N' A"' 土 + 2+ 3+ N" A叫 土 + 2+ 3+ N' A"' 土 + 2+ 3+ N" A"' 土 + 2+ 3+ 
Findings 

Heart [6]') (0) (0) (5) 
Cellular infil甘ation 5 。。。 5 。。。。。

Lung (6) (0) (0) (5) 
Accumulation，自barncell 6 。。。。。 4 。。。
Mineralization， vascular wall 5 。。。 3 2 2 。。。

Duod閉 山n (6) (6) (6) (5) 
Vacuolization， lamina propria 6 。。。。。6 。。。。。5 。。。 2 3 3 。。。* #岸

J句山町 (6) (6) (6) (5) 
Vacuolization， lamina propria 6 。。。。。6 。。。。。5 。。。 。5 。5 。。** 

lIeum (6) (6) (6) (5) 
Vacuolization， larnina propria 6 。。。。。6 。。。。。6 。。。。。 3 2 2 。。。

Mesenter同 Iymphnode (6) (6) (6) (5) 
Vacuoli四ItlOO，smus 6 。。。。。6 。。。。。6 。。。。。 3 2 2 。。。

Kidney (6) (6) (6) (5) 
Hyperplasia， transitional epithelium 6 。。。。。6 。。。。。6 。。。。。 。5 。5 。。** 
Pyelonephritis 6 。。。。。6 。。。。。6 。。。。。 。5 。3 2 。** 
Regcn町al1on，町1s町yωb叫e 6 。。。。。5 。。。6 。。。。。 5 。。。。。

Urinary bladdcr (6) (6) (6) (5) 
Hype叩1回la，町ansitionalepi出eli凶n 6 。。。。。4 2 2 。。。。6 5 。。** 。5 。5 。。"岸

Urethra (6) (6) (6) (5) 
Hyperplasia， transitional epi出el山 n 6 。。。。。6 。。。。。6 。。。。。 4 3 。。" 韓韓

Testis (6) (6) (6) (5) 
Atrophy， serniniferous tubule 6 。。。。。6 。。。。。6 。。。。。 4 。 。。
Degeneration， seminiferous tubule 6 。。。。。6 。。。。。6 。。。。。 4 。。。
Vacuoli回tion，Sertoli cell 6 。。。。。6 。。。。。6 。。。。。 4 。。。
Retention， spermatid 6 。。。。。6 。。。。。6 。。。。。 4 。。。

Epidid:戸ms (6) (6) (6) (5) 
Decre田e，sperm 6 。。。。。6 。。。。。6 。。。。。 3 2 2 。。。
Cell debris，l山nen 6 。。。。。6 。。。。。6 。。。。。 3 2 。。

Thyroid (6) (0) (0) (5) 
Ectopic， th抑mcI1ssue 5 。。。 5 。。。。。

-
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Examined for the heart， 1凶 g，回ch回， Iiver，pancreas， sublin餌laIgland， submandibular gJ副d，国ophag1岨， stomach， duodenum， jcjunum， i1eum， cecum，∞lon， rectum，白ymus，splcen， submandibular Iymph node， mesentric Iympha node， 

kidney， urinary bladder，町ethra，testis， epididymis， seminal vesicle， prostate， pituitary， adrenal， thyroid， p町a白yroid，cerebrum， cerebellum， medulla oblongata， spinal code， sciatic ne円 e，eyeball， Harderian gland， bone (sternum or自己m町)，

and bone m町 'ow(stemum or fem叫

b) Examined for出cduoden山n，JeJun山n，i1e凹n，由ymus，m田町tericIymph node， kidney， urinary bladder， urethra， t回tis，cpididymis， and thyroid. 
叫 Noabnormality detected 

d) Abnormality detected. 

.) Number in brackets is n凶nb町 ofmalesex副nined
Grade ofhistopathological findings:土:slight， +: mild， 2+: moderate， 3+: mark“-
No rernarkable changes w町eseen in the trachea， Iiv町， p阻 creas，sublingual gJand， submandibular gJand， esophagus， stomach， c民 間1，∞lon，r田tum，sple聞， submandibul町Iymphnode， serninal vcsicle， prostate，抑制It副'Y， adrenal， parathyroid， 
回rebrum，cerebellum， medulla oblongata， spinal codc， sciatic nervc， eyeball， Harderian gJand， bone (sternum or fern町)， or bonc m町 ow(stemum or fern町)in伽 controlor 1000 mglkg group 
No remarkable changes w町eseen in thc thymus in出econtrol， 62.5， 250， or 1000 mglkg group. 
Si伊 ific回 tlydifferent骨'omcon甘01group (・ P<0.05，**: P<O.OI) 
Si伊 ificantlydifferent by dose rcsponse test (#: P<O.OS， ##: P<O.OI). 



Study No. 100523 

Histopathological findings of fcmalc rats on tcrrnination of adminis回 tionp町iodin combinωr句eatdose阻 dreproductiveldevelopm開 祖Ito"icity scr開 nmgtest
of silane， ethenyltrimethoxy-by oral administration 

Group Con甘01 silane， ethenyl凶metho"y-
mg/kg 0・} 62.5.) 250町 1000' 
Grade N' Aa) 土 + 2+ 3+ N' A叫 土 + 2+ 3+ N' A町 土 + 2+ 3+ N') Aa) 土 + 2+ 3+ 
Findings 

Lung [6]') [0] [0] [6] 
Accumulation， foam cell 6 。。。。。 5 。。。

Liver [6] [0] [0] [6] 
N民間剖s，hepatocyte， focal 5 。。。 6 。。。。。

Duodenum [6] [6] [6] [6] 
Vacuolization， lamina propria 6 。。。。。6 。。。。。5 。。。 4 2 2 。。。

J句山田n [6] [6] [6] [6] 
Vacuoli四 tion，lan羽田propna 6 。。。。。6 。。。。。6 。。。。。 。6 。6 。。•• 

Thymus [6] [6] [6] [6] 
A甘ophy，∞rte"and medulla 6 。。。。。6 。。。。。6 。。。。。 4 2 2 。。。

Mesenteric Iymph node [6] [6] [6] [6] 
Vacuol回 tlon，smus 6 。。。。。6 。。。。。6 。。。。。 3 3 2 。。. 

Kidney [6] [6] [6] [6] 
Hyperplasia，町阻sitionalepitheli山n 6 。。。。。6 。。。。。6 。。。。。 3 3 2 。。-軸

Regeneration， urin町ytubule 6 。。。。。6 。。。。。6 。。。。。 3 3 3 。。。• # 

Pyelitis 6 。。。。。6 。。。。。6 。。。。。 4 2 2 。。。
Hydronephrosis， right 6 。。。。。6 。。。。。6 。。。。。 5 。。 。
Cyst 6 。。。。。5 。。。6 。。。。。 6 。。。。。

Urinary bladdcr [6] [6] [6] [6] 
Hypcrplasia，甘聞剖tional句t白eli山n 6 。。。。。6 。。。。。。6 5 。。

-ー-

。6 。6 。。.‘昔
Urethra [6] [6] [4] [6] 
Hypc巾l回la，甘ansitionalep抽出国n 6 。。。。。6 。。。。。4 。。。。。 4 2 2 。。。
Metaplasia， k町atinizeds甘atifiedsqu町nousepitheli凹n 6 。。。。。6 。。。。。4 。。。。。 4 2 。2 。。
Necrosis， epi出eli山n 6 。。。。。6 。。。。。4 。。。。。 5 。。 。
Cellular intiltration 6 。。。。。6 。。。。。4 。。。。。 4 2 。。

Table 56 

E"amined for山 he回， Iung，甘'achea，liver，pancr即， sublin仰 Igland， subm阻dibul町gland，回ophagus，stomach， duodenum， jejunum， ileum， cecum， colon， rectum， thymus， spleen，印刷刷ibul町Iymphnode， mesentric Iympha node， 

kidney，叩n町ybladder， urethra， ov町y，ut自国， vagina， pituit町y，adrenal，白Iyroid，P町a由yroid，c町ebrum，cerebellum， med叫laoblongata， spinal∞de， sciatic ne刊 e，eyeball， Harderian gland， bone (stemum or fem町)，
bonem町 ow(stem山nor fem町)， andm副nm副ygland. 

b) E"amined for出eduodenum， jej山 um，ile胴.出ymus，mesenteric Iymph node， kidney， urin町 bladder，and urethra 
吋Noabnormality detected. 
d) Abnorm叫itydetected. 

叫 Number in brack剖sis number of females e"間四国d
Grade of histopathologic凋Ifindings: 010: slight， +: mild， 2+: mod町ate，3+: m町ked.
No remarkable changes were seen in the heart， trachea， pancr曲 s，sublingual gland， submandibular gland， esophagus， stomach， cec山n，colon， rectum， spleen， submandibular Iymph node， ov副y，ut町民 vagina，pituitary， adrenal， th戸oid，
parathyroid， cerebrum， cerebellum， medulla oblongata， spinal code， sciatic n町ve，eyeball， Harderian gland， bone (stemum or伽nur)，bone marrow (stern田nor fem町)， orm副nmarygland in the control or 1000 mg/kg group 
No remarkable changes were s田 nin the ileum in the control， 62.5， 250， or 1000 mg/kg group 
Signific聞dydi仔町聞t骨om∞n廿01group (': P<O.OS，": P<O.OI) 
Si伊lific回 tlydifferent by dose rcsponse test (#: P<O.OS). 
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Study No. 100523 

H目topa出ologic凶日ndingsof male rats叩岡1010atl叩 ofrecov田yperiod in combined r，句eatdose and r，句roductiveldevelopmentaltoxicity sc間四mgtest 
ofsil阻 e，ethenyl甘ime出oxy-by oral adminis町abon

Group Con甘01 silane. eth聞 yltrimethoxy-

mg!kg O' 62.5' 250・ 1000' 

Grade NT) A') 土 + 2+ 3+ NT) A') 土 + 2+ 3+ NT) A') 土 + 2+ 3+ NT) A') 土 + 2+ 3+ 
Findings 

Duodenum [6)d) [6) [6) [5) 
Vacuol四 tion，1町四napropna 6 。。。。。6 。。。。。5 。。。 3 2 。。

J句叩山n [6) [6) [6) [5) 
Vacuol四 tion，1国nmapropna 6 。。。。。6 。。。。。6 。。。。。 。5 。5 。0 ・・

I1eum [6) [6) [6) [5) 
Vacuolization， lamina propria 6 。。。。。6 。。。。。6 。。。。。 4 。 。。

Mesenteric Iymph node [6) [6) [6) [5) 
Vacuolization， sinus 6 。。。。。6 。。。。。6 。。。。。 4 4 。。。-・韓韓

Kidney [6) [6) [6) [5) 
Hype叩l師団，町町田itionalepitheli山首 6 。。。。。6 。。。。。6 。。。。。 。5 4 。。-・韓量
Regeneration， urin町ytubule 6 。。。。。6 。。。。。6 。。。。。 。5 2 3 。0 ・・##

Urinary bladd町 [6) [6) [6) [5) 
Hype叩lasia，transitional epi曲eli山首 6 。。。。。6 。。。。。 5 5 。。。. 。5 5 。。0 ・・##

Testis [6) [6) [6) [5) 
A甘'ophy，seminiferous tubule 5 。。。6 。。。。。6 。。。。。 5 。。。。。
Degeneration， seminiferous tubule 5 。。。6 。。。。。6 。。。。。 4 。。。
Vacuol四，tion，Sertoli ceIl 5 。。。6 。。。。。6 。。。。。 5 。。。。。
Retention， spennatid 6 。。。。。6 。。。。。6 。。。。。 4 。。。

Epidid戸ms [6) [6) [6) [5) 
CeIl debris， lum聞 4 2 2 。。。6 。。。。。6 。。。。。 5 。。。。。

Spleen [1) [0) [0) [0) 
Atrophy 。 。 。。

Table 57 

'】品。.

.) Examined for the duoden山n，JeJuo凶n，i1eum， thymus， mesenteric Iymph node， kidney，町in町ybladder， urethra， testis， and epididymis. 
b) No abnonnality det町ted

吋 Abnonnalityd国ected.

d) Number in brackets is number of males examined 
Grade ofhistopathological findings土 slight，+: mild， 2+: moderate， 3+: marked 
No remarkable ch聞 geswere se聞 inthe thymus or町ethr・-
Signific回t1yditferent昔omcon甘01group (・:P<0.05， ..: P<O.OI) 
Si停11日cantlyditferent by dose response test (再#:P<O.OI) 



Study No. 100523 

Histopathological findings offemale rats on termination ofrecov町yp町iodin combined rep回 tdose and開productiveldevelopmen阻Ito田Cityscreening test 
of silane， ethenyltrimethoxy. by oral administration 

Qroup Con官。l 剖lane，国henyltrim国hoxy.
mg/kg 0・} 250・} 1000・}
Grade N" A' 土 + 2+ 3+ N" A" 土 + 2+ 3+ N" A' 土 + 2+ 3+ 
Findings 

Duodenum (6)d) (6) (6) 
Vacuolization， lamina propria 6 。。。。。6 。。。。。 5 5 。。。-・ 韓韓

J句unum (6) (6) (6) 
Vacuolization， 1町羽田propna 6 。。。。。6 。。。。。 。6 。6 。。** 

Mes聞 tericIymph node (6) (6) (6) 
Vacuoli四 lion，smus 6 。。。。。6 。。。。。 3 3 3 。。。• # 

Kidney (6) (6) (6) 
Hyp町plasia，町阻sitional明白elium 6 。。。。。6 。。。。。 3 3 3 。。。• 岸

Reg田町atlOn，unn町y制bule 6 。。。。。6 。。。。。 2 4 4 。。。* #韓

Urinary bladder (6) (6) (6) 
Hyp町pl回 1a，町間sitionalep仙 eli山n 6 。。。。。。6 5 。。** 。6 4 2 。。-・ 韓韓

Urethra (5) (5) (6) 
Hyperplasia， tr副四itionalepitheli山n 5 。。。。。5 。。。。。 5 。。。

Table 58 

Examined for曲eduod閉山n，JeJun山首， ile山首，白戸nus，mesentenc Iymph node， kidney， urin町ybladder， and urethra 
b) No abnonnality detected. 

，) Abnonnality det田 ted

d)N山nb町田 brackets四n山nb町 offl町lalesexamined 
Grade ofhistopathological自ndings土 slight，+: mild， 2+・mod町'ate，3+: markω 
No remarkable changes w町ese聞 inthe ileum or thymus 
Significantly diffi町田t骨omcon甘01group (・:P<0.05， **: P<O.OI). 
Signific削 Iydiffi町間tby dose response test (再 P<0.05，州 P<O.OI)

-
】
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Reproductive functions ofmale rats and female rats in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 59 

Group Control silane， ethenyltr加 ethox・

mg!kg 。 62.5 250 1000 
Number offemales 12 12 12 11 
Number ofestrous cases before pairing (14 days) 
Mean土S.D. 3.2 土 0.4 3.2 土 0.4 3.1 :!: 0.3 2.5 :!: 0.7ホ

Number ofpairs 12 12 12 11 
Number ofpairs with successful copulation 12 11 11 10 

COPlJlation_jndex (%) a) 100.。 91.7 91.7 90.9 
Number of conceiving days 
Mean:!:S.D. 2.8 :!: 1.4 1.8 土1.3 2.8 :!: 3.8 4.7 :!: 2.4 
Conceiving days 1・5 12 II 10 7 
Con~eiving <iays 孟6 。 。 3 

Number of pregnant females 12 11 11 10 
Fe耐Iityindex (%) b) 100.。 100.0 100.。 100.0 

a): (Number ofpairs with success向Icopulation / number ofpairs)xl00. 
b): (Number ofpregnant females / number ofpairs with successful copulation)xlOO. 
Significantly different合omcontrol group什:Pく0.05).

'-h抽∞・
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Observation ofpups (F1) in combined repeat dose and reproductive/development toxicity screening test 

of silane， ethenyltrimethoxy-by oral administration 

Table 60 

Group Control silane， ethenyltl加 ethoxy-

m肘cg 。 62.5 250 1000 
Number of dams 12 II II 10 
Length of gestation (days) 22.2土 0.4 22.5土 0.7 22.5土 0.5 22.6土 0.5 
Pregnancy days孟 21 。 。 。 。
Pregnancy days = 22 10 7 5 4 
Pregnancy days註 23 2 4 6 6 

Corpora lutea 16.7土 1.8 16.3土 3.5 15.8土 1.5 15.6土 1.3 
lmplantation scars 15.0土 1.5 14.5土 4.3 14.5土 1.9 13.7土 1.3 

lmplantation index (%) a) 90.1土 6.4 87.2土 17.7 91.3 ::1: 7.6 88.0土 6.8 

Gestation index (%) b) 100.。 100.。 100.0 100.。
Pups bom 14.3土 1.6 13.3 ::1: 4.6 13.9土 1.9 12.9土 l.l 
Stillbirths 0.4 ::1: 0.7 0.1土 0.3 0.3土 0.5 0.2土 0.6 
Live pups bom 13.9 ::1: 1.7 13.2土 4.6 13.6土 1.7 12.7土 l.l 

Sex ratio at birth c) 1.74土 1 .25 0.96::1: 0.73 (10) 0.94 ::1: 0.54 1.18土 0.77
(Total male/total female) 94/73 61/84 68/82 63/64 

Delivery index (%) d) 92.9 ::1: 7.7 88.7土 13.5 94.7土 6.3 93.1土 7.3 

Birth index (%) e) 92.8土 7.7 88.6::1: 13.5 94.6土 6.3 93.0土 7.3 

Live birth index (%)町 97.2土 4.5 99.4土 2.1 98.2土 3.1 98.6 ::1: 4.4 
Live pups on Day 4 of lactation 13.8 ::1: 1.7 12.9土 4.4 13.5土 1.7 12.4 ::1: l.l 

Sex ratio on Day 4 of lactation c) 1.74土 1 .24 0.97土 0.72 (10) 0.93土 0.53 1.14土 0.80
(Total male/total female) 94/72 61/81 67/81 60/64 

Viability index (%)ω 99.4土 2.0 98.3 ::1: 4.1 98.7土 2.8 97.7土 5.0 

Extemal abnormalities (%) h) 0.0土 0.0 0.0土 0.0 1.2土 4.0 0.0土 0.0 
Acaudate 0.0土 0.0 0.0土 0.0 1.2 ::1: 4.0 0.0土 0.0 

'-品。'

b): (Number of dams with Iive pups/number of pregnant dams)x 100. 
d): (Number of pups bomlnumber of implantation scars)x 100. 
。:(Number of Iive pups bomlnumber of pups bom)x 100. 
h): (Number ofpups with 倒的alabnormalities/number oflive pups)x 100. 

Each value shows mean ::1: S.D. per dam. 
Figures in parentheses indicate number of dams. 
a): (Number of implantation scars/number of corpora lutea)x 100. 
c): Number ofmale pups/number offemale pups. 
e): (Number oflive pups bomlnumber ofimplantation scars)x 100. 
g): (Number of Iive pups on Day 4/number of Iive pups bom)x 100. 



Study No. 100523 

Delivery conditions and nursing conditions of dams in combined repeat dose and reproductive/developmental toxicity screening 
test of silane， ethenyltrimethoxy-by oral administration 

Table 61 

Group mglkg Number of dams and Delivery Nursing conditions 
delivery conditions/nursing conditions cゅnditions Qays of lactation 。 2 3 4 

Control 。Number of dams 12 12 12 12 12 12 
Normal 12 12 12 12 12 12 

silane， ethenyltrimethoxy- 62.5 Number of dams 11 11 11 11 11 11 
Normal 11 11 11 11 11 11 

250 Number of dams 11 11 11 11 11 11 
Normal 11 11 11 11 11 11 

1000 Number of dams 10 10 10 10 10 10 
Normal 10 10 10 10 10 10 

--一明。'
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General signs ofpups (F() in combined repeat dose and reproductive/developmental toxicity screeming test 

of silane， ethenyltrimethoxy-by oral administration 

Table 62 

Group mg!kg Number ofpups Days of lactation 
and general signs 。 2 3 4 

Control Number ofpups 172 167 166 166 166 。 Normal 167 166 166 166 166 

Death 5 。。 。
silane， ethenyltrimethoxy- Number ofpups 146 145 145 144 143 

62.5 Normal 145 145 144 143 142 

Death 。
Number ofpups 153 150 149 148 148 

250 Normal 150 149 148 148 148 

Death 3 。。
Number ofpups 129 127 125 124 124 

1000 Normal 127 125 124 124 124 
Death 2 2 。。--一凶-・
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Body weights ofpups (F() in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 63 

Groul' Control silane， ethenyltrimethoxy-
m糾<g 。 62.5 250 1000 
Number of dams 12 11 11 10 
Male weight 
Days of lactation 。 6.7 ~ 0.6 6.6土 0.8 7.0土 0.7 6.8土 0.7

4 10.7土 1.0 10.5土 1.7 10.7土 1.1 10.5 ~ 0.7 
Female weight 
Days of lactation 。 6.3土 0.4 6.3 ~ 0.6 (10) 6.8 ~ 0.6 6.5土 0.5

4 10.1土 0.9 9.8土 1.2 (10) 10.6土 1.0 10.3土 0.6
Mean pups weight 
Days of lactation 。 6.6土 0.5 6.6 ~ 0.8 6.9土 0.6 6.7土 0.6

4 10.4土 0.9 10.3土 1.7 10.7土 1.0 10.4土 0.7
Litter weight 
Days of lactation 。 91.0土 9.0 83.4土 25.5 93.9 ~ 14.4 84.7土 7.9

4 143.4土 11.7 126.8 ~ 35.1 142.8土 18.0 128.6土 10.5市

--一明
M
B

Each value shows mean (g)土 S.D.per dam. 
Significantly different from control group (市:P<0.05). 
Figures in parentheses indicate number of dams. 
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Necropsy findings of dead pups (F.) in combined repeat dose and reproductive/developmental toxicity screening test 
of silane， ethenyltrimethoxy-by oral administration 

Table 64 

Group Control silane!~thenyltrimethox ・
mg/kg 。 62.5 250 1000 
Number of dams 5 2 4 2 
Number ofpups 6 2 4 3 
Normal 6 2 3 3 
Abnormal 。 。 。
Lung 
Atrophy 。 。 。

'-一団凶・
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Necropsy findings ofpups (F() in combined repeat dose and reproductive/developmental toxicity screening test 

of silane， ethenyltr加 ethoxy-by oral administration 

Table 65 

Group Control silane，_ ethenyltrilTlet_~~_.. 
mglkg 。 62.5 250 1000 
Number of dams 12 11 11 10 
Number ofmale pups 94 61 67 60 

Normal 94 61 67 59 
Abnormal 。 。 。
Kidney . 
DiI~atio_1!，_Eelvis 。 。 。

Number of dams 12 10 11 10 
Number offemale pups 72 81 81 64 
Normal 72 81 81 64 
Abnormal 。 。 。 。

--一凶ム'



-hxo召
ω日
明
主
旨
ω吾
ω
6
5
-
-
ご。
ω担
芯
EHm
官。
-E2υ

N

国

υH国
υあ
点
。
門
岡
山

υ)

円

N
m
o
o
-
-

。zh宮
S

∞

-
・
凶
戸
出

-155 -
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-0-Control group 

-D-silane， ethenyltrimethoxy-group at 62.5 mg/kg 

マ公-silane， ethenyltr・凶ethoxy-group at 250 mg/kg 

ベr-silane， ethenyltrimethoxy-group at 1000 mg/kg 
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Body weights of male rats in combined repeat dose and reproductive/developmental toxicity screening test of 
silane， ethenyltrimethoxy-by oral administration 

Fig.2 
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-0-Control group 

f子 silane，ethenyltrimethoxy-group at 62.5 mglkg 

営費問

ゼト silane，ethenyltrimethoxy-group at 250 mglkg 

ベ7-silane， ethenyltrimethoxy-group at 1000 mglkg 
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Body weights offemale rats in combined repeat dose and reproductive/developmental toxicity screening test of 
silane， ethenyltrimethoxy-by oral administration 

Fig.3 
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ベ)-Control group 

ゼト silane，ethenyltrimethoxy-group at 250 mglkg 500 

ベi-silane， ethenyltrimethoxy-group at 1000 mglkg 
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-0-Control group 

-0-silane， e出enyltrime白oxy-group at 62.5 mglkg 

ゼケ silane，ethenyltr泊施thoxy-group at 250 mglkg 

...l:J-silane， ethenyltr泊施出oxy-group at 1000 mglkg 
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Fig.5 
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-0-Control group 

モト silane，ethenyltrimethoxy-group at 62.5 mglkg 

吋包ー silane， ethenyltrimethoxy-group at 250 mglkg 

ベト silane，ethenyltrimethoxy-group at 1000 mglkg 
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ベ)-Control group 

ゼト silane，ethenyltrimethoxy-group at 250 mglkg 

ベト silane， ethenyltrimethoxy-group at 1000 mglkg 
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Individual general signs of male rats 

)
 

一t

一回

一m
r
N
N
N
N
N
N
N
N
N
N
N
N
一ロロ

o
-
m

百

r

-

-

-

h

U

3
一

一

一

一

n

i

-

-

-

一
O

一

-

一

芦

L

一h
一N
N
N
N
N
N
N
N
N
N
N
N
一ロロ

o一
(

・
t

-

-

-

一郎一
N
N
N
N
N
N
N
N
N
N
N
N
一ロロ

o一

有

4

-

-

E

E

-

-

-

i
圃

幽

固

・

一一陶一
N
N
N
N
N
N
N
N
N
N
N
N
琵
ロ

o一

一

;

:

回

同

一一切一
N
N
N
N
N
N
N
N
N
N
N
N
官
ロ

o一

一日一
l
一

一

一

一一
E
4
ぜ

4
4
4
4
4
4
4
4
4
4
T
2
3
一

一

百

Z
1
i
l
l
-
，a
'
a
I
'
a
1
1
1
1寸
E
a
l
-
-

-

t

-

-

-

一ω一N
N
N
N
N
N
N
N
N
N
N
N
一ロロ

o一

nu--E
』

-

-

-

1
・

・

・

・一h
一N
N
N
N
N
N
N
N
N
N
N
N
百
ロ

o
一

・t
圃

圃

園

高一
N
N
N
N
N
N
N
N
N
N
N
N
百
ロ

o一

n
ツ

聞

-

-

-

一h
一N
N
N
N
N
N
N
N
N
N
N
N
毘
ロ

o
一

-

e

t

-

-

一陥一
N
N
N
N
N
N
N
N
N
N
N
N
E
ロ

o一

n

-

-

-

-

-

同
一
一
間
一
4・
J
w
q
ぜ

q
J
w
t
J
w
q
t
t
t
一2
2
3
一

副
-
=
r
τ
I
P
A
下回
-
F
A
F

‘，A
事

a

，A
，A
，A下
A

，」・
1

2且

t
-

1
・

圃

回

・

1

・

幽

E

a

s

-

-

E

a

-

-

-

-

-

E

 

nu--b也

-

-

m

型一回一一
N
N
N
N
N
N
N
N
N
N
N
N
一円山口

o一

“一
7
一F
一

一

一

g

E

E

-

-

-

E

 

o

-

-

-

-

-

s
-
-
n
q
t
t
t
t
d
w
q
J
w
d
w
呼
ぜ
げ
1
2
2
3
-

U4
百

r-
，i
'』
、

i
m
l
'
i
'
l
胃

i
'
l
胃

l'i'l'i-
，t'it--

a

u

-

-

-

-

-

D
-
'

一

一

一

E

r

i

-

-

一一陥一
N
N
N
N
N
N
N
N
N
N
N
N
古
ロ

o一

言

。

-

-

-

-

一一
h

一N
N
N
N
N
N
N
N
N
N
N
N
百
ロ

o
一

-
-
t開
園

圃

一一陥一
N
N
N
N
N
N
N
N
N
N
N
N
百
ロ

o一

-，、d
-

-

E

E

-
-
h

一NN
N
N
N
N
N
N
N
N
N
N
百
ロ

o
一

-

;

E

m

-

-一畑一
N
N
N
N
N
N
N
N
N
N
N
N
古
ロ

o一

一

凋

匂

-

-

一

-

一一
h

一N
N
N
N
N
N
N
N
N
N
N
N
E
ロ
o
一

-

E

t

-

-

-

一一恥一
N
N
N
N
N
N
N
N
N
N
N
N
百
ロ

o一

-弓‘d
E

同

』

同

一一
h
一N
N
N
N
N
N
N
N
N
N
N
N
百
ロ

o一m

-

-

J

E

E

-

-

-

-

-

M

聞

I

-

申

-

-

'

a

-

-

H

-

-

e

E

 

E

r

i

-

-

t

 

一一切一
N
N
N
N
N
N
N
N
N
N
N
N
古
口

O
E

E

・I
・

-

-

-

一2
一

一

一

一

m

一
-

-

-

E

A

U

--w一N
N
N
N
N
N
N
N
N
N
N
N
一ロロ

o一日

--，
.

-

-

-

a

目

ai-

-.一

-

T

n

-

-

-

E

F

a

a

 

-

-

t

M

-

同

一一四一
N
N
N
N
N
N
N
N
N
N
N
N
百
ロ

O
E

-

-

-

t

-

i

-

-

Z

H

r

 

圃

圃

圃

司

，一h一
N
N
N
N
N
N
N
N
N
N
N
N
古
ロ

o一伽

-

-

-

-

a

u

 

圃

-

-

r

幽

・

Et

-

-

-

e

a

 

-

-

-

1

 

-

-

-

n

 

・

・

・

1

一

一

間

一

m

-

E

1

山

町

守

口

・

一1
2
3
4
5
6
7
8
9
0
1
2
一
醐
一

a

m

z
u
n
υ
n
u
n
υ
n
u
n
v
n
u
n
u
n
U
1
a
1
a
2
z
r川

-
E
'
L
e
u

-
-
1
1
1
1
1
1
1
1
1
1
1
一
副
司
丸
一
.
m
m
副

M
I
l
l
-
-
1
1
1
1
1
1
1
?
ト

a
t
R
I
v

5
0
0
0
0
0
0
0
0
0
0
0
-
創

-e
口

h

一M
M
M
M
M
M
M
M
M
M
M
M
一
帥
一
B
陶
M
M

U

-

e

l

l

 

F

一軒

N

A

Appendix 1-1 

u-o-t
 

a畠

o

d

一N
位
一
層

明
で
副

α
一M

'
】
ふ
M
B



Study No. 100523 

14 15 
Pre Post Pre Post 

MOIIOI N N N N 
MOII02 N N N N 
MOII03 N N N N 
MOII04 N N N N 
MOII05 N N N N 
MOII06 N N N N 
MOII07 N N N N 
MOIIO唱 N N N N 
MOII09 N N N N 
MOIIIO N N N N 
MOIIII N N N N 
M01112 N N N N 

Numbcr ofmaJcs 12 12 12 12 
N 12 12 12 12 
A o  0 0 0 

Pre: Before administration， Post: after administr創lon.
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(Continued) Individual general signs ofmale rats 
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(Continued) Individual general signs ofmale rats 
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(Continued) Individual general signs ofmale rats 
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(Continued) lndividual general signs ofmale rats Appendix 1・2
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Individual general signs of male rats 
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(Continued) Individual general signs ofmale rats 
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(剖lane，ethenyltrimetho味y-group at 250 mg/kg) 
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M03307 N N N N 
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M03312 N N N A，B 

Nwnb町 ofm副田 12 12 12 12 
N 12 8 12 6 
A 0 0 0 3 
B 0 4 0 5 
D o  0 0 0 

Pre: Before administration， Pωt: after administr瓜lon.
N: Normal 
A: Salivation. 
B: Soiled hair 
D: Reddish urine 
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(Continued) Individual general signs ofmale rats 
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(Continued) 
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(Continued) Individual general signs of male rats Appendix I・3
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Days of administration 
1 2 3 4 5 6 7 8 9 10 11 12 13 

Pre~~~~~~~~~~~~~~~~~~~~~~~~~唱t

MOヰヰ而 N D N B，D N N B B B B B B N B N A，B，D N A，B，D D A B B N B，D B B 
M04402 N B，D N B，D N N N B，D N N N B，D N B N A，B，D N B N A，B N B N B N B 

M04403 N B，D B B，D N B N B，D N B N B，D N A，B，D N A N A，B，D D A，B，D N A N A，B N A，B，D 
M04404 N B N B N N N B，D N B N B N A，B N B N A，B N A，B N A N A，B N A 
M04405 N D N N N N N B，D N B，D B B N A N A N A N B N B N B N A，B 
M04406 N B N B，D B B N B，D N B N B N A，B N A，B，D N A，B，D N B N B N A，B N A，B 
M04407 N B N B N B，D N B，D N B，D N B N B，D N B，D N B N A，B N A，B N A，B N A，B 

M04408 N N B 臥D N N B B B B B B N B，D B B，D N B N B，D N B N B N B 
M04409 N B，D N B，D N B N B N B，D N B N B N A，B N A，B N A，B N B N A，B N B 
M044 1 0 N B N B N B N B N B N B N N N A，B N A，B N A，B N A，B N A，B N B 

M044 1 1 N B，D N B，D N N N B N N N B N A N A，B N A，B N A，B N A，B N A，B N B 
M04412 N N N B，D N B，D，H B B，D N B N B N B N A N B N A B A，B N A，B N A 

Numberofm蜘 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 

N 12 2 10 1 11 6 9 0 10 2 9 0 12 1 11 0 12 0 10 0 10 0 12 0 11 0 

A 0 00000000000050 90809060806  
B 0 8 2 11 1 6 3 12 2 10 3 12 0 9 1 9 0 11 0 10 2 10 0 12 1 10 
C 0 00000000000000 00000000000  

D 060802070302030 50322000101  
E 0 0 0 000000000000 00000000000  
F 0 0 0 000000000000 00000000000  

G 0 0 0 000000000000 00000000000  
H 0 0 0 001000000000 00000000000  

I 000000000000000 00000000000  
J 000000000000000 00000000000  
Z00000 000000000000000000000  

Pre: Before administration;Post: after administration. ------ (Continued) 

N:No明百al.
A: Salivation 
B: Soiled h圃lr

C: Decrease in 10∞motor activity 
D: Reddish urine. 
E: Hypotherm旧

F: Perioral smudge 
G: Perianal soil. 
H: Diarrhea 
1: Bradypnea. 
J: Piloerection. 
Z: Death 

IndividuaI general signs of male rats 

(silane， ethenyltrimethoxy-group at 1000 mglkg) 

MaleNo 

Appendix 1-4 
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Days of administration 
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(Continued) Individual general signs ofmale rats 

ゆ
A
B
B
ゆ
B
B
N
N
ゆ

N
N
N
N
N
N
N
N
N
N
 

D

B

B

B

B

 

R
u
'
ロ
u
'
'
E
u
'
M川
口

UAA

A

A

A

A

A

 

N
N
N
N
N
N
N
N
N
N
 

B

B

B

R

U

B

 

-
'
B
'
'
A
'
N
B
A
 

A

A

A

A

A

 

N
N
N
N
N
N
N
N
N
N
 

D

B

B

B

 

，B

，A

，A
N
N
 

B

A

A

A

 

N
N
N
N
N
N
N
N
N
N
 

D

B

B

B

B

B

 

，
，
，
N

N

，A

，A
 

A

A

A

A

A

A

 

N
N
N
N
N
N
N
N
N
N
 

N
ゆ
B
B
A
A
B
N
B
ゆ

N
N
N
N
N
N
N
N
N
N
 

RURU 

B

N

，，
N
B
B
A
'
B
 

A

A

 

N
N
N
N
N
N
N
N
N
N
 

E
U
R
U
R
u
n
u
n
u
n
u
 

D

，，
B

A

，B
'
'
'
 

A

A

A

B

A

A

 

N
N
N
N
N
N
N
N
N
N
 

R

U

R

U

R

U

R

U

 

ロM
，Runu

，ロ
u
R
U
M円
，
，

A

A

A

A

 

N
N
N
N
N
N
N
N
N
N
 

n

E

n

E

E

u

n
ロ

B

，B
B

，B
B
B

，， 

A

A

A

A

 

10 10 
10 2 
o 4 
o 7 
o 0 
o 0 
o 0 
o 0 
o 0 

o 0 
o 0 
o 0 
o 0 
(Continued) 

ω
1
6
8
0
1
0
0
0
0
0
0
0
 

ω
ω
0
0
0
0
0
0
0
0
0
0
0
 

m
l
7
7
0
0
0
0
0
0
0
0
0
 

ゆ

ω
0
0
0
0
0
0
0
0
0
0
0

m
2
6
6
0
1
0
0
0
0
0
0
0
 

問

ω
0
0
0
0
0
0
0
0
0
0
0

問

2
8
6
0
1
0
0
0
0
0
0
0

ω
ω
0
0
0
0
0
0
0
0
0
0
0
 

ω
2
4
6
0
0
0
0
0
0
0
0
0
 

ω
ω
0
0
0
0
0
0
0
0
0
0
0
 

ω
2
4
7
0
0
0
0
0
0
0
0
0
 

ω
ω
0
0
0
0
0
0
0
0
0
0
0
 

ω
0
6
8
0
2
0
0
0
0
0
0
0
 

ω
ω
0
0
0
0
0
0
0
0
0
0
0
 

ω
1
4
9
0
0
0
0
0
0
0
0
0
 

ω
ω
0
0
0
0
0
0
0
0
0
0
0
 

N
N
N
N
N
N
N
N
N
N
Z
一日

ω
0
0
0
0
0
0
0
0
0
0
1

ω
0
4
m
0
0
0
0
0
0
0
0
0
 

Post 

B 
A，B 
B 
B 
A，B 
B 
B 
B 

A，B 
N 

Bε主L色!d
11 

3 
10 

0 

0 

0 

16 

G
-

h

一Z
N
N
N
B
N
N
B
N
N
N
W
一ロ
8
0
3
1
0
1
1
1
0
0
0
l

B
 

Appendix 1-4 

(silane， ethenyltrimethoxy-group at 1000 mg/kg) 

MaleNo. 

H
-

A

叫一涜

D

B

B

B

n

N

一!
2

・

E

，，
B

，B
B
B
B

，F
一口

0

4
口
2
1
1
1
1
1
0
o
o
-
-

P
一以

B

A

A

A

A

L

一

一

札

守

z

r

己

-o

m一
一

巳

一

一

山

一

四

-

司

E
g
a

一!一

E

7

一

一

.m

一閃

C

一NN
N
N
N
N
N
N
N
N
町
古
川

0
2
1
0
1
1
0
0
0
0
0
百

一
一

B

一

一

.M

-

-

-

『

'L・

-

「

'

U

H

-

T

R

一試一

C

B

B

B

B

'

一2

一M

f

一
一

M

B

，B
B
A
'
B

，B

，C
一1
0
5
H
2
0
0
0
0
1
0
0
0
一川

W'

一P
一B

A

A

A

A

'

一

一

花

・

11

4
一
一

l

B

一

一

ω

-

w

-一

-

-

D

a

d

-
-
‘
，

E

E

i

」
ヲ

a

一h
一町

N
N
N
N
N
N
N
N
N
B
B
一口

9
0
3
1
0
0
0
0
0
0
0
0
一

川

町

-

-

-

-

E

O

 

-

E

m

-

-

一

川

ω
E
6
W

-

-

巾

l
n
a
u

『

'

旬

園

』

wu

、E

・E

・-

E

U

ω

-

E

』

t

1
2
3
4
5
6
7
8
9
0
1
2
一

剛

一

刈

'
m
即

日

町

m
m
凶

a
泊
町

州

制

州

制

州

制

州

側

州

州

州

州

一

d
N
A
B
C
D
E
F
G
H
I
J
Z
一
伽
叫
訓
則
明
一
帥
曲
川
間
・
向
抑
制

h

附

附

附

附

附

附

問

問

問

問

問

問

一

M

K

m

u

脚

州

問

吋

mr
・m
m
a附
叫

ω
刷

戸

一

広

N
S
S
D
R
H
h
p
D
断

刊

以

N

L

H

N

K

B

R

C

D

.

E

P

し

G
H
E
上
去

--J可∞・



Study No. 100523 

Days of administration 
27 28 29 30 31 32 33 34 35 36 37 38 39 

下F下ost 下;「予OSt下F下ost 育「マost下F下ost 下F下ost 育「下ost 下Z下ost 下F下ost 下F下OSt下F下ost 下F下正予F下ost
M04401 Death on Day 16 ofadministration 
M04402 N A N N N B 
M04403 N A N A，B N A 
M04404 N N N A，B N A，B 
M04405 N B N A，B N A，B 
M04406 N A N A N A 
M04407 N B N A N A 
M04408 N B N B N N 
M04409 N B N A N A 
M044 10 N B N A，B N A，B 
M044 1 1 N A，B N N N B 
M04412 Death on 0町 17of administration 

NwnbcrofmaJcs 10 10 10 10 10 10 
N 10 1 10 2 10 1 
A 0 4 0 7 07  
B 0 6 0 5 0 5 
C 0 0 0 0 00  
o 000000  
E 0 0 0 0 0 0 
F 0 0 0 0 0 0 
G 0 0 0 0 0 0 
H 0 0 0 0 0 0 
1 0 00000  
J 0 000  0 0 
Zo  0 0 0 0 0 

Pre: Before administration. Post: after administration. 
N: Normal 
A: Salivation 
B: Soiled hair 
C: Decrease in locomotor activity 
0: Reddish urine. 
E: Hypothermia 
F: Perioral smudg団
G: Perianal soil 
H: Diarrhea 
1: Bradypnea 
J: Piloerection 
Z: Death. 

(Continued) lndividual genera1 signs ofmale rats 

(silane， ethenyltrimethoxy-gro叫pat 1000 mg/kg) 
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Study No. 100523 

A BCDEFGHI  JZ  
+ + + ++  ----+  
+ + - + 
+ + - + 
+ + - + 
+ + - + 
+ + - + 
+ +・+
+ + - + 
+ + - + 
+ + 
++-+  ------
+++++++++++  
12 12 12 12 12 12 12 12 12 12 12 

12 
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2 
11 
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2 
r石市ued)

(剖lane，ethenyltrimethoxy-gro叩 at1000 mglkg) 

MaleNo. 0ays of administration 
4o 41 42 

Pre Post Pre Post Pre Post 
M04401 Death on Day 16 ofadministr瓜ion
M04402 N B，D N A N B 
M04403 N N N A N A 
M~M N N N A N N 
M04405 N N N A，B N A，B 
M04406 N A N A N A 
M04407 N B N A，B N B 
M04408 N B N B N B 
M04409 N N N A N B 
M044 10 N A，B N A，B N A 
M044 1 1 N A，B N A，B N A，B 
M04412 Dea出onDay 17 of administration 

Nurnberofmal国 10 10 10 10 10 10 
N 10 4 10 0 10 1 
A 0 30905  
B 050506  
C 000000  
o 010000  
E 000000  
F 000000  
G 000000  
H 000000  
I 000000  
J 000000  
Zo  0 0 0 0 0 

Pre: Before administration， Post: after administration. 
N: Normal 
A: Salivation 
B: Soiled hair 
C: Decrease in 10∞岨lotoractivity. 
0: Reddish urine. 
E: Hypothermia 
F: Perioral smudge 
G: Perianal soil. 
H: Diarrhea. 
1: Bradypnea 
J: Piloerection. 
Z: Death. 
a): Number ofmales showing abnormal signs at least once between Days 1 and 43 ofadministration 
-: Not observed， +: observed. 

(Continued) Individual general signs ofmale rats Appendix 1-4 

Total'J 

43 

N
N
N
N
N
 

ε
J
P
2
n
u
n
u
n
u
n
u
n
U
A
U
A
U
n
u
n
u
n
U
A
U
 

s
-
∞。，



Study No. 100523 

(Continued) Individual general signs ofmale rats Appendix 1・4
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Individua1 general signs of female ra匂
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Study No. 100523 

(Continued) Individual general signs of female rats 

Days of administration 
15吾 16 T7 18 19 20 21 22 23 2ヰ 25 26 27 28 29 30 

下F下ost 予F下ost 百F下ost 下F下ost 宵F下ost 下Z下ost予F下E了下F下ost 下百下高下Z下ost予百予ost予百下ost下Z下ost 予百下ost下高下ost
F01sI N N N N N N N N 
F0l152 N N N N N N N N 
F0l153 N N N N N N 
FOl154 N N N N N N 
FOl155 N N N N N N 
FOl156 N N 
FOl157 N N 
F01158 N N 
F0l159 N N 
F0l160 N N 
F01161 N N 
F01162 N N N N N 

Number offemal田 12 12 8 8 8 
N 12  12 8 8 8 

Pre: Befo問 administration，Post: after administration 
・Commencementof pairing 
N: Nonnal 
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Study No. 100523 

Individual general signs of female rats Appendix 2・2
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Study No. 100523 

Days of administration 
15噂 16 17 18 19 20 21 22 23 24 25 26 27 28 2吾 30
Pre~~~~~~~~~~~~~~~~~P問 Post Pre Post Pre Post Pre Post Pre Post Pre Post 

F0225 1 N N N N N N N N 
F02252 N N N N N N N N 
F02253 N N N N N N N N 
F02254 N N 
F02255 N N 
F02256 N N 
F02257 N N 
F02258 N N 
F02259 N N 
F022泊o N N 
F0226 1 N N N N 
F02262 NNNNN  

Numberoイfemale， 12 12 5 5 4 
N 12 12 5 5 4 

P閃 Beforeadministration， Post: aft団radministration. 
0: Commencement ofpairing 
N: Normal. 

N N N N N N N N N N N N N N N N N N N N N N N 

(Continued) Individual generaJ signs offemale rats 

(silane， ethenyltrimetho晴子 groupat 62.5 mg/kg) 
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Individual general signs of female rats Appendix 2-3 
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Study No. 100523 

Days of administration 
15・ 6 17 18 19 20 21 22 23 24 25 26 一一 27 28 29 初

予F下ost 下F下ost 下Z下ost 下F下E了下F下ost 下Z下ost下Z下ost 下F下ost 下Z下ost下Z下両予百下ost下Z下ost下F下否了下Z下高下Z下ost
F03351 N N 
F03352 B N 
F03353 N B 
F03354 N N 
F03355 N B 
F03356 N B 
F03357 N B 
F03358 N N 
F03359 N B 
F司)3360 N N 
F0336 1 N N 
F'03362 N N B B N 

Numb町 offe澗 ales 12 12 6 6 4 
N 11 7 3 3 4 
A 0 0 000  
B 1 5 3 3 0 
D o  0 000  

Pre: Befo問 administration.Post: after administration 
": Commencement ofpairing 
N: Normal. 
A: Sa1ivation 
B: Soiled hair 
D: Reddish urine， 

a): Number of females showing abnormal signs at least once between Days 1 and 30 of administration. 
-: Not observed. +: observed 

Total') 

(Continued) Individual genera1 signs offemale rats 

(silane. ethenyltrimetho晴子 groupat 250 mg/kg) 
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Study No. 100523 

Days of administ四.tIon
15・ 16 17 ilf 19 2ゆ:21 22 23 24 25 2活 27 28 29--30 

下F下ost 下F下ost 予F下ost 下F下ost 予F下ost 下Z下ost下F下ost 下F下ost 下Z下ost下Z下ost下Z下ost予Z下ost下;「下ost 下Z下ost下Z下ost
F0445 1 N N N B N B N B N A N A 
F04452 N A N A N N N A，B N N N N 
F04453 N A，B N N N A，B N A 
F04454 N B N B N N 
F04455 Death on Day 8 of administr瓜ion
F04456 N N N B N B 
F04457 N A，B 
F04458 N A，B N B N 
F04459 N B N N N 
F04460 N A N A，B N 
F0446 1 N A，B N A，B N 
F04462 N A N N N 

Numb.roff.mal.. 11 11 10 10 10 
N 11 2 10 3 10 
A 070  3 0 
B 060  6 0 
C 0 0 0 0 0 
D 0 0 0 0 0 
E 0 0 0 0 0 
1 000  0 0 
J 0 0 0 0 0 
Z o  0 0 0 0 

Pre: Before administration， PO喧tafter administration 
・Commencementof pairing 
N白 Normal.
A: Salivation 
B: Soiled hair 
C: Decrease in locomotor activity 
D: Reddish urine. 
E: Hypothermia 
l: Bradypnea 
J: Piloerection. 
Z: Death 
a): Number of先malesshowing abnormal signs at least once between Days 1 and 30 of administration. 
-:Notob関 門ed，+: observed 
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(Continued) Individual general signs of female rats 
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Individual general signs of dams during pregnancy Appendix 3・l

(Control group) 
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(Continued) Individua1 general signs of darns d山 ngpregnancy 
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Dlays of pregnancy 
o 1 2 3 4 5 6 7 8 9 10 11 12 13 14 

Pre Post Pre Post Pre Post Pre Post Pre PO唱t~~~~~~~~~~~~~~~~哩t Pre Post Pre Post 
F02251 N N N N N N N N N N N N N N N N N N N N N N N N N N N N N N 
F02252 Non-copu1atω明

F02253 N N N N N 
F02254 N N N N N 
F02255 N N N N N 
F02256 N N N N N 
F02257 N N N N N 
F02258 N N N N N 
F02259 N N N N N 
F02260 N N N N N 
F02261 N N N N N 
F02262 N N N N N 

Number of dams 11 11 11 11 11 
N 11 11 11 11 11 

Pre: Before administration， Post: after administration 
N: Normal. 

Individual general signs of dams during pregnancy 

(silane， ethenyltrimetho岬・ groupat 62.5 mg/kg) 

DamNo. 
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(Continued) Individual general signs of dams during pregnancy 

(剖lane，ethenyltrimetho岬・ groupat 62，5 mg/kg) 

DamNo. 

Appendix 3・2
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Days ofpregn副官cy
o 1 2 3 4 5 6 7 8 9 而 -11--- 12 13 14 

下F下ost 下F下ost 下F下ost 下F下ost 下F下ost育「下E正予Z下ost 予百下ostPre下ost 下Z下ost 下F下ost 下F下ost 下F下ost 下F下ost 下F下ost
F03351 N N N B N N N N N N N N N N N N N N N B N N N N N N N N N N 
F03352 Non-copu1ation 
F03353 N B N B N 
F03354 N N N B N 
F03355 N N N N N 
F03356 N N N N N 
F03357 B B N B N 
F03358 N N N N N 
F03359 N N N B N 
F03360 N N N N N 
F03361 N N N N N 
F03362 N N N N N 

Number of dams 11 11 11 11 11 
N 10 9 11 6 11 
A 0 0 0 0 0 
B 1 2 0 5 0 

Pre: Before administrat旧民 Post:after adminis甘atlOn
N:Norma1 
A: Salivation. 
B: Soiled hair 

Individua1 gene凶 signsof dams during pregnancy 

(si1ane， etheny1trimethoxy-group at 250 mg/kg) 
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Appendix 3・3
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(Continued) Individual general signs of dams during pregnancy Appendix 3・3

(剖lane，ethenyltrimethoxy-group at 250 mg/kg) 
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Days ofpregnancy 

o 1 2 3 4 5 6 7 8 9 10 11 12 13 14 
予Z下ost 下百一下ost 下F下ost 下F下ost 予「下ost 百「下ost 下F下ost 下Z下ost下F下正予F下ost 下F下ost 下F下ost 下F下E了予F下正予F下ost

F04451 N A，B N B N B N N N A，B N A，B N A N N N N N A，B N N N A N A，B N A，B N A，B 
F04452 Non-copu1ation 
F04453 N A N A，B N B 
F04454 N B N B N B 
F04455 Death on Day 8 ofadministration 
F04456 N A N N N B 

F04457 N N N A N A 
F04458 N A，B N A N N 
F04459 N N N N N A 

F04460 N A，B N A，B N A，B 
F04461 N A，B N A，B N B 
F04462 N A N A N N 

Numbcr ofdwns 10 10 10 10 10 10 
N 10 2 10 2 10 2 

A 0 70603  

B 0 5 0 5 06  
Do  0 0 0 0 0 

Pre: Before administration， Post: after administration 
N: Normal. 
A: Sa1ivation. 
B: Soi1ed hair 

D: Reddish urine 

Individua1 generaJ signs of dams during pregnancy 

(si1ane， etheny1trimethoxy-group at 1000 mg/kg) 

DamNo. 

Appendix 3・4
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D 

+ + 
+ + 
+ + 
+ 
+ + + 
+ + 
+ + 
市寸「百

9 
9 

Days of pregnancy 
15 16 17 18 19 20 -:21-- 22 23 

Pre Post Pre PO喧t Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post 
F04451 N B N N N N N N N N N N N N 
F04452 Non-copu1ation 
F04453 N A N A，B N A，B 
F04454 N N N N N N 
F04455 0伺 thon Day 8 of administration 
F04456 N A N N N N 
F04457 N A N A N N 
F04458 N A N A，B N A，B 
F04459 N N N N N N 
F04460 NAN  N N B 
F04461 N A N B N N 
F04462 N A N A N A，B 

Numb町 ofdams 10 10 10 10 10 10 
N 10 2 10 5 10 6 
A 070403  
B 010304  
D o  0 0 0 0 0 

Pre: Before administration. Post: after administration 
N: Normal. 
A: Sa1ivation 
B: Soi1ed h直Ir
0: Reddish urine. 
a): Number of dams showing abnorma1 signs at 1east once between Days 0 and 23 of pregnancy. 
-: Not observed， +: observed 

(Continued) Individua1 genera1 signs of dams during pregnancy Appendix 3-4 
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lndividual general signs of dams during lactation 
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lndividual general signs of dams during lactation Appendix4・2

(silane， ethenyltrimethoxy-group at 62.5 mglkg) 
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Individual general signs of dams during lactation Appendix 4-3 
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Individual general signs offemale rats (recovery group) 

Days of administration 
1 2 3 4 5 6 7 8 9 1σ11  12 13 

下F下ost 下F下ost 下Z下ost 下F下ost 下F下ost 下Z下石田t下Z下ost 下Z下ost 下Z下ost下F下ost 下F下ost下Z下ost 下F下ost
FOll71 N N N N N N N N N N N N N N N N N N N N N N N N N N 
FO 1172 N N N N N N N N N N N N N N N N N N N N N N N N N N 
FOl173 N N N N N N N N N N N N N N N N N N N N N N N N N N 
FOll74 N N N N N N N N N N N N N N N N N N N N N N N N N N 
FOll75 N N N N N N N N N N N N N N N N N N N N N N N N N N 
F01176 N N N N N N N N N N N N N N N N N N N N N N N N N N 

Number offemales 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
N 666666 6 6 6 6 6 6 6 6 6 66666666666  

Pre: Before administration， Post: after administration. (Continued) 
N:Normal. 

Appendix 5・1

(Control group) 

FemaleNo. 
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O
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(Continued) Individual gener剖signsoffemale rats (recovery group) 

Days of administratio叩
14 15 16 17 18 --19 20 ----2r---- 22 -23 24 

下Z下石田t下F下ost 下F下ost 下Z下志了下Z下志t下F下ost 下F下ost 下F下ost 下Z下ost 下F下ost下F7下ost
FO 1171 N N N N N N N N N N N N N N N N N N N N N N 
FO 1172 N N N N N N N N N N N N N N N N N N N N N N 
F01173 N N N N N N N N N N N N N N N N N N N N N N 
F01174 N N N N N N N N N N N N N N N N N N N N N N 
F01175 N N N N N N N N N N N N N N N N N N N N N N 
F01176 N N N N N N N N N N N N N N N N N N N N N N 

Number offemales 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
N 666666 6 6 6 6 6 6 6 6 6 6666666  

Pre: Before administration， Post: a代eradministration. 
N: Normal. 

Appendix 5・1

(Control group) 

FemaleNo. 

'
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。一w
・
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39 
Pre Post 
N N 
N N 
N N 
N N 
N N 
N N 
6 6 
6 6 
(Continued) 

38 
Pre Post 
N N 
N N 
N N 
N N 
N N 
N N 
6 6 
6 6 

37 
Pre Post 
N N 
N N 
N N 
N N 
N N 
N N 
す一一吉

6 6 

(Continued) Individual general signs offemale rats (recovery group) 

Days of administration 
2幻7 2却8 2却9 3却o 3引1 3担2 3刀3 --3瓦一 35 3 

下r下芯T下F下否「下宵F「下芯r下r下芯T下克一毘z下z下否T下F下ost 下z下芯T下z守芯「下F下否「
FOl日17円1 N N N N N N N N N N N N N N N N N N N N 
FOll72 N N N N N N N N N N N N N N N N N N N N 
FOl173 N N N N N N N N N N N N N N N N N N N N 
FOl174 N N N N N N N N N N N N N N N N N N N N 
FOl175 N N N N N N N N N N N N N N N N N N N N 
F01176 N N N N N N N N N N N N N N N N N N N N 

Number offemales 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
N 6  6 6 6 6 6 6 6 6 6 66  6 6 6 6 6 6 6 6 

Pre: Before administration， Post: after administration. 
N:Normal. 

Appendix 5・1

(Control group) 

FemaleNo. 

'
M
O
h
F
'
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Days of administration 
40 41 42 

下Z下ost 下F下ost 下Z-下ost
F01171 N N N N N N 
FO 11 72 N N N N N N 
F01173 N N N N N N 
F01174 N N N N N N 
F01175 N N N N N N 
F01176 N N N N N N 

Numberoイfemales 6 6 6 6 6 6 
N 6  6 6 6 6 6 

Pre: Before administration， Post: after administration. 
N:Normal. 

(Continued) Individual general signs offemale rats (recovery group) 

(C冶ntrolgro明p)

FemaleNo. 

Appendix 5・1

(Continued) 
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日一
N
N
N
N
N
N
一6
6

日一
N
N
N
N
N
N
一6
6

日一
N
N
N
N
N
N
7
0
6

(Continued) Individual general signs offemale rats (recovery group) 
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(Control group) 

FemaleNo. 

F01171 
FOII72 
F01173 
F01174 
F01175 
F01176 

Number offemales 
N 

N: Normar: 

Appendix 5・1
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lndividual gener.剖signsoffemale rats (recovery group) Appendix 5・2

(silane， ethenyltrimethoxy-group at 250 mg/kg) 

FemaleNo. 

-
M
O
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(Continued) Individual general signs offemale rats (recovery group) 

了一一行一一一一一行一一一一

Appendix 5・2

(silane， ethenyltrimetho叫r・groupat 250 mg/kg) 

FemaleNo. 

-
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(Continued) Individual general signs offemale rats (recovery group) Appendix 5・2

(silane， ethenyltrimethoxy-gro叫pat 250 mダkg)
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(Continued) lndividua1 gener叫 signsoffema1e rats (recovery group) Appendix 5・2
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(Continued) IndividuaI generaI signs offemaIe rats (recovery group) 

(si1ane， ethenyltrimethoxy-group at 250 mg/kg) 
FemaIeNo. 

Appendix 5・2
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Da，ys of recovery 
78  9 10 
N N N N 
N N N N 
N N N N 
N N N N 
N N N N 
N N N N 
6 6 6 6 
6 6 6 6 
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N:Normal. 
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Individual general signs offemaIe rats (recovery group) Appendix 5・3

ロ 13
下百一下ost 下克一下ost
N A，B N A，B 
N N N N 
N N N A，B 
N A N A 
N B N A，B 
N A，B N A，B 
6 6 6 6 
6 2 6 1 
o 3 0 5 
o 3 0 4 
0 o 0 0 

(Continued) 

11 
Pre Post 
有一 A，B
N N 
N N 
N A 
N B 
N A，B 
~ 
6 2 
o 3 
o 3 
o 0 

10 
Pre Post 
N A 
N A 
N B 
N A 
N B，D 
N A 
66  
6 0 
o 4 
o 2 
o 1 

。i1ane，ethenyltrimethoxy-group at 1000 mg/kg) 
Femal崎No.

1 ---2- 3 4 5 

下克一下ost 下克ー下ost 下E-下ost 下克一下ost下re Post 
F0447 I N B N B，D N B，D N D N B，D 
F04472 N B，D D B N N N N N D 
F04473 N N N B N B N B N B 
F04474 N B N B N B，D N N N B 
F04475 N B N N N N N B，D B B，D 
F'04476 N B，D N B N B N B N B，D 

Number of femal凶 666 6 6 6 6 666  
N 61516 26250  
A 00000 00000  
B 05050 4 0 3 1 5  
Do  2 1 1 o  2 0 2 0 4 

Pre: Before administration， Post: after administration. 
N:Normal. 
A: Salivatio岨.
B: Soiled hair. 
D: Reddish urine. 
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(Continued) IndividuaI generaI signs offemaIe rats (recovery group) Appendix 5・3

(silane， eth閣 yltrimethoxy-group at 1000 mglkg) 

FemaleNo. 

-M-一凶'
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38 39 
Pre Post Pre Post 
N A，8 N A，8 
N A N N 
N A，8 N N 
N A，8 N A 
N 8 N 8 
N A，8 N A，8 
6 6 6 6 
6 0 6 2 
o 5 0 3 
o 5 0 3 
o 0o  0 

(Continued) 

(Continued) lndividual general signs offemale rats (recovery group) 
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(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
FemaleNo. 
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(Continued) Individual general signs offemale rats (re氾:overygroup) Appendix 5・3

(Continued) 

。ilane，ethenyltrimethoxy-group at 1000 mダkg)

FemaleNo. Days of administratiゆn
40 41 42 

下F下志T下F下ost 下Z下ost
F04471 N A N A，B N B 
F04472 N B N B N A，B 
F04473 N N N N N B 
F04474 N A，B N A，B N A，B 
F04475 N B N B N A 
F04476 N A，B N A，B N A，B 

Numberofぬmales 6 6 6 6 6 6 
N 6 1 6 160  
A 0 3 0 3 0 4 
B 0 40  5 0 5 
D o  0 0 0 0 0 

Pre: Bi::fore administration， Post: after admiriistration. 
N:Normal. 
A:S叫ivatio札
B: Soiled hair. 
D: Reddish urine. 
a): Number offemales showing abnormal signs at 1east on∞between Days 1 and 42 of administration. 
・:Not observed， +: observed. 
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Individual body weights (g) of male rats Appendix 6-1 

(Control group) 
MaleNo. 
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MOII07 
MOII08 
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M01112 

Number of males 
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S.D. 
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Individual body weights (g) of male rats Appendix 6・2

(silane， ethenyltrimethoxy-group at 62.5 mglkg) 
MaleNo. 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 
M02207 
M02208 
M02209 
M02210 
M02211 
M02212 

Number ofmales 
Mean 
S.D. 

s函ificance
Statistical method DU DU 
DU: Analysis bγDunnett's 旬st.
DT: Analysis by Dunnett type mean rank旬st.
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32 
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490 
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508 
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441 
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501 
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481 
21 

29 
457 
460 
474 
472 
452 
504 
451 
509 
426 
485 
479 
491 
12 

472 
24 

Days of administration 
18 22 25 

435 447 445 
422 440 450 
430 440 451 
440 452 463 
424 432 438 
462 480 492 
412 427 434 
448 467 483 
391 405 418 
435 458 466 
430 443 457 
450 464 465 
12 12 12 

432 446 455 
19 20 21 

15 
431 
423 
417 
423 
422 
456 
408 
441 
394 
420 
431 
431 
12 

425 
16 

11 
424 
412 
411 
419 
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437 
400 
433 
386 
406 
423 
425 
12 

417 
14 

8 
419 
401 
404 
414 
413 
423 
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426 
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402 
413 
409 
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421 
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412 
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384 
399 
410 
418 
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377 
413 
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397 
417 
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15 
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Individual body weights (g) of male rats Appendix 6-3 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
MaleNo. 

ea 
aし'

L
民m

 

va m
 

y

J

-

e

 

m
一t
m

-ea
晶

M

一
旬
刊
ド

四

割

、

“

』

t
.

U

一
d
即
時

l
-
n
m
 

-
引

u
n
H

-
H
M

川
崎

l

一D
D

S

2

v

y

 

h

e

h

-

t

b

 

川
段
目
同
日
υ
M
m
w
w
m
m
m
ゅ
は
直
一

m

l

m
附一

-m-m

沢

沢

沢

沢

沢

沢

沢

沢

沢

引

引

引

-
d
M
1
-
M
M
H
-
h
v
M
4

3
3
3
3
3
3
3
3
3
3
3
3一
川

je--n
創

-a
創

0
0
0
0
0
0
0
0
O
G
O
O
-
副

d

S
一-
u
c
-
n
n

M
M
M
M
M
M
M
M
M
M
M
M
一曲

F
-
g
.
u一A
A

・
I

・-
-
t
-

一州

S
則一

U
申
い
し

圃

S

一D
D

14 

521 
510 
526 
571 
548 
568 
6 

541 
26 

1
1
 

1
1
 

ρ
u
-v

一
o-
nu--竺

B
r--o-

巴
d

・
a--

D

一4

512 
502 
516 
555 
541 
556 
6 

530 
23 

512 
499 
520 
545 
535 
557 
6 

528 
22 

499 
488 
510 
537 
530 
545 
6 

518 
23 

491 
477 
493 
527 
520 
540 
6 

508 
25 

42 
480 
447 
503 
460 
506 
535 
485 
477 
490 
522 
515 
535 
12 

496 
28 

39 
482 
442 
497 
461 
505 
531 
493 
477 
487 
517 
513 
535 
12 

495 
28 

36 
482 
448 
497 
455 
493 
525 
482 
467 
481 
519 
504 
530 
12 

490 
26 

32 
470 
436 
485 
440 
488 
506 
469 
459 
470 
504 
502 
519 
12 

479 
26 

29 
461 
434 
472 
432 
470 
497 
459 
452 
460 
490 
492 
513 
12 

469 
25 

n-o-
・i
す

2
4
0
3
5
5
9
8
1
6
2
9
9
-
2
5
5

a-
ウヱ・
4
守
ゐ
弓
M

E
且
弓
M
7
'
A『

A
『

泊

『

。

。

勾

'

Q

ニ・
l

，コ今'-

h
u

一一
4
4
4
4
4
4
4
4
4
4
4
4
一
4

m
S
E

朝

国

n

H

-

-

-

明

u
-今
'
-
r
u
Y
1
u
今
'
M
A『

z
a
q
d
n
v
五
u

。。勾
3
1
a
五
v-今
&
珂

f
『
，

h
-
2
-
3
1
4
0
4
7
4
3
3
7
7
9
7
1
4
2
 

縦一一
4
4
4
4
4
4
4
4
4
4
4
4
一
4

g
i
四

-

E

o

-

-

-

旭
川

-
8
-
8
5
1
7
4
3
1
6
1
6
7
6
-
2
4
6

2
1
-
2
9
3
8
2
6
3
2
3
5
5
7
一1
3
2

D

一
4
3
4
3
4
4
4
4
4
4
4
4
-
4

15 
419 
387 
427 
391 
421 
458 
427 
415 
427 
448 
455 
475 
12 

429 
26 

11 
413 
380 
413 
384 
414 
434 
423 
412 
417 
444 
440 
462 
12 

420 
23 

8 
400 
372 
403 
377 
402 
424 
412 
402 
406 
432 
430 
444 
12 

409 
21 

4 
408 
376 
396 
373 
392 
410 
405 
398 
401 
418 
413 
433 
12 

402 
17 

413 
374 
394 
375 
392 
405 
398 
402 
396 
416 
406 
423 
12 

400 
15 

'
M
H
A
W
'
 

DU DU DU DU DU DU DU DU DU DU DU DU DU DT DU DU 



Study No. 100523 

2
一l
o
o
l
7
1
9
2
5
8
0
!
0
0
2
冨
コ
-

3
-
町

3
3
7
1
5
1
5
2
7
3
E
1
4
2
-市
川
-

一-
K
4
4
4
4
4
4
4
4
4
4
・5

4

-

E

一

回

@

E

-

-

E

i

-

-

-

-

a

u

a

H

-

-

田

9
一・凶

9
1
1
8
5
4
1
8
8
6
・5
0
2
0
す
コ
一

2
-
n
2
2
6
0
3
0
5
1
5
3
n
7
1
3
2
冨

M
-

百
4
4
4
4
4
4
4
4
4
4
・
型
4
-
E
-

n

-

-

d

d

一

-

-

o

-

-

a

a

-

-

-

・i
-
5
F且

9
5
0
9
6
4
3
2
4
6
f
-
0
4
9
冨

1
J
-

ヨ
す
Z
O
1
1
5
9
2
0
4
1
5
l
o
-
-
2
1
古

川

-

u
一一
6
4
4
4
3
4
4
4
4
4
4
7
一

4

一

I
一

2

-

U

l

-

-

圃

n-
田

f

f

-

-

田

E
2
一切
1
2
5
3
9
2
8
5
7
5
4
同一
0

7

1
す
コ
一

カ
-
2
-
E
1
0
4
8
2
9
4
9
4
1
E
T
-
-
2
-
*
M
-

2

一n
4

4

4

3

4

3

4

3

4

4

1

4

一
E

一

ぱ
一
一

M

M

一

-

一

L

S
-
8
-
a
t
5
0
4
8
5
1
7
3
7
5
祇

-
0
9
0
宮

1
J
-
川

町
」
'
i
-
m
n
y
h
U

今L
。。今
L
n
y

今3
n
ヲ

1
u
n
y
m
T
i
n
U

今L
-
市

川

川

-rt

m一
一

D
3
4
4
3
4
3
4
3
4
3
D
一

4

一

I
一A
W

-

-

-

-

D

且

5
-
8
0
5
6
5
7
6
7
5
1
2
7
-
2
8
0一帯

T-hF

1
A
宮

5
1
A
O
F

ヲ
-
。
。
今
&
。
。
ヲ
-
O
U
2
J
Q
J
O
O
T
a

。。『ニホ

Y
J
-恥

一2
4
3
4
3
4
3
4
4
4
3
2
-
3
-
I
-
'

-

-

-

-

P

コ

-

-

-

E

A

U

 

-一
3
0
5
6
6
7
6
3
1
5
8
5
一2

2

7
す
リ
一
命

l
一

お

判

持

位

幻

引

幻

創

刊

但

幻

M
一l
持

2
寸
四
一
ト

-

-

-

一

事

S

一

-

-

一

(

h

w

s
-
6
4
5
3
3
8
0
2
1
6
7
3
一2
9

8
言コ
=
v
k

一
羽
山
河
諸
制
河
川
刊
幻
判
却
制

M

M
一l

M

l
寸
四
一
一
山
副

司

園

園

田

，

.

a

v

a

-

-

-

-

O

B

 

一

一

一

一

l

m

-

i

-

「

!
-
o

-
5
4
1
0
3
4
3
3
4
6
4
4
-
2
4
9
-申
リ

-

r

e

一幻

M

M
引
河
川
判
対
持
幻
引

M
Z
l
M
l
寸

旦

制

民

間

一

一

一

一

C

均

m
y

-

-

一

一

1
一
m
引

W

l
-
5
7
2
1
9
4
8
9
2
0
3
1
胃

L
0
5
-
u
-
3
r
t

刊
nM刊
川
刊
引
幻
引
幻
引
刊
品
位

mnM刊一
l
M刊
l一
四
一
か
制
附

一

一

一

則

川

町

一

一

l
一恥

D

D

-s

一
2
n
v
Y

E
a
-

聞

S
J
，
l
阿
川
崎
由
十
恥

U
-
v
L
・
柄

U

-
d

一
α
則一

-
t
s
s

m
ω
ω
例

目

M
w
w
ω
ω
m
H
ロ一

h

n

・
石
間
一
町

.m・川

判

制

糾

川

例

制

糾

判

制

判

制

M

H

M
判
一
叫
伺

D
一
恥
・
創
一

m
・
叫
・
叫

0
0
0
0
0
0
0
0
0
0
0
0
-
創

d

S
一-
H
c
-
c
n
n

M
M
M
M
M
M
M
M
M
M
M
M
一巾

F
-
-
F
凶
一
岬

A

A

u

l

-

-

-

n

:

 

-
w
s
a
一@
U
T

I

h

m

一割

D

D

14 

471 
529 
499 
562 
495 

5 
511 
35 

，M
v
-
-
E
A
 

-
-
eE 

v-o-
p
u
E
 

m

一8
C
A
-o-

e
a
-a田

D

一4

467 
511 
488 
546 
483 

5 
499 
31 

466 
496 
480 
531 
474 

5 
489 
26 

452 
475 
462 
511 
458 

弓
d

今

A

A
『

-1
噂

同

''q'--

a斗

439 
463 
451 
466 
428 

『
d
Q
J
五
U
田市

A
『

'
i
目
占
由
守

a斗

42 

438 
441 
461 
427 
457 
431 
455 
446 
466 
444 

10 
447 
13 
*ホ

39 

431 
438 
462 
427 
458 
436 
469 
443 
494 
450 

n
U
1
A
n
u
-噂

t
a
弓
d

今

'uz，

A
『

36 

434 
434 
470 
428 
455 
432 
467 
430 
489 
438 

nu
。。，
i
-申

1
A
A『
今

&
-
4噂

a斗

Individual body weights (g) of male rats 

(silane， ethenyltrimethoxy-group at 1000 mglkg) 
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Study No. 100523 

30 29 25 

Individual body weights (g) of female rats 

Days of administration 
15 18 22 

283 296 
279 283 
296 
264 
259 
269 
282 
266 
285 
264 
265 
276 
12 

274 
11 

276 
271 

11 
283 
272 
287 
259 
256 
260 
273 
265 
276 
263 
269 
272 
12 

270 
10 

8 
279 
269 
272 
258 
255 
262 
263 
262 
263 
262 
250 
269 
12 

264 
8 

4 
273 
256 
268 
253 
250 
258 
259 
250 
258 
249 
244 
275 
12 

258 
10 

270 
259 
269 
260 
253 
252 
254 
252 
255 
246 
250 
269 
12 

257 
8 

Appendix 7・1

(Control group) 
FemaleNo. 

F01151 
F01152 
F01153 
F01154 
F01155 
F01156 
F01157 
F01158 
F01159 
F01160 
F01161 
F01162 

Number of fema1es 
Mean 
S.D. 
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Individual body weights (g) of female rats Appendix 7・2

(silane， ethenyltrimethoxy-group at 62.5 mg!kg) 
FemaleNo. 

30 

339 

339 

29 

360 

360 

25 

357 

357 

340 

340 

Days of administration 
15 18 22 

250 258 
280 310 
293 297 
298 
266 
268 
286 
296 
278 
285 
289 
288 
12 

281 
14 

3 
288 
27 

11 
244 
279 
285 
286 
262 
261 
266 
292 
270 
277 
286 
276 
12 

274 
14 
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4 
242 
268 
270 
263 
246 
252 
258 
272 
259 
259 
267 
262 
12 

260 
9 

NA NA NA NA DU DU DU DU DU 

F02251 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Number of females 
Mean 
S.D. 

Si函百叩伺
Statistical method DU 
DU: Analysis by Dunnett's test. 
NA: Not analyzed. 

244 
263 
265 
267 
245 
257 
260 
270 
254 
256 
255 
252 
12 

257 
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Days of administration 
15 18 22 

272 
289 
299 
264 
276 
295 
290 
274 
258 
273 
290 
261 
12 

278 
14 

Individual body weights (g) of female rats Appendix 7・3

30 

306 

306 319 
2 

307 
2 

300 

11 
267 
288 
284 
261 
267 
278 
287 
271 
253 
267 
283 
259 
12 

272 
12 

(silane， ethenyltrimethoxy-group at 250 mg/kg) 
FemaleNo. 

29 

319 

8 
260 
283 
282 
250 
254 
270 
275 
262 
252 
265 
270 
262 
12 

265 
11 

25 

319 

295 

4 
254 
279 
272 
248 
246 
255 
265 
257 
248 
262 
269 
257 
12 

259 
10 

312 

288 

252 
268 
261 
250 
255 
257 
267 
251 
245 
264 
270 
252 
12 

258 
8 

298 

275 

NA NA NA NA DU DU DU DU 

F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of fema1es 
Mean 
S.D. 

Significance 
Statistical method DU DU 
DU: Analysis by Dunnett's test. 
NA: Not analyzed. 
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Individual body weights (g) of female rats Appendix 7・4

30 

288 

288 

29 
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25 
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300 
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NA NA NA NA DU DU 

(silane， ethenyltrimethoxy-group at 1000 mg!kg) 
FemaleNo. 

F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of fema1es 
Mean 
S.D. 

Significance 
Statistical method DU DU DU DU 
Significantly different合omcontrol group (ホ:P<0.05). 
DU: Analysis by Dunnett's test. 
NA: Not analyzed. 
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Study No. 100523 

Individual body weights (g) of dams during pregnancy Appendix 8・1

(Control group) 
DamNo. 

F01151 
F01152 
F01153 
F01154 
F01155 
F01156 
F01157 
F01158 
F01159 
F01160 
F01161 
F01162 

Number of dams 

Mean 
S.D. 

21 
483 
426 
441 
411 
435 
436 
445 
406 
414 
419 
440 
455 
12 

434 
21 

Days of pregnancy 
7 14 

337 373 
311 351 
324 369 
302 329 
308 341 
308 340 
319 359 
300 320 
306 328 
288 336 
308 354 
319 363 
12 12 

311 347 
13 17 

0 
297 
289 
272 
271 
276 
277 
280 
262 
285 
262 
275 
285 
12 

278 
10 
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(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
DamNo. Days of pregnancy 

0 7  14 
262 288 318 

Non-copulation 
301 340 
295 328 
267 303 
268 314 
284 317 
298 328 
282 311 
275 316 
289 329 
286 318 
11 11 

282 317 
13 14 

Individual body weights (g) of dams during pregnancy Appendix 8・2

481 
388 
424 
429 
417 
446 
429 
434 
460 
424 
11 

431 
25 

382 
353 
333 
344 
346 
367 
342 
351 
373 
353 
11 

351 
18 

DU DU 

F02251 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Number of dams 
Mean 
S.D. 

Significance 
St渇tisticalmethod DU DU 
DU: Analysis by Dunnett's test. 
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Study No. 100523 

(si1ane， ethenyltrimethoxy-group at 250 mglkg) 
DamNo. Days of pregnancy 

0 7  14 
279 303 341 

Non-copulation 
297 342 
270 292 
281 309 
293 321 
292 325 
280 321 
296 306 
273 307 
289 328 
266 299 
11 11 

283 314 
11 15 

Individual body wei帥ts(g) of dams during pregnancy Appendix 8・3

468 
410 
449 
454 
484 
473 
386 
421 
477 
425 
11 

443 
32 

369 
327 
355 
353 
375 
365 
334 
337 
377 
338 
11 

352 
18 

DU DU 

F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of dams 
Mean 
S.D. 

Significance 
Statistical method DU DU 
DU: Analysis by Dunnett's test. 
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Individual body wei酔ts(g) of dams during pregnancy Appendix 8-4 

F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of dams 
Mean 
S.D. 

Significance 
Statistical method DU DU DU DU 
Significantly different合omcontrol group (*: P<O.05). 
DU: Analysis by Dunnett's test. 
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Individual body weights (g) of dams during lactation 

6 
351 
330 
336 
309 
323 
310 
344 
295 
303 
311 
319 
341 
12 

323 
18 

Days of lactation 
o 4 

351 365 
326 342 
341 344 
316 323 
329 346 
321 320 
340 346 
303 313 
330 312 
312 313 
326 328 
342 358 
12 12 

328 334 
14 18 

Appendix 9・1

-
L
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M
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F01l51 
F01152 
F01153 
F01154 
F01155 
F01156 
F01157 
F01l58 
F01l59 
F01160 
F01161 
F01162 

Number of dams 
Mean 
S.D. 
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Study No. 100523 

(silane， ethenyltrimethoxy-group at 62.5 mg!kg) 
DamNo. Days of lactation 

o 4 
294 321 

N on-copulation 
359 373 
351 354 
286 319 
315 350 
332 335 
340 346 
321 349 
310 334 
368 357 
350 357 
11 11 

330 345 
27 16 

Individual body weights (g) of dams during lactation Appendix 9-2 

350 
357 
306 
334 
333 
336 
330 
325 
358 
352 
11 

335 
18 

DU DU 

F02251 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Number of dams 
Mean 
S.D. 

S取lificance
Statistical method DU 
DU: Analysis by Dunnett's test. 
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(silane， ethenyltrimethoxy-group at 250 mglkg) 
DamNo. Days of lactation 

o 4 
331 332 

Non-∞pulation 
363 368 
322 311 
328 337 
347 339 
336 341 
318 341 
319 331 
311 334 
364 386 
326 333 
11 11 

333 341 
18 20 

Individual body weights (g) of dams during lactation Appendix 9・3
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311 
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11 
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18 
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Study No. 100523 

Individual body weights (g) of darns during lactation 

(silane， ethenyltrimethoxy-group at 1000 mglkg) 
OarnNo. 0ays of lactation 

o 4 
300 337 

Non-∞pulation 
282 287 288 
306 324 318 

Oeath on Oay 8 of administration 
265 300 289 
296 315 299 
322 336 334 
311 317 317 
321 339 327 
286 302 291 
344 355 347 
10 10 10 

303 321 313 
23 21 20 

ホ

Appendix 9・4

F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of dams 
Mean 
S.O. 

Sign百Zm回

Statistical method OU OU OU 
Significantly different合omcontrol group (申:P<0.05). 
OU: Analysis by Ounnett's test. 
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Individual body weights (g) offemale rats (recovery group) Appendix 10・l

14 
363 
354 
339 
346 
291 
344 
6 

340 
25 

Days of recovery 
48  11 

354 359 357 
330 336 340 
340 341 335 
346 347 339 
284 290 290 
339 347 342 

6 6 6 
332 337 334 
25 24 23 

346 
324 
349 
340 
279 
332 
6 

328 
26 

42 
352 
330 
348 
341 
282 
330 

6 
331 
25 

39 
344 
324 
355 
335 
278 
326 
6 

327 
27 

36 
344 
324 
363 
338 
274 
318 
6 

327 
30 

32 
336 
313 
339 
328 
267 
314 
6 

316 
26 

29 
334 
309 
327 
327 
266 
315 
6 

313 
25 

Days of administration 
18 22 25 

316 326 327 
303 306 308 
294 308 309 
307 315 321 
262 266 264 
300 306 307 
6 6 6  

297 305 306 
19 20 22 

15 
302 
295 
277 
299 
256 
292 
6 

287 
17 

11 
288 
288 
277 
295 
255 
287 

6 
282 
14 

8 
280 
285 
274 
292 
251 
276 

6 
276 
14 

4 

270 
271 
265 
283 
248 
264 

6 
267 
11 

262 
277 
262 
277 
250 
265 
6 

266 
10 

(Control group) 
FemaleNo. 

F01171 
FOII72 
F01173 
F01174 
F01175 
F01176 

Number of females 
Mean 
S.D. 
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14 
314 
321 
312 
337 
335 
353 
6 

329 
16 

Days of recovery 
48  11 

305 307 309 
311 323 321 
314 317 316 
326 334 331 
314 321 325 
327337 346 

6 6 6 
316 323 325 

9 11 13 

298 
304 
307 
322 
320 
331 
6 

314 
13 

42 
302 
306 
313 
318 
312 
328 
6 

313 
9 

39 
294 
300 
304 
323 
311 
327 
6 

310 
13 

36 
297 
298 
311 
320 
317 
332 
6 

313 
13 

32 
295 
296 
303 
316 
308 
321 
6 

307 
11 

29 
298 
289 
295 
310 
303 
321 
6 

303 
11 

Days of administration 
18 22 25 

281 283 290 
287 286 288 
284 298 288 
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Statistical method DU DU DU DT DU 
Significantly different合omcontrol group (申:P<O.05， ..: P<O.OI). 
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Significance 
Statistical method DU DU DU DT DU 
Significantly different合omcontrol grゅup(.: P<0.05，料:Pく0.01).
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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Individual food consumption (g1day) of female rats 

Days of administration 
2 5  9 12 
14 16 17 17 
12 18 13 15 
12 17 15 16 
9 12 13 11 
11 14 12 12 
15 16 14 6 
13 13 12 10 
6 15 15 14 
14 16 15 13 
10 17 16 17 
9 15 15 8 
17 18 14 14 
12 12 12 12 
12 16 14 13 
3 2 2 3 

Appendix 12・1
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Individual food consumption (glday) of female rats 
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Individual food consumption (glday) of female rats 
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F04451 
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F04460 
F04461 
F04462 

Number of fema1es 
Mean 
S.D. 

Significance 
Statistical method DU DT DT DU 
Significantly di任erent貸omcontrol group (*: P<0.05，判:P<O.Ol). 
DU: Analysis by Dunnett's test. 
DT: Analysis bγDunnett type mean rank test. 
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Appendix l3・1 Individual food consumption (凶ay)of dams during pregnancy 

(Control group) 
OamNo. Oays ofpre巴ancy

2 9 16 20 
F01l51 18 22 23 19 
F01152 15 13 15 18 
F01153 17 22 23 23 
F01154 l3 15 20 18 
F01l55 15 15 19 16 
F01156 18 18 22 22 
F01l57 14 17 20 18 
F01158 12 16 22 17 

F01159 12 17 19 16 
F01160 16 21 23 17 
F01161 17 26 21 17 

. F01162 18 23 22 26 

t主、』 Number of dams 12 12 12 12 
Mean 15 19 21 19 . 
8.0. 2 4 2 3 
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(silane， ethenyltrimethoxy-group at 62.5 mglkg) 
DamNo. Days of pregnancy 

2 9  16 
12 16 18 

Non-copulation 
14 21 
16 19 
12 18 
15 20 
11 19 
14 19 
14 20 
15 19 
19 22 
14 17 
11 11 
14 19 
2 2 

Individual food consumption (凶ay)of dams during pre伊 ancyAppendix 13-2 
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F02256 
F02257 
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F02259 
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F02261 
F'02262 

Number of dams 
Mean 
S.D. 

Significance 
Statistical method DU DU 
DU: Analysis by Dunnett's test. 
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(silane， ethenyltrimethoxy-group at 250 mg!kg) 
DamNo. Days of pregnancy 

2 9  16 
15 17 17 

Non-cop叩lation
18 18 
14 17 
19 22 
19 20 
19 23 
18 18 
12 15 
12 17 
10 23 
13 16 
11 11 
15 19 
3 3 

Individual food consumption (g/day) of dams during pregnancy Appendix 13・3
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Number of dams 
Mean 
S.D. 

Significance 
Statistical method DU DU 
DU: Analysis by Dunnett's test. 
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(silane， ethenyltrimetho味y-group at 1000 mg/kg) 
DamNo. Days of pregnancy 

2 9  16 
17 18 25 

Non-∞pulation 
14 15 16 18 
14 18 23 21 

Death on Day 8 of administration 
15 14 23 15 
15 17 21 17 
19 19 23 18 
15 18 14 20 
19 19 22 21 
22 12 15 29 
15 22 20 16 
10 10 10 10 
17 17 20 20 
3 3 44  

Individual food consumption (glday) of dams during pregnancy Appendix 13-4 

DU DU 

F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of dams 
Mean 
S.D. 

Significance 
Statistical method DU DU 
DU: Analysis by Dunnett's test. 
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Individual food consumption (凶ay)of dams during lactation Appendix 14・1
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Individual food consumption (g/day) of dams during lactation 
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Individual food consumption (g/day) of dams during lactation 
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Individual food consumption (glday) of dams during lactation 

(silane， ethenyltrimethoxy-group at 1000 mglkg) 

Dam No. Days of lactation 

2 
23 

Non-copulation 

22 
32 

Death on Day 8 of administration 

15 
26 
24 
12 
28 
22 
主1

10 

23 
6 

Appendix 14・4

F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of dams 
Mean 
S.D. 

Signific佃 ce
Statistical method DU 
DU: Analysis bγDunnett's旬st.

-
M凶
】
・



Study No. 100523 

今

L
Z
1
4
'
i
弓，

B
n
y
『

r
A
U
E
，h
u
n
y
泊
斗

'
i
-司
4
今
J
M

・1
・1'
I
弓

4

・i

Days of recovery 
5 9 
18 17 
21 22 
14 14 
16 14 
18 17 
22 21 
6 6 
18 18 
3 3 

2
-
6
6
5
5
1
5
-
6
5
2
 

・1

1

1

1

1

1

1

A
U
7
0
『

f
『

I
r
o
-
-
弓

4
フ
O
ε
J
1
d

a斗
T
l
'
l
'
i
'
l
s
i
冒

I
-
'
I

灯
一
同
一
口
口

H
U
H
-
6
M
2

3
一6
4
9
2
2
6
-
6
7
4

弓

3
7
1

・l'
I
ヲ
-
'
I
'
E
'
I

n
U
す
斗
凋
斗

ε
J
q
d
内

4

a斗
ヲ

o

a斗
冒

l

刊

3
τ
I
'
i
'
l
'
l
'
i
'
E
E
-
-

lndividual food consumption (g/day) offemale rats (recovery group) 

お一
M

M
げ
初
日
円
一
6
口

2

Days of administration 
16 19 23 
18 17 11 
13 11 13 
16 20 18 
14 15 15 
9 11 11 
716  14 
6 6 6 
13 15 14 
4 4 3 

勾

L
-

。。『
I

a斗

r
o

。。，
I
フ
o

a品
y
a斗

・・且
-
-
E
A
t
-
-
-
-
-
-
-
E
A
t
a
-
-
-
a

nヲ
ヲ

o
'
i
『

I
1
d
'
I
『

f
ヲ
0

4品
守

1
u

T
a
l
l
-
-
-
-
1
 

5
-
8
4
7
9
3
5
-
6
6
2
 

'
1
1
1
1
1
1
1
 

2
胃

L
3
2
3
4
5
7
0
3
1

..••..••. 

‘
 

••..• 

且・・・・・・・・・・且

Appendix 15・l

(Control group) 
FemaleNo. 

F01171 
F0l172 
F01173 
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F01175 
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Number of females 
Mean 
S.D. 
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lndividual food consumption (g/day) offemale rats (recovery group) Appendix 15・2

(silane， ethenyltrimethoxy-group at 250 mglkg) 
FemaleNo. 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DT DU DT 
DT: Analysis by Dunnett type mean rank test. 
DU: Analysis by Dunnett's test. 
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Individual food consumption (g/day) offemale rats (recovery group) Appendix 15・3
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Individual FOB of male rats Appendix 16・l

(Control group) 
MaleNo. Observation of animals in cages 
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Range 2・3

Findings were graded as follows 
Posture 1: Prone or recumbent position， 2: resting normally， 3: moving or running about， 4: jumping. 
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(Continued) Individual FOB ofmale rats 
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Appendix 16・1

(Control group) 
MaleNo. 

Pre 
MOII01 1 
MOII02 1 
MOII03 2 
MOII04 2 
M01105 2 
MOII06 2 
MOII07 2 
MOI108 2 
MOII09 1 
MOI110 2 
MOllll 1 
M01112 1 

Number ofmales 12 
Mean 1.6 
R.ange 1・2

Findings were graded as follows 
Ease ofremoval from cage 1: Doci1e and allowing itselfto be handled， 2: rearing or cowering， 3: running about; hard to catch. 
Ease ofhandling 1: Doci1e and allowing itselfto be handled， 2: struggling slight1y or vocalizing， 3: struggling and trying to bite observ釘 'shand. 
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Observ剖onof出而山 onobserver's palm 
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(Continued) Individual FOB ofmale rats 

Pre 
MOII01 2 
MOII02 2 
MOII03 2 
MOII04 2 
MOII05 2 
MOll06 2 
MOII07 2 
MOII08 2 
MOII09 2 
M01110 2 
MOllll 2 
M01112 2 

Number of males 12 
Mean 2.0 
Range 2 

Findings were graded as follows 
Muscle tone 1: D民間ased，2: normal， 3: increased. 
Fur conditions 1: Normal， 2: slightly soiled， 3: markedly soiled. 
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Qpen-field test 
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(Continued) Individual FOB of male rats 
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Appendix 16-1 

(Control group) 
MaleNo. 

MOII01 
MOll02 
MOII03 
MOII04 
MOII05 
MOII06 
MOII07 
MOII08 
MOl109 
MOIII0 
MOllll 
M01112 

Number ofmales 
Mean 
S.O. 
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Study No. 100523 

Open-field test 

(Continued) Individual FOB of male rats 

Pre 
MOII01 1 
MOII02 1 
MOII03 1 
MOII04 1 
MOII05 1 
MOII06 1 
MOII07 1 
MOII08 1 
MOII09 1 
MOIII0 1 
MOllll 1 
M01112 1 

Number ofmales 12 
Mean 1.0 
Range 1 

Findings were gradedωfollo明 S

Gait 1: Normal， 2: unmoving， 3: stagg浄ring，4: hind-limbs extended and dragged， 5: all fours extended， 
6: forelimbs extended and dragged; unable to suppo目body，7: standing on tiptoe. 
1: Eyelids open normally， 2: eyelids half-closed， 3: eyelids closed. 

Appendix 16・1
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Study No. 100523 

(Continued) Individual FOB of male rats Appendix 16-1 

(Control group) 
MaleNo. Open-field test 

Day35 Day41 
1 1 
1 1 
1 1 
1 1 
1 1 
1 1 
1 1 
1 1 
1 1 
1 1 
1 1 
1 1 

12 12 
1.0 1.0 
1 1 

(Continued) 

Behavioral abnormalities 
Day 14 Day 21 Day 28 

1 1 1 
1 1 1 
1 1 1 
1 1 1 
1 1 1 
1 1 1 
1 1 1 
1 1 1 
1 1 1 
1 1 1 
1 1 1 
1 1 1 
12 12 12 
1.0 1.0 1.0 
1 1 1 

Pre 
MOIIOI 2 
MOll02 2 
MOII03 2 
MOl104 2 
MOll05 2 
MOII06 2 
MOII07 2 
MOII08 2 
MOII09 2 
MOlllO 2 
MOlll1 2 
M01112 2 

Number ofmales 12 
Mean 2.0 
Range 2 

Findings were graded as follows 
Consciousness 1: Comatose; no response， 2: exploring behavior， 3: excited and moving spasmodically. 
Behavioral abnormalities 1: Not observed， 2: straub's reaction， 3: moving backward， 4: writhing. 

Day7 

12 
1.0 

Da，y 28 Day 35 Day 41 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
12 12 
2.0 2.0 
2 2 

Consciousness 
Day 14 Day 21 

2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
2 2 
12 12 
2.0 2.0 
2 2 
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Individual FOB of male rats Appendix 16・2

(silane， ethenyltrimethoxy-group at 62.5 mglkg) 
MaleNo. 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 
M02207 
M02208 
M02209 
M02210 
M02211 
M02212 

Number ofmales 
Mean 
Range 

Significan印
Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the s創neas the value in the control group. 
Findings were graded as follows 
Posture 1: Prone or recumbent position， 2: resting normally， 3: moving or running about， 4: jumping. 
Palpebral closure 1: Eyelids open normally， 2: eyelids half-closed， 3: eyelids closed. 

Observation of animals in cages 
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(Continued) Individual FOB ofmale rats 
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Observation ()f animals in cages 

UA UA UA 

M02201 
M02202 
M02203 
M位 204
M02205 
M02206 
M02207 
M02208 
M02209 
M02210 
M02211 
M02212 

Number of maJes 
Mean 
Range 

Significance 
Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Biting behavior 1: Not observed， 2: observed. 
Clonic con刊 Isions 1: Not observed， 2: jaw convulsions， 3: tremor. 

Appendix 16-2 

(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
MaleNo. 
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(Continued) 

Study No. 100523 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 
M02207 
M但208
M02209 
M02210 
M02211 
M02212 

Number of males 
Mean 

E竺里
Significance 

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Tonic convulsions 1: Not observed， 2: tonic extension， 3: opisthotonus con刊 lsions，4: saltatory convulsions， 

5: asphyxial convulsions. 
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Study No. 100523 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 
M02207 
M02208 
M02209 
M02210 
M02211 
M02212 

Number ofmal凶
Mean 

主盟主
Significan伺

Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Ease ofremoval from cage 1: Docile and allowing itselfto be handled， 2: rearing or cowering， 3: running about; hard to catch. 
Ease ofhandling 1: Docile and allowing itselfto be handled， 2: struggling slightly or vocalizing， 3: struggling and trying ωbite observer's hand. 

(Continued) Individual FOB ofmale rats 
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(silane， ethenyltrimethoxy-group at 62.5 mglk.g) 
MaleNo. 
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(Continued) lndividual FOB ofmale rats 

(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
MaleNo. 

Appendix 16-2 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 
M02207 
M02208 
M02209 
M02210 
M02211 
M02212 

Number ofmaJes 
Mean 
Range 

Significance 
Statistical method UA 
DU: Analysis by Dunne旬、test.
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Muscle tone 1: Decreased， 2: normal， 3: increased. 
Fur conditions 1: Normal， 2: slightly soiled， 3: markedly soiled. 

Observation of animals on observer's palm 
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M02201 
M02202 
M02203 
M02204 
M02205 
M02206 
M02207 
M02208 
M02209 
M02210 
M02211 
M02212 

Number ofmaJes 
Mean 
Range 

Significance 
Statistical method UA 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Lacrimation 1: None， 2: mild， 3: marked. 
Salivation 1: None， 2: mild， 3: marked. 

(Continued) Individual FOB ofmale rats 

Observation of animals on observer's palm 
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(silane， ethenyltrimethoxy-group at 62.5 mglkg) 
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Study No. 100523 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 
M02207 
M02208 
M02209 
M02210 
M0221 1 
M02212 

Number ofmales 
Mean 

E型車E
Significance 

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the sarne as the value in the ∞ntrol group. 
Findings were graded as follows 
Respiration 1: Normal， 2: bradypnea， 3: dyspnea. 

(Continued) Individual FOB ofmale rats Appendix 16・2
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M02201 
M02202 
M02203 
M02204 
M02205 
M02206 
M02207 
M02208 
M02209 
M02210 
M02211 
M02212 

Number ofmales 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the val田 inthe treated group was the same as the value in the control group. 

(Continued) Individual FOB of male rats 
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M02201 
M02202 
M02203 
M02204 
M02205 
M02206 
M02207 
M02208 
M02209 
M02210 
M02211 
M02212 

Number ofmales 
Mean 
Ranl!:e 

Significance 
Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were gradedωfollows 
Gait 1: Normal， 2: unmoving， 3: sta，鴎ering，4: hind-limbs extended and dra，鶴湾d，5: all fours 目 tended，

6: forelimbs 回 tendedand dragged; unable ωsup伊，rtbody， 7: standing on tiptoe. 
1: Eyelids open normally， 2: eyelids half-closed， 3: eyelids closed. 

(Continued) Individual FOB of male rats 
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(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
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(Continued) Individual FOB of male rats 
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M02212 

Number of males 
Mean 
Range 

Significance 
Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group wωthe same as the value in the co倒的Igroup. 
Findings were graded as follows 
Consciousness 1: Comatose; no response， 2:田 ploringbehavior， 3:邸 citedand moving spasmゅdically.
Behavioral abnormalities 1: Not observed， 2: straub's reaction， 3: mοving backward， 4: writhin唱・

(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
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M02201 
M02202 
M02203 
M02204 
M02205 
M02206 
M02207 
M02208 
M02209 
M02210 
M022 11 
M02212 

Number ofmales 
Mean 

型車E
Significance 

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the sameωthe value in the control group. 
Findings were graded as follows 
Righting ref1ex 1: Righting itselfimmediately， 2: requiring 3 seconds or longer to right itself， 3: unable ωright itself. 
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M03301 
M03302 
M03303 
M03304 
M03305 
M03306 
M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number ofmal悩
Mean 
Range 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the val田 inthe treated group was the same as the value in the control group. 
Findings were graded as follows 
Posture 1: Prone or recumbent position， 2: resting normally， 3: moving or running about， 4: jumping. 
Palpebral closu陀 1:Eyelids open normally， 2: eyelids half-closed， 3: eyelids closed. 
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(Continued) Individual FOB ofmale rats 
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M03301 
M03302 
M03303 
M03304 
M03305 
M03306 
M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number of males 
Mean 
R.ange 

Significance 
Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the s創neas the value in the control group. 
Findings were graded as follows 
Biting behavior 1: Not observed， 2: observed. 
Clonic convulsions 1: Not observed， 2: jaw convulsions， 3: tremor. 
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(silane， ethenyltrimethoxy-group at 250 mg/kg) 
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M03301 
M03302 
M03303 
M03304 
M03305 
M03306 
M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number of males 
Mean 
RanlZe 

Significance 
Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Tonic convulsions 1: Not observed， 2: tonic extension， 3: opisthotonus convulsions， 4: saltatory convulsions， 

5: asphyxial convulsions. 
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Study No. 100523 

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 
M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number ofmaJes 
Mean 

E型笠
Significance 

Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the valωin the control group. 
Findings were graded as follows 
Ease ofremoval from cage 1: Docile and allowing itselfto be handled， 2: rearing or cowering， 3: running about; hard to 切にh.
Ease ofhandling 1: Docile and allowing itselfto be handled， 2: struggling slightly or vocalizing， 3: struggling and trying to bite observer's hand. 

(Continued) lndividual FOB ofmale rats 
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(silane， ethenyltrimethoxy-group at 250 mg/kg) 
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Study No. 100523 

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 
M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number ofmaJes 
Mean 
Range 

Significance 
Statistical method UA 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the s創neas the value in the control group. 
Findings were graded as follows 
Muscle tone 1: Decreased， 2: normal， 3: increased. 
Fur ∞nditions 1: Normal， 2: slightly soiled， 3: markedly soiled. 

(Continued) Individual FOB ofmale rats 
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(silane， ethenyltrimethoxy-group at 250 mg!kg) 
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(Continued) Individual FOB ofmale rats 

(silane， ethenyltrimethoxy-group at 250 mg!kg) 
MaleNo. 

Appendix 16・3

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 
M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number ofmales 
Mean 
Range 

Significance 
Statistical method UA 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed b郎 副 総 theval田 inthe treated group was the same as the value in the control group. 
Findings were graded as follows 
Lacrimation 1: None， 2: mild， 3: marked. 
Salivation 1: None， 2: mild， 3: marked. 
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(Continued) 

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 
M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number of males 
Mean 

E竺監
Significance 

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the tr四 tedgroup was the same as the value in the control group. 
Findings were graded as follows 
Respiration 1: Normal， 2: bradypnea， 3: dyspnea. 
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M03301 
M03302 
M03303 
M03304 
M03305 
M03306 
M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number ofmales 
Mean 
8.D. 

8ignificance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group wωthe same as the value in the control group. 
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M03301 
M03302 
M03303 
M03304 
M03305 
M03306 
M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number ofmales 
Mean 

E旦監
Significance 

Statistica1 method UA UA UA UA UA UA UA UA UA 
UA: Unab1e to be ana1yzed be明.usethe va1ue in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Gait 1: Normal， 2: unmoving， 3: st唱gering，4: hind-limbs extended叩 ddragged， 5: all fours extended， 

6: forelimbs extended and dragged; unable to support加dy，7: standing on tiptoe. 
1: Ey官lidsopen normally， 2: ey官lidshalf-closed， 3: eyelids clo哩ed.

(Continued) lndividual FOB of male rats 
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(Continued) Individual FOB ofmale rats Appendix 16・3
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Number ofmales 
Mean 
Range 

Significance 
Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed because th崎 valuein the treat渇dgroup was the same as the value in the ∞ntrol group. 
Findings w官regraded as follows 
Consciousness 1: Comatose; no response， 2: exploring behavior， 3: excited and moving spasmodically. 
Behavioral abnormalities 1: Not observed， 2: straub's reaction， 3: moving backward， 4: writhing. 
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M03301 
M03302 
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M03308 
M03309 
M03310 
M03311 
M03312 

Number ofmales 
Mean 
RanlZ 

Significance 
statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the val田 inthe悦 atedgroup was the same as the value in the controrgroup. 
Findings were grad唱das follo明 S

Righting reflex 1: Righting itselfimmediately， 2: requiring 3 se∞nds or longerωright itself， 3: unable ωright itself. 
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M04401 
M04402 
M04403 
M04404 
M04405 
M04406 
M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number of ma1es 
Mean 

E旦竪
Significance 

Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Posture 1: Prone or re叫 mbentposition， 2: resting normally， 3: moving or running about， 4: jumping. 
Palpebral closure 1: Eyelids open normally， 2: eyelids half-c1osed， 3: eyelids closed. 
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(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
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Study No. 100523 

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 
M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number ofmales 
Mean 

担盟E
Significance 

Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the s創neas the value in the control group. 
Findings were graded as follows 
Biting behavior 1: Not observed， 2: observed. 
Clonic convulsions 1: Not observed， 2: jaw convulsions， 3: tremor. 

(Continued) Individual FOB ofmale rats 
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(silane， ethenyltrimethoxy-group at 1000 mglkg) 
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(Continued) 

Study No. 100523 

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 
M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number of males 
Mean 

E型車E
Significance 

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings w宮間 gradedas follows 
Tonic convulsions 1: Not observed， 2: tonic 回 tension，3: opisthotonus convulsions， 4: saltatory convulsions， 

5: asphyxial convulsions. 
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Study No. 100523 

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 
M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number ofmales 
Mean 

h盟主
Significance 

Statistical method DU 
DU: Analysis by Dunne旬、test.
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were grad暗das foIIows 
Ease of removal from cage 1: Docile and aIIowing itselfto be handled， 2: rearing or cowering， 3: running about; hard to catch. 
Ease ofhandling 1: Docile and aIIowing itselfto be handled， 2: struggling slightly or vocalizing， 3: struggling and trying to bite observer's hand. 

(Continued) Individual FOB ofmale rats 
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(silane， ethenyltrimethoxy-group at 1000 mg!kg) 
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Study No. 100523 

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 
M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number of ma1es 
Mean 

E型壁
Significance 

Statistical method UA 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the s創neas the value in the control group. 
Findings were graded as follows 
MuscIe tone 1: Decreased， 2: normal， 3: increased. 
Fur conditions 1: Normal， 2: slightly soiled， 3: markedly soiled. 

(Continued) Individual FOB ofmale rats 
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Appendix 16-4 

(silane， ethenyltrimethoxy-group at 1000 mg(kg) 
MaleNo. 
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Study No. 100523 

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 
M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number ofmale哩
Mean 
Range 

Significance 
Statistical method UA UA UA UA UA 
Significantly different合omcontrol group (*: P<⑪.05，料:P<O.OI). 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the ∞ntrol group. 
Findings were graded as follows 
Lacrimation 1: None， 2: mild， 3: marked. 
Salivation 1: None， 2: mild， 3: marked. 

(Continued) Individual FOB ofmale rats 
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(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
MaleNo. 

'
M⑤
凶
・

DU 
(Continued) 

DU DU DU DU DU UA UA UA 



Study No. 100523 

Appendix 16-4 (Continued) Individual FOB ofmale rats 
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M04401 
M04402 
M04403 

M04404 
M04405 
M04406 
M04407 

M04408 
M04409 
M044 10 
M044 1 1 
M04412 

Number of males 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 

(Continued) Individual FOB of male rats 
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Appendix 16-4 

(silane， ethenyltrimethoxy-gr'叩 pat 1000 mg!kg) 
MaleNo. 
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(Continued) lndividual FOB of male rats Appendix 16・4

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 
M04407 
M04408 
M04409 
M044 10 
M044 1 1 
M04412 

Number ofmales 
Mean 

Ran監
Significance 

Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed b郎副総 thevalue in the treated group wωthe sameぉ thevalue in the control group. 
Findings were graded as follows 
Gait 1: Noαnal， 2: unmoving， 3: staggering， 4: hind-limbs extended and dragged， 5: all fours extended， 

6: forelimbs extended and dr官19ged;unable to support加dy，7:蜘 ndingon tiptoe. 
1: Eyelids open normally， 2: eyelids half-closed， 3: eyelids closed. 

(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
MaleNo. 
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M04401 
M04402 
M04403 
M04404 
M04405 
M04406 
M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number ofmales 
Mean 
K.anlZe 

Significance 
Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group wωthe same as the value in the ∞ntrol group. 
Findings were graded as follows 
Consciousness 1: Comatose; no response， 2:目 ploringbehavior， 3: excited and moving spasmodically. 
Behavioral abnormalities 1: Not observed， 2: straub's reaction， 3: moving backward， 4: writhing. 

(Continued) Individual FOB of male rats 
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(Continued) Individual FOB of male rats Appendix 16-4 

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 
M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number ofmBles 
Mean 

E型監
Significance 

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group wωthe same as the value in the ∞ntrol group. 
Findings we閃 grad唱das follows 
Rightin嘩reflex 1: Righting itselfimmediately， 2: requiring 3 seconds or longer ωright itself， 3: unable ωright itself. 
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Observation of animals in-cages 

Individual FOB of female rats 
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F01l51 
FOl152 
F01153 
FOl154 
FOl155 
F01l56 
F01l57 
F01158 
F01l59 
FOl160 
FOl161 
FOl162 

Number offemales 
Mean 
Range 

P: Pregnancy， L: lactation. 
Findings were graded as follows 
Posture 1: Prone or rec礼1mbentposition， 2: resting normally， 3: moving or running about， 4: jumping. 
Palpebral closure 1: Eyelid唱opennormally， 2: eyelids half-closed， 3: eyelids closed. 

Appendix 17・1

(Control group) 
FemaleNo. 
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FOl151 
FOl152 
FOl153 
FOl154 
F01l55 
FOl156 
FOl157 
FOl158 
FOl159 
FOl160 
FOl161 
FOl162 

Number offemales 
Mean 
Range 

P: Pregnancy， L: lactation. 
Findings were grad唱das follows 
Biting behavior 1: Not observed， 2: observed. 
Clonic ∞nvulsions 1: Not ob喧erved，2:jaw convulsions， 3: tremor. 

Observation of animals in cages 

(Continued) Individual FOB of female rats 
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F01151 
F01152 
F01153 
F01154 
F01155 
F01156 
F01157 
F01158 
F01159 
F01160 
F01161 
F01162 

Number of females 
Mean 
Range 

P: Pregnancy， L: 1actation. 
Findings w官regraded as follows 
Tonic ∞nvu1sions 1: Not observed， 2: tonic extension， 3: opis曲。ωnuscon刊 Isions，4: sa1飽toryconvu1sions， 

5: asphyxia1 ∞nvu1sions. 

(Continued) Individua1 FOB of fema1e rats 
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F01151 
F01152 
F01153 
F01154 
F01155 
F01156 
F01157 
F01158 
F01159 
F01160 
F01161 
F01162 

Number of females 
Mean 
R.ange 

P: Pregnancy， L: lactation. 
Findings were graded as fo11o明 S

Ease of removal from cage 1: Docile and allo明ingitselfto be handled， 2: rearing or ∞wering， 3: running about; hard to catch 
Ease of handling 1: Docile and allo州 ngitselfto be handled， 2: struggling slightly or vocalizing， 3: s凶 1991ingand trying ωbi旬 observer'shand. 

Observation of iIn-irilaIs ()n observer's palm 
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Observation of anima1s on observer's palrn 
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(Continued) Individua1 FOB of fema1e rats 
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F01151 
F01152 
F01153 
F01154 
F01155 
F01156 
F01157 
F01158 
F01159 
F01160 
F01161 
F01162 

Number of females 
Mean 
Range 

p:p問:gnancy，L: lactatiゆn.
Findings were gradedωfo11o明 S

Muscle tone 1: Decreased， 2: norma1， 3: increased. 
F町 conditions 1: Norma1， 2: slightly soiled， 3: markedly soiled. 

Appendix 17・l

(Control group) 
Fema1e No. 
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ObserVatlOn of anima1s on observer's palm 

(Continued) Individua1 FOB offema1e rats 
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(Contro1 group) 
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F01151 
F01152 
F01153 
F01154 
F01155 
F01156 
F01157 
F01158 
F01159 
F01160 
F01161 
F01162 

Number of females 
Mean 
Ran監

P: Pregnancy， L: 1actation 
Findings were graded凶 follows
Respiration 1: Nonna1， 2: bradypnea， 3: dyspn伺

(Continued) Individua1 FOB of fema1e rats 
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(Control group) 
Fema1e No. 
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Open-field test 

(Continued) Individual FOB offemale rats 

F01151 
F01152 
F01153 
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F01159 
F01l60 
F01161 
F01162 

Number of females 
Mean 
S.D目

p:p陀gnancy，L: lactation目
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(Con汀'01group) 
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F01151 
F01152 
F01153 
F01154 
F01155 
F01156 
F01157 
F01158 
F01159 
F01160 
F01161 
F01162 

Number offemales 
Mean 
Range 

P: Pregnancy， L: lactation. 
Findings were graded凶 follows
Gait 1: Normal， 2: unrnoving， 3: staggering， 4: hind-limbs extended and dragged， 5: all fours extended， 

6: forelimbs extended and dragged; unabl崎tosupport body， 7: standing on tiptoe. 
1: Eyelids open normally， 2: eyelids halιclosed， 3: eyelids closed 

Open-field teS! 

(Continued) lndividual FOB of female rats Appendix 17・l
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Open-fleld test 

(Continued) Individual F08 of female rats 
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F01160 
F01l61 
FOl162 

Number of females 
Mean 
Range 

P: Pregnancy， L: lactation. 
Findings were graded as follows 
Consciousness 1: Comatose; no response， 2: exploring behavior， 3: excited and moving spasmodically. 
8ehavioral abnormalities 1: Not ob叩 rved，2・s回 ub'sreaction， 3: moving backward， 4: writhing. 

Appendix 17・1

(Control group) 
Female No. 
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(Continued) lndividual FOB of female rats Appendix 17・1

F01151 
F01152 
F01153 
F01l54 
F01155 
F01156 
F01l57 
F01l58 
F01159 
Fひ1160
F01161 
F01162 

Number of females 
Mean 
Range 

P: Pregnancy， L: lactation. 
Findings were graded as follows 
Righting reflex 1: Righting itselfimmediately， 2: requiring 3 seωnds or longerωright itself， 3: unable ωright itself. 
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F0225 1 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Number offemales 
Mean 

Ran壁
Significance 

Statistical method DU 
P: Pr司 nancy，L: lactation. 
DU: Analysis by Dunne的回t.

UA: Unable to be analyzed because the value in the treated grωp was the same as the value in the control group. 
Findings were graded as follows 
Posture 1: Prone or recumbent卯唱ition，2: resting normally， 3: moving or running about， 4: jumping. 
Palpebral closure 1: Eyelids open normally， 2: eyelids half-clo哩ed，3: eyelids clo唖巴:d.

lndividual FOB of female rats 
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(silane， ethenyltrimetho慌y-group at 62.5 mg/kg) 
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F0225 1 
F02252 
F02253 
F02254 
F02255 
Fひ2256
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Number offemales 
Mean 
R 官

Significanω 
Statistical method UA 
P: Pregnancy， L: lactatω札

UA: Unable to be analyzed because the value in白峰 treatedgroup was出es創neωthevalue in the control group 
Findings were graded凶 follows
Tonic convulsions 1: Not observed， 2: tonic extensiゆn，3: opis白oton凶 ωn刊 Isions，4:叫 taωry∞n刊 Isions，

5: asphyxial con刊 Isωns
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(Continued) Individual FOB offemale rats 

(silane， e白enyl甘imethoxy-group at 62.5 mg/kg) 
Fem枇 No. 0bservation of animals in cages 

Tonic convulsions 
Day 8 Day 15 Day 1 (P). Oay 8 (P) Day 15 (P) Day 3 (L) 

1 1 Non-cop叫飢ぬn

12 12 11 
1.0 1.0 1.0 
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(Continued) 
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F02251 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Number offemalcs 
Mean 
Range 

Significance 
Statistical method DU 
P: Pregn飢 cy，L: lactation 
DU: Analysis by Dunnett's test. 
UA: Unable ωbe analyzed because the value in the treated group wωthe same as the value in the con加 1gro叫p.
Findings w官regraded as follows 
Ease ofremoval from cage 1: Docile and allowing itselfto be handled， 2: rearing or cowering， 3: running about; hard ωcaωh. 
Ease ofhandling 1: Docile and allowing itselfto be handled， 2: struggling slightly or vocalizing， 3: s出回ingand tryingωbi旬 observer'shand. 

(Continued) Individual FOB of female rats 
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(silane， ethenyltrime白oxy-group at 62.5 mg/kg) 
Female No. 
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F0225 1 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Number of females 
Mean 

E盟監
Significance 

Statistical method 
P: Pregnancy， L: lactation. 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the回 atedgroup was白esame as the value in the control group 
Findings were graded as follows 
Muscle tone 1: Decreased， 2: normal， 3: incre喝sed.
Fぽ co叫ditions 1: Normal， 2: slightly soiled， 3: markedly soiled. 

(Continued) lndividual FOB of female rats 
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Appendix 17-2 

(silane， e白enyl釘ime白oxy-group at 62.5 mglkg) 
Female No 

-M-品
' UA 

(Co而inued)
UA UA UA DU UA UA UA UA UA UA UA UA UA 
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F02251 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Numbcr of females 
Mean 
Ran2e 

1ilgnlllcance 
Statistica1 method UA 
P: Pregnancy， L: lactation. 
DU: Ana1ysis by Dunnett's test. 
UA: Unable to be ana1yzed because the va1ue in the甘官atedgroup was出esame踏出eva1ue in出e∞n位'01gro叩・
Findings were graded as fol1o明 S

Lacrimation 1: None， 2: mild， 3: marked. 
Sa1ivation 1: No岨e，2: mild， 3: marked. 

(Continued) lndividua1 FOB of fema1e rats 
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Appendix 17・2

(silane，e白enyltrimethoxy-group at 62.5 mg/kg) 
Fema1e No. 

DU 
(Continued) 

DU DU DU DU DU UA UA UA UA UA UA UA 
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F022.51 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Number of females 
Mean 

E旦笠
Significance 

Statistωal method 
P: Pregnancy， L: lactati叩

UA: Unable to be analyzed because the value in山崎 treatedgroup was th唱sameωthevalue in the control group. 
Findings were graded as follows 
Respiration 1: Normal， 2: bradypnea， 3: dyspnea. 
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(Continued) lndividual FOB of female rats 

(silane， e由enyltrim曙出.oxy-group at 62.5 mg/kg) 
Fema1eNo. 0bserv紙ionof animals on observer's palm 

Resplrallon 
Day 8 Day 15 Day 1 (P) Day 8[1') Day 15 (P) Day3正}

1 1 1 1 
1 1 Non-∞仰lation

1 1 1 

1 1 1 

12 12 11 
1.0 1.0 1.0 
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F0225 1 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Number of females 
Mean 
S.D. 

Signific飢崎

Statistical method DU 
P: Pregnancy， L: lactation 
DU: Analysis by Dunnett's旬:st.
DT: Analysis by Dunnett type mean rank test. 
UA: Unable to be analyzed because the value in血etreated group w脳出esame as the value in the control group. 

Open-field test 

(Continued) lndividual FOB of female rats 
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Appendix 17・2

(silane， ethenyltrimethoxy-group at 62.5 mglkg) 
Fe泊laleNo 

DU 
( Continued) 

DU UA DU DU DU UA DU DU DU DU DT DU 
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F02251 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Number of females 
Mean 

E盟 E
Significance 

statistical method 
P: Pregnancy， L: lactation. 
UA: Unable to be analyzed because the value in the treated group was出es御前崎 thevalue in山崎con位。1group. 
Findings were graded as fo11o岬 S

Gait 1: Normal， 2: unmoving， 3: staggering， 4: hind-limbs extended and dragged， 5: all fours extended， 
6: forelimbs exもendedand dragged; unable to suppoはbody，7: standing on tiptoe. 
1: Eyelids open normally， 2: eyelids halιclosed， 3: eyelid団clo唱ed目

(Continued) lndividual FOB of female rats 
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Appendix 17・2

(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
Femal崎No

-
凶
回
目

w' UA 
(Continued) 

UA UA UA UA UA UA UA UA UA UA UA UA UA 

Palpebral closure 
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F0225 1 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F0226 1 
F02262 

Number of females 
Mean 
Range 

Signific飢四

Statistical method UA 
P: Pregnancy， L: lactation. 
UA: Unable to be analyzed because the value in the treated group w箇白esame as the value in the control group. 
Findings were graded as follows 
Consciousness 1: Comatose; no response， 2: exploring behavior， 3: excited and moving spasmodically 
Behavioral abnormalities 1: Not observed， 2抑制b'sreaction， 3: moving backward， 4: wri出町田

(Continued) lndividual FOB of female rats 
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Appendix 17・2

(silane， e白enyl佐伯le出oxy-group at 62.5 mglkg) 
Female No. 
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(Continued) Individua1 FOB of fema1e rats Appendix 17-2 

F0225 1 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

N山nberof females 
Mean 
RanlZe 

Significanω 
St獄istic叫method
P: Pregnancy， L: lactat面白.
UA: Unable to be ana1yzed because the va1ue in白etreated group was出esameωtheva1ue in白崎 controlgroup 
Findings were graded as follows 
Righting reflex 1: Righting itself immediately， 2: requiring 3 s町 ondsor longerωright itself， 3: unable to right itself. 
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Open-field test 
Righting reflex 

Day 8 Day 15 Day 1 (P) Day 8 (P) Day 15 (P) Day 3 (L) 

1 1 Non-copulation 
1 1 1 

1 1 1 

1 1  1 

12 12 11 
1.0 1.0 1.0 
1 1 1 
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(silane， ethenyltrirnethoxy-group瓜 62.5mg/kg) 
Fema1e No. 
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F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of females 
Mean 
Range 

Significance 
Statistical method DU 
P: Pregnancy， L: lactation. 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed bec副総 thevalue in the treated group w俗 thes創neas the value in the control group. 
Findings were graded as follows 
PO山間 1: Prone or recumbent position， 2: resting normally， 3: moving or running abo叫 4:jumping.
Palpebral c10sure 1: Eyelids open normally， 2: eyelids half-c1osed， 3: eyelids closed. 
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(silane， ethenyltrimethoxy-group at 250 mg/kg) 
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F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number offemales 
Mean 

Ran竪
Significance 

Statistical method UA 
P: Pregnancy， L: lacぬtion.
UA: Unable to be analyzed b田 ausethe value in the treated group was the same錨 thevalue in the control group. 
Findings were graded as fol1ows 
Biting behavior 1: Not observed， 2: observed. 
Clonic ∞nvulsions 1: Not observed， 2: jaw convulsions， 3: tremor. 

(Continued) Individual FOB of female rats 
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Appendix 17・3

(silane， ethenyltrimetho吋-group at 250 mg/kg) 
FemaleNo. 
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F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Numberofぬmales
Mean 
Ran2e 

Significance 
Statistical method UA 
P: Pregnancy， L: lactatiゆn.
UA: Unable to be analyzed because山崎 valuein出etreated group wω血esameω 白evalue in the control group. 
Findings were graded凶 follows
Tonic convulsions 1: Not observed， 2: tonic ex刷 sion，3: opis白otonus∞n刊 lsions，4: saltatory ωnvulsions， 

5:ωphyxial∞n刊 lsio岨s.
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(Continued) Individual FOB of female rats 

(silane， ethenyltrime白oxy-gro叩 at250 mg/kg) 
FemaleNo. 0bservation of animals in cages 

Tonic convulsions 
Day 8 Day 15 Day 1 (P) Day 8 (P) Day 15 (P) D喝y3 (L) 

1 1 Non-cop叫ation

12 12 11 
1.0 1.0 1.0 
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(Continued) 
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F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of females 
Mean 
Ran監

Significance 
Statistica1 method DU 
p:p問gn飢 cy，L: lact瓜ion.
DU: Ana1ysis by Dunnett's test. 
UA: Unable to be ana1yzed because the va1ue in the釘eatedgroup was the s創neωtheva1ue in the con位。1group. 
Findings were graded as fol1ows 
Ease ofremo岬a1from cage 1: Docile and a1lowing itselfto be handled， 2: rearing or cowering， 3: running about; hard to caωh. 
Ease ofhandling 1: Docile and a1lowing itselfto be handled， 2: stru岡崎sliゆtlyor voca1izing， 3: strugg1ing and町時ωbiteobserve内 hand

(Continued) Individua1 FOB of fema1e rats 
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Appendix 17-3 

(silane， ethenyl汀imethoxy-group at 250 mg/kg) 
Fema1e No. 

UA 
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F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of females 
Mean 
Ranl!.e 

Signific制lce
Statistical method 
P: Pre伊 ancy，L: 1刷出on.
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in出etreated group was出esame as the value in the control group 
Findings w唱regraded as follゆws
Muscle tone 1: Decreased， 2: nom叫， 3:increased. 
Fur conditions 1: Normal， 2: slightly soiled， 3: markedly soiled. 

(Continued) Individual FOB of female rats 
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Appendix 17・3

(silane， ethenyltrin1e血.oxy-group at 250 mglkg) 
Female No. 
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F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

N山nb町 offemales
Mean 
Ranll.e 

Significance 
Statistical method UA 
P: Pregn雌lCy，L: lactation. 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because山崎valuein白etreated gr加 pwas山esame as the value in出e∞ntrol group. 
Findings were graded as follo明 S

Lacrimation 1: None， 2: mild， 3: marked 
Salivation 1: None， 2: mild， 3: marked. 

(Continued) Individual FOB of female rats 
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Appendix 17・3

(silane， ethenyltrimethoxy-group at 250 mg!kg) 
Fema1e No. 
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(Continued) 
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F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of females 
Mean 

E型車
Significan閣

Statistical me仕lod
P: Pregnancy， L: lactation目

UA: Unable to be analyzed because the value in the回 鵬:dgroup was白esame邸 thevalue in the co唄trolgrωp 
Findings w明 egraded as follゆws
Respiration 1: Normal， 2: bradypnea， 3: dyspnea 
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(Continued) lndividual FOB of female rats 

(silane， ethenyl甘imethoxy-group at 250 mglkg) 
FemaleNo. 0bservation of animals on obぬ丙百E五福m

Respiration 
Day 8 Day 15 Day 1 (P) Day 8 (P) Day 15 (P) Day 3 (L) 

1 1 Non-c刀pulation

1 1 1 

1 1 1 

1 1 1 

12 12 11 
1.0 1.0 1.0 

1
1
1
1
1
1
1
I
l
l
-
u
ω
l
 

1
1
1
1
1
1
1
1
1
1
一
日
川

l

Appendix 17・3

-
凶

M
J

『・
(Continued) 

UA UA UA UA UA UA UA 



Study No目 100523

(Continued) Individua1 FOB of fema1e rats Appendix 17・3

F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of females 
Mean 
S.D. 

Significance 
StatJstlc叫method DU 
P: Pregnancy， L: lactation. 
DU: Ana1ysis bγDunn直げstest. 
DT: Ana1ysis by Dunnett type me飢 rank旬:st.
UA: Unable to be ana1yzed because the va1ue in出直 treatedgroup was出es儲neas the va1ue in the control group. 

n
U
A
U
n
u
n
U
A
U
A
U
n
u
n
U
A
U
A
U
T
l
n
U
A
U
 

1

0

0

 

(si1ane，e白崎nyltrime山oxy-group at 250 mg/kg) 
Fema1e No. 

、z'-nU
L--

有
J
m

一a-一D-
X
川

y
m
A
U

、，』
n
r
-

A
u
-
d
R
E
 

o-
『ニ
.n-l-

a
b
聞

げ

V
司

v
b
・-
a
M
E

旬一
D
一

旦

ητ
l
!
 

同一町一

n

'
d
-
V
L
o
 

a-a-

・t

&
D
-
M
 

n-
目

u

j

・

3

町一つ一
o
q
0
0
0
0
0
0
0
0
0
0
一1
0
0

d
o
-

〈

戸

1
0
0

(
「

L

n

-

z

d

h

v

-

o

-

・町一町一

N

一

E

D

-

-

nu

四

-

-

m一
5
一O
G
o
o
-
0
0
0
0
0
0
0
一2
1
3

n
u
g
-
-
E且

E

E

-

-

a

，
.

4

t

-

1

J

-

-

A

U

n

u

 

r

-

-

J

v

-

-

o

-

m

d

-

Z
D
一

一

円

L

W

E

-

-

n-

由

-

a

L

W

E

-

-

型
8
一0
0
0
0
0
0
0
0
0
0
0
0
一2
0
0

宝

L

-

1

0

仏

E
h
一

一

-
官
式
u
n
u
n
u
n
u
n
u
n
u
n
u
A
U
A
U
A
U
A
U
A
U
-今
4
n
u
n
u

-m
一

一

1
0
.
n札

て
サ
a値

Y

'

a

今
，
命
令
&
司

F
『
d
n
υ
1
u
s
a
n
u
e
o
-
-
A
司

'
ζ
u

-

e

-

1

2

一1
5
6

園
内
‘
d

回

開

-

a

u

-

-

一D
一

一

R

1

7

0

0

e
内

4
r
o
z
O
A
U
Z
O
勾

J
e
J
E
コハ
U
T
I
n
u
z
z
J

i

l

l

-

I

T

-

-

-れ
U
V
由

-

弓

F

S且
T

G
-

『

ニ

-

。τ
ー

-

-

!

圃

，.
-

u

v

L

-

唱

-

a

d

E

』
D

一

一

p-
司

園

田

町一つ一
3
4
3
5
9
9
9
5
3
0
5
一1
8
6

E
O
一

l

l

一1
6
4

2
d

一m

一

4

E

m

E

4

M

-

a
一D
一

畑

一

E

-

u

-

叩一つ一
8

叩・
5
1
9
1
7
7
4
3
8
7
了
4
9

別

刷

亨

k
』

C

'

i

τ

l

・
・

u-れ
U
由

・

-

A

U
今

&

哩
l
-
n

一

ー
ア

-

o

-

叫一且

N

一

同
一

5
一

0
9
9
7
0
5
0
0
6
1
2
2
-
2
9
g

y---E
・E

・E・
-
E
z
-
-
-
-
-
-
且
・
・

E

t

-

-

，、J

『‘d

n

u

v

-

F

v

-

-

V
L
a
四

-

m
一n
u

-

-

p

-

-

E

E

 

u

-

-

-

E
8
-
6
5
0
8
2
4
6
6
4
4
6
5
-
2
3
5
 

:

ー

ド
品
目

Z

6

2

一日一

n
u
'』

A
U
n
U
A
U
A
U
n
U
A
U
A
U
n
u
-
-
-
I
'
i
司

3

幽

l
a
o

n
u
n
U
A
U
A
U
n
U
A
U
A
U
n
u
n
U
A
U
T
I
A
U
A
U
 

ー
ー
の
め
の
叫

Open-fie1d test 

明、
-
z
J
勾

3
n
y
a
a
T
Z
O
弓

3
0
0
n
U
勾

4
勾

3

0

。z
o
-勾
L
a
a
T
ε
J

札口・

1

1

1

1

1

1

1

1

・
1
1
5

ー

DU 
(Continued) 

DU UA DU DU DU UA DU DU DU DU DT DU 

-
凶
一
M
個

B



Study No. 100523 

F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of femalcs 
Mean 
Ran監

Significance 
Statistical method 
P: Pregnancy， L: lactation. 
UA: Unable to be analyzed because th直valuein the treated group w邸白esame as the value in the control group. 
Findings were graded as follows 
Gait 1: Nonnal， 2: unmoving， 3: staggering， 4: hind-limbs extended and dragged， 5: all foursαtended， 

6: forelimbs extended and dragged; unable ωsupport body， 7: standing on tipωe 
1: Eyelids open nonnally， 2: eyelids half-closed， 3: eyelids closed. 

(Continued) lndividual FOB of female rats 
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(silane， e出enyl甘泊施thoxy-group at 250 mglkg) 
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Study No. 100523 

F033S1 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of females 
Mean 
Range 

Signifiιanc沼
Statistica1 method UA 
P: Pregnancy， L: 1actation. 
UA: Unab1e to be ana1yzed because the va1ue in the出 atedgroup wω 白esame as the va1ue in the contro1 group. 
Findings were gradedωfollows 
Conscωωness 1: Comatose; no問sponse，2: exp10ring behavior， 3:以 citedand moving sp唖smodica11y.
8ehaviora1 abnorma1ities 1: Not observed， 2: straub's reaction， 3: moving backward， 4:附 ithing.

(Continued) lndividua1 F08 of fema1e rats 
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(si1ane，e白eny1甘imethoxy-group at 250 mg/kg) 
Fema1e No. 
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(Continued) lndividual FOB of female rats Appendix 17・3

F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Numbcr of femalcs 
Mean 

Ran監
Significan四

Statistical method 
P: Pregnancy， L: lactation. 
UA: Unable to be analyzed because the value in the甘eatedgroup wω 白esame as白evalωin the co畑町01group 
Finding津W官regradedωfollows 
Righting reflex 1: Righting itself immediately， 2: requiring 3 seconds or longerωright itself， 3: unable ωright itself 
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Open-field test 
Righting reflex 

Day 8 Day 15 Day 1 (P) Day 8 (P) Day 15 (P) Day 3 (L) 
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(silane， ethenyl汀imethoxy-group at 250 mg/kg) 
Female No. 
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F0445 1 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F0446 1 
F04462 

Number of females 
Mean 
Ranee 

Significance 
Statistical method DU 
P: Pregnancy， L: lactation. 
DU: Analysis by Dunnett's test. 
UA: Unable ωbe analyzed because the value in the treated group wωthe same as the value in the control group. 
Findings were graded as follows 
Posture 1: Prone or recumbent po唱ition，2: resting normally， 3: moving or running about， 4: jumping. 
Palpebral closure 1: Eyelids open normally， 2: eyelids half-c同 ed，3: eyelids closed. 

Individual FOB of female rats 
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(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
FemaleNo. 
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F0445 1 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F0446 1 
F04462 

Number offヒmales
Mean 

Ran監
Significance 

Statistical method UA 
P: Pregnancy， L: lactation. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Biting behavior 1: Not observed， 2: observed. 
Clonic convulsions 1: Not observed， 2: jaw convulsions， 3: tremor. 

(Continued) Individual FOB offemale rats 
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Appendix 17-4 

(silane， ethenヴltrimet加xy-group at 1000 mglkg) 
FemaleNo. 
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F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Numberofぬmales
Mean 
Ran2e 

Significanω 
Statistica1 method UA 
P: Pregnan岬， L: lactation. 
UA: Unab1e to be ana1yzed because the va1ue in白峰treatedgroup was the same as the va1ue in血econtro1 group. 
Findings were graded as follows 
Tonic convulsions 1: Not observed， 2・tonicextension， 3: opis白otonωωnvu1sions，4: sa1tatory convulsions， 

5:ωphyxia1 con刊 Isions.

(Continued) lndividua1 FOB offema1e rats 

(si1ane， etheny1trimethoxy-gro叩 at1000 mglkg) 
Fema1eNo. 0bservation of anima1s in c唱es

Tonic convu1sions 
Day 8 Day 15 Day 1 (P) Day 8 (P) Day 15 (P) D司y3 (L) 
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(Continued) 
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F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of females 
Mean 
Rane.e 

Significance 
Statistica1 method DU 
P: Pregnancy， L: lactation. 
DU: Ana1ysis by Dunnett's旬st
UA: Unable to be ana1yzed because the va1ue in the treated group was由esame鎚白崎 va1uein白e∞ntrol group. 
Findings were graded as follows 
Ease ofremova1 from cage 1: Docile and a110wing itselfto be handled， 2: rearing or cowering， 3: running about; hard to catch. 
Ease of handling 1: Docile and a110wing itself to be handled， 2: struggling slightly or voca1izing， 3: s岡田lingand町i時 ωM旬 observer'shand. 

(Continued) Individua1 FOB of fema1e rats 
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(silane， ethenyl住imethoxy-gro川.pat 1000 mg/kg) 
Fema1e No 
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F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F'04462 

Number of females 
Mean 

s識 m
Statistica1 method 
P: Pregn飢 cy，L: 1actation. 
DU: Ana1ysis by Dunnett's test. 
UA: Unab1e to be ana1yzed because出直va1uein the treated group was白esame as the va1ωin the contro1 group. 
Findings were graded as fol1ows 
Muscle tone 1: Decreased， 2: norma1， 3: increased 
Fur conditions 1: Norma1， 2: slightly soiled， 3: markedly soilω. 

(Continued) Individua1 FOB of fema1e rats 
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(silane，e白enyltrime出oxy-group at 1000 mg/kg) 
Fema1e No. 

'
凶
一
凶
ふ
E UA 

(Continued) 
UA UA UA DU UA UA UA UA UA UA UA UA UA 



Study No. 100523 

F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of females 
Mean 

主盟三一
Significance 

Statistica1 method UA 
P: Pre伊 ancy，L: 1actation. 
Significant1y different from con首01group (市:P<0.05，判:P<⑪.01)
DU: Ana1ysis by Dunnett's test. 
UA: Unab1e to be ana1yzed because the va1ue in the田 a旬dgroup was血esame as the va1ue in the ∞ntro1 group 
Findings were gra白das follo岬 S

Lacrimation 1: No恒久 2:mild， 3: marked 
Sa1ivation 1: No岨le，2: mild， 3: marked. 

(Continued) Individua1 FOB of fema1e rats 

2 

2 
2 
3 
10 
1.6 
1・3
盲冨

DU 
(Continued) 

Observation of anima1s on ob岨erv唱r'spaJm 
Lacrimation 面持蹴ion

Day 8 Day 15 Day 1 (P) D町 8(P) Day 15 (P) Day 3 (L) Pre Day 8 Day 15 Day 1 (P) Day 8 (P) Day 15 (P) Day 3正}
1 1 2 

1 1 Non-c沿pu1ation 1 1 1 Non・copu1ation
1 1 1 1 1 1 1 1 2 

Death on Day 8 of administrati心n 1 Death on Day 8 of administration 
1 1 1 1 1 1 

1 1 2 
1 1 1 1 1 1 

1 1 1 3 3 3 
1 1 1 3 3 

1 1  1 1 1 1 2 
11 11 10 10 10 10 12 11 11 10 
1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.2 1.4 1.7 
1 1 1 1 1 1 1 1・3 1・3 1・3

.事

DU 

2 

1
2
2
1
3
1
2

一ω
M
M
R
即

2 

1
1
2
1
3
1
1
一ω
M
M
寸

即

Appendix 17・4

(剖1ane，e白eny1trimethoxy-group at 1000 mglkg) 
Female No. 
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F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of females 
Mean 

E型車E
Signifi心:anc唱

St冶.tisticalmethod 
P: Pregnancy， L: lactatiori目

UA: Unableωbe analyzed because the value in the町制edgro叫pwas the s創ne凶 thevalue in白eco叩trolgroup. 
Findings we問 gradedωfollows
Respiration 1: Normal， 2: bradypnea， 3: dyspnea 
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(Continued) Individual FOB of female rats 
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Significanω 
Statisticai method DU 
P: Pregnancy， L: 1actation 
DU: Anaiysis by Dunnett's test. 
DT: Anaiysis by Dunnett type me叩 ranktest. 
UA: Unab1e to be anaiyzed because出直vaiuein白etreated group was the same凶 thevaiue in the con位。1group 
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(si1ane， etheny1trimethoxy-gro叫pat 1000 mglk.g) 
Femaie No 
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F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of females 
Mean 

s諸問
Statistical method 
p:p民:gnancy，L: lactatωn 
UA: Unable ωbe analyzed because the value in the甘eatedgroup wωthe same as出evalue in the co唄trolgroup 
Findings we問 gradedas fo11o明 S

Gait 1: Nonnal， 2: unmoving， 3: stagg町ing，4: hind-limbs extended and dragged， 5: all fo町 S飢 tended，
6: forelimbs extended and dr昭ged;unable to support body， 7: standing on tipωe. 
1: Eyelids open nonnally， 2: eyelids half-closed， 3: eyelids closed目

(Continued) lndividual FOB of female rats 
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Appendix 17・4

(silane， ethenyltrimethoxy-gro川pat 1000 mg/kg) 
FemaleNo. 

-凶品。， UA 
(Continued) 

UA UA UA UA UA UA UA UA UA UA UA UA UA 

Palpebra1 closure 
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(Continued) Individual F08 of female rats Appendix 17・4

F0445 1 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F0446 1 
F04462 

Number of females 
Mean 
Range 

Significance 
Statistical method UA 
P: Pregnancy， L: lactation. 
UA: Unable to be analyzed because the value in the treated group w邸 thesame as the value in the control group. 
Findings were gradedωfollows 
Consciousness 1: Comatose; no response、2:exploring behavior， 3: excited and moving sp邸 modically.
8ehavioral abnormalities 1: Not ob悦 rved，2: straub's reaction， 3: moving backward， 4: writhing目
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(Continued) Individual FOB of female rats Appendix 17-4 

F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of females 
Mean 

竺監
Significance 

Statistical method 
P: Pre伊 ancy，L: lactation. 
UA: Unable to be analyzed becaωe the value in白崎 treatedgroup was血esameぉ thevalue in the control group. 
Findings we問 graded錨 fo11o明 S

Righting reflex 1: Righting itself immediately， 2: requiring 3 seconds or long<釘 ωrighti回 If，3: unable ωright itself. 
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Righting reflex 
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Individual FOB offemale rats (recovery group) 
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Observation of animals in cages 
Posture Palpebral closure 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
2 2 2 2 22  1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 22  1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2  2 2 2 2 1 1 1 1 1 2 1 
6 6 6 6 6 6 6 6 6 6 6 6 6 

2.0 2.0 2.0 2.0 2.0 2.0 1.0 1.0 1.0 1.0 1.0 1.2 1.0 
2 2 2 2 2 2 1 1 1 1 1 1-2 1 

Appendix 18・1

(Control group) 
FemaleNo. 

F01171 
FOI172 
F01173 
F01174 
F01175 
F01176 

Number of femaJes 
Mean 
Range 

(Continued) Findings were graded as follows 
Posture 1: Prone or recumbent position， 2: resting normally， 3: moving or running about， 4: jumping. 
Palpebral closure 1: Eyelids open normally， 2: eyelids half-closed， 3: eyelids closed. 
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Study No. 100523 

(Continued) Individual FOB offemale rats (recovery group) 
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Observation of animals in cages 
Biting behavior Clonic convulsions 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
1 1 1 1 1 1 1 1 1 1 1 1 1 

1 1  1 1 1 1 1 1 1 1 1 1 1 

6 6 6 6 6 66  6 6 6 6 66  
1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 

Appendix 18・1

(Control group) 
FemaleNo. 

F01l71 
FOll72 
F01173 
F01l74 
F01175 
F01176 

Number of fema1es 
Mean 
Range 

(Continued) Findings were graded as follows 
Biting behavior 1: Not observed， 2: observed. 
Clonic convulsions 1: Not observed， 2: jaw convulsions， 3: tremor. 
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Study No. 100523 

(Continued) Individual FOB offemale rats (recovery group) Appendix 18・1

(Control group) 
FemaleNo. 

(Continued) 

Pre 
F01171 1 
F01172 1 
F01173 1 
F01174 1 
F01175 1 
F01176 1 

Number of females 6 
Me加1.0
Range 1 

Findings were graded鎚 follows
Tonic convulsions 1: Not observed， 2: tonic extension， 3: opisthotonus con刊 lsions，4: saltatory convulsions， 

5: asphyxial convulsions. 

Observation of animals in cages 
Tonic convulsions 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 1  1 1 1 1 

6 6666  6 
1.0 1.0 1.0 1.0 1.0 1.0 
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Study No. 100523 

(Continued) Individual FOB offemale rats (recovery group) 

Observation ofanimals on observer's palm 
Ease of removal from cage Ease of handling 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
2 2 2 2 2 2 2 22  2 2 2 2 
2 2 2 2 2 2 2 2 2 2 2 2 2 
2 2 2 22  2 2 2 2 2 2 2 2 
2 2 2 2 2 2 1 2 2 2 2 2 2 
2 2 2 2 2 2 2 2 2 2 2 2 2 
2 2  2 2 2 2 2 2 2 2 2 2 2 
6 6 6 6 6 66  6 6 6 6 66  

2.0 2.0 2.0 2.0 2.0 2.0 1.8 2.0 2.0 2.0 2.0 2.0 2.0 
2 2  2 2 2 2 1・2 2 2 22  2 2 

(Continued) 

Appendix 18・1

(Control group) 
FemaleNo. 

Pre 
FOl171 2 
F01172 2 
F01173 2 
F01174 2 
FOl175 2 
F01176 2 

Number of females 6 
Mean 2.0 
Range 2 

Findings were graded as follows 
Ease ofremoval from cage 1: Docile and allowing itselfto be handled， 2: rearing or cowering， 3: running about; hard to catch. 
Ease ofhandling 1: Docile and allowing itselfto be handled， 2: struggling slightly or vocalizing， 3: struggling and trying to bite observer's hand. 
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Study No. 100523 

Obse~ation of animals onobserver's palm 
Muscle tone Fur conditions 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
2 2 2 2 2 21  1 1 1 1 11  
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 21  1 1 1 1 1 
2 2222211  1 11 1  
6 6 6 6 6 66  6 6 6 6 66  

2.0 2.0 2.0 2.0 2.0 2.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 
2 2  222  2 1 1 1 1 1 1 1 

(Continued) 

(Continued) Individual FOB offemale rats (recovery group) 

Pre 
F01171 2 
F01172 2 
F01173 2 
F01174 2 
F01175 2 
F01176 2 

N凶nberof females 6 
Mean 2.0 
R.ange 2 

Findings were graded as follows 
Muscle tone 1: Decreased， 2: normal， 3: increased. 
Fur conditions 1: Normal， 2: slightly soiled， 3: markedly soiled. 

Appendix 18・l

(Control group) 
Female No. 
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Study No. 100523 

Observation of ai1imals on observer's palm 
Lacrimation ----- _. Slilivation 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 1  1 1 1 1 1 1 1 1 1 1 1 
6 6 6 6 6 6 6 6 6 6 6 66  

1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 

(Continued) 

(Continued) Individual FOB offemale rats (recovery group) 

Pr官
F01171 1 
F01172 1 
F01173 1 
F01174 1 
F01175 1 
F01176 1 

Number of fem剖es 6 
~ean 1.0 
Range 1 

Findings were graded as follows 
Lacrimation 1: None， 2: mild， 3: marked. 
Salivation 1: None， 2: mild， 3: marked. 

Appendix 18・1

(Control group) 
Female No. 
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Study No. 100523 

(Continued) Individual FOB offemale rats (recovery group) Appendix 18-1 

(Control group) 
FemaleNo. Observation of animals on observer's palm 

生誕盟ion
Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 1 1 1 1 1 

1 1  1 1 1 1 

6 6 6 6 6 6 
1.0 1.0 1.0 1.0 1.0 1.0 

Pre 
F0117l 1 
F01172 1 
F01173 1 
F01174 1 
F01175 1 
F01176 1 

Number of females 6 
~ean 1.0 
Range 1 

Findings were graded as follows 
Respiration 1: Normal， 2: bradypnea， 3: dyspnea. 

(Continued) 
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Study No. 100523 

(Continued) Individual FOB offemale rats (recovery group) 

Open-field test 

Appendix 18・1

(Control group) 
FemaleNo. 

Frequency ofrearing (during a 2・minuteperiod) Frequency of grooming (during a 2・minuteperiod) 
Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 0 22  1 000  0 0 0 0 
0 037500  0 0 0 0 0 0 
5 51  1 1 5 0 0  0 0 0 00  
1 5 5 9 5 6 0 0  0 0 0 00  
1 12 10 4 4 6 0 0 0 0 0 0 0 
8 7  6 11 7 7 0 0 0 0 0 0 0 
6 6 6 6 6 6 6 6  6 6 6 66  

2.7 5.0 4.2 5.7 4.0 4.2 0.0 0.0 0.0 0.0 0.0 0.0 0.0 
3.1 4.3 3.7 4.0 2.2 2.9 0.0 0.0 0.0 0.0 0.0 0.0 0.0 

(Continued) 
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F01171 
FOII72 
F01173 
F01174 
F01175 
F01176 

Numb釘 offemal凶
Mean 
S.D. 
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Study No. 100523 

Open-field test 
G創t Palpebral closure 

Day 8 Day 15 Daヴ22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
1 11  111  

1 1  1 1 1 1 1 1 1 1 1 1 1 

6 6 6 6 6 6 6 6 6 6 6 6 6 
1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 

(Continued) 

(Continued) Individual FOB offemale rats (recovery group) 

Pre 
F01171 1 
F01172 1 
F01173 1 
F01174 1 
F01175 1 
F01176 1 

Number of females 6 
Mean 1.0 
Range 1 

Findings were graded as follows 
Gait 1: Normal， 2: unmoving， 3: staggering， 4: hind-Iimbs extended and dragged， 5: all fours 回 tended，

6: forelimbs extended and dragged; unable to support body， 7: standing on tiptoe. 
1: Eyelids open normally， 2: eyelids halιclosed， 3: eyelids closed. 

Appendix 18・1

(Control group) 
FemaleNo. 

Palpebral closure 
-凶凶--



Study No. 100523 

(Continued) lndividual F08 offemale rats (recovery group) Appendix 18・1

Qpen-ft_eld tes! 
Consciousness 8ehavioral abno云malities

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 21  1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 21  1 1 1 1 11  
2 2 2 2 22  1 1 1 1 1 1 1 
2 2  2 2 22  1 1 1 1 1 1 1 
6 6 6 6 6 6 6 6 6 6 6 6 6 

2.0 2.0 2.0 2.0 2.0 2.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 
2 2  2 2 22  1 1 

(Continued) 

Pre 
F01171 2 
F01172 2 
F01173 2 
F01174 2 
F01175 2 
F01176 2 

Number of females 6 
~ean 2.0 
Range 2 

Findings were graded as follows 
Consciousness 1: Comatose; no response， 2:眠 ploringbehavior， 3: excited and moving spasmodically. 
8ehavioral abnormalities 1: Not observed， 2: straub's reaction， 3: moving b匂ICkward，4: writhing. 

(Control group) 
FemaleNo. 
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Sωdy No. 100523 

(Continued) Individual FOB offemale rats (recovery group) Appendix 18・1

(Control group) 
FemaleNo. 

Pre 
F01171 1 
FOII72 1 
F01173 1 
F01174 1 
F01175 1 
F'01176 1 

Number of females 6 
~ean 1.0 
R.ange 1 

Findings were graded as follows 
Righting retlex 1: Righting itself immediately， 2: requiring 3 se氾ondsor long町 toright itself， 3: unable to right itself. 

Open-field test 
Righting retlex 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 1 1 1 1 1 

6 6666  6 
1.0 1.0 1.0 1.0 1.0 1.0 
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Study No. 100523 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 

E型壁
Significance 

Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Posωre 1: Prone or recumbent position， 2: resting normally， 3: moving or running about， 4: jumping. 
Palpebral closure 1: Eyelids open normally， 2: eyelids half-c1osed， 3: eyelids c10叩 :d.

Individual FOB offemale rats (recovery group) 

2
2
2
2
2
2
一6
0
ヲ
u

m

-

-

D
且

Observa!ion of animals in_cages 
Posture Palpebral closure 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 
2 2 2 22  2 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 11  
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2  2 2 2 2 3 1 1 1 1 11  
6 6 6 6 6 6 6 6 6 6 6 66  

2.0 2.0 2.0 2.0 2.0 2.0 1.3 1.0 1.0 1.0 1.0 1.0 1.0 
2 2 2 2 2 2 1・3 1 1 1 

Appendix 18-2 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
Female No. 
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Study No. 100523 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of femaJes 
Mean 
Range 

Significance 
Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value iri. tne control group. 
Findings were graded as follows 
Biting behavior 1: Not observed， 2: observed. 
Clonic convulsions 1: Not observed， 2: jaw convulsions， 3: tremor. 

(Continued) Individual FOB offemale rats (recovery group) 
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Observation of animals in cages 
Biting behavlor Clonic con叩lsions

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 1 1 1 

1 1 1 1 1 1 1 1 1 1 1 
1 1  1 1 1 1 1 

6 6 6 6 6 6 6 6 6 66  6 6 
ls ls ls Is ls ls ls ls ls ls Is ls ls 

1 1 1 1 1 1 

Appendix 18-2 

(si1ane， ethenyltrimethoxy-gr・oupat 250 mglkg) 
Female No. 
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(Continued) 

Study No. 100523 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of fema1es 
Mean 
Ran2e 

SigriT問山田

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Tonic convulsions 1: Not observed， 2: tonic extension， 3: opisthotonus convulsions， 4: saltatory convulsions， 

5: asphyxial convulsions. 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
FemaleNo. 0bservatio瓦石F出imalsin cages 

Tonic ∞nvulsions 
Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

6 6 6 66  6 
1.0 1.0 1.0 1.0 1.0 1.0 
1 1 1 1 1 1 

(Continued) Individual FOB offemale rats (recovery group) 
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Appendix 18-2 
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Study No. 100523 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 
Range 

Significance 
Statistical method DU UA UA 
Significantly ditI切'ent合om∞ntrol group (*: P<0.05). 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Ease ofremoval from cage 1: Docile and allowing itselfto be handled， 2: rearing or cowering， 3: running about; hard to catch. 
Ease ofhandling 1: Docile and allowing itselfto be handled， 2: struggling slightly or vocalizing， 3: struggling and trying to b加 observer'shand. 

(Continued) Individual FOB offemale rats (recovery group) 

Observation of animals on observer's palm 
Ease of removal from cage Ease of h晴ndling

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
2 2 2 2 2 2 1 2 22  2 2 2 
2 2 2 2 2 2 1 2 2 2 2 2 2 
2 2 2 2 2 22  2 2 2 2 2 2 
2 2 2 2 2 22  2 2 2 2 22  
2 2 2 2 2 2 2 2 2 2 2 22  
2222  222  2 2 2 2 22  
6 6 6 6 6 6 6 6 6 6 6 6 6 

2s 2s 2s 2s 2s 2s 1~ 2s 2s 2s 2s 2s 2s 
2 2 2 2 2 2 1-2 2 2 2 2 2 2 

Appendix 18・2

(silane， ethenyltrimethoxy-group at 250 mglkg) 
FemaleNo. 

UA UA 
(Continued) 

UA UA UA UA DU UA UA UA UA 
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Study No. 100523 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of fem叫直s
Mean 

主主監
Significance 

Statistical method UA 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Muscle tone 1: Decreased， 2: normal， 3: increased. 
Fur conditions 1: Normal， 2: slightly soiled， 3: markedly soiled. 

(Continued) Individual FOB offemale rats (recovery group) 
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Observation of anTriuils on observer's palm 
Muscle tone Fur conditions 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 D唱y42
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 21  1 1 1 1 11  
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 21  1 1 1 1 
2 2 2 2 22  1 1 1 1 1 1 1 
2 2  2 2 22  1 1 1 1 
6 6 6 6 66  6 6 6 6 6 66  

2.0 2.0 2.0 2.0 2.0 2.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 
2 2 2 2 22  1 1 1 1 1 1 1 

Appendix 18-2 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
FemaleNo. 
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Study No. 100523 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 

E盟主主
Significance 

Statistical method UA 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Lacrimation 1: None， 2: mild， 3: marked. 
Salivation 1: None， 2: mild， 3: marked. 

(Continued) Individual FOB offemale rats (recovery group) 
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Q~se~ation ofanil11als on observer's_palm 
Lacrimation Salivation 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
1 1 1 1 1 1 1 1 

1 1  1 1 1 1 1 1 1 1 

6 66  6 666  6 6 6 6 66  
1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 

Appendix 18-2 

(silane， ethenyltrimethoxy-group at 250 mg/kg) 
FemaleNo. 

DU DU 
(Continued) 

DU DU DU DU UA UA UA UA UA UA UA 
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(Continued) 

Study No. 100523 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 

E型監
Significance 

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the s創neas the value in the control group. 
Findings were graded as follows 
Respiration 1: Normal， 2: bradypnea， 3: dyspnea. 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
FemaleNo. 0bservation of animals on observer's一戸1m

生誕型ion
Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 1 1 1 1 1 
1 1 1 I 1 1 

1 1  1 I 1 1 
6 6 66  6 6 

ls ls ls ls ls ls 
1 1 1 1 1 

(Continued) Individual FOB offemale rats (recovery group) 
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Study No. 100523 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 
S.D. 

s函百ance

Statistical method DU 

DU: Analysis by Dunnett's test. 

UA: Unable to be analyzed because the value in the treated group was the 捌 neas the value in the ∞ntrol group. 

(Continued) Individual FOB offemale rats (recovery group) 
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Open-field test 
Frequency of白むlrig(during a t二minute-period) Frequency of grooming (during a 2・minuteperiod) 
Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

6 7 8 11 14 13 0 0 0 0 0 0 0 
8 7 2 7 11 12 0 0 0 0 0 0 0 
13 10 13 22 17 14 0 0 0 0 0 0 0 
3 4 9 47  5 0 0 0 0 0 0 0 
6 10 6 7 3 6 0 0 0 0 0 0 0 
4 3  3 1 3 8 00  0 0 0 0 0 
6 6 6 66  66 6  6 6 6 6 6 

6.7 6.8 6.8 8.7 9.2 9.7 0.0 0.0 0.0 0.0 0.0 0.0 0.0 
3.6 2.9 4.1 7.3 5.8 3.8 0.0 0.0 0.0 0.0 0.0 0.0 0.0 

Appendix 18-2 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
Female No. 
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Study No. 100523 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 

E竺監
Significance 

Statistical method UA UA UA UA UA UA UA UA 

UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 

Findings were graded as follows 
Gait 1: Normal， 2: unmoving， 3: staggering， 4: hind-Iimbs extended and dra.鶴岡， 5: all fours 田 tended，

6: forelimbs extended and dragged; unable to support body， 7: standing on tiptoe. 
1: Eyelids open normally， 2: eyelids half-closed， 3: eyelids cIosed. 

(Continued) Individual FOB offemale rats (recovery group) 
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Open-field test 
Gait Palpebr百1closure 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 1  1 1 1 1 1 1 

6 6 6 6 6 66  6 6 6 6 66  
1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 

Appendix 18・2

(silane， ethenyltrimethoxy-group at 250 mg/kg) 
FemaleNo. 

UA UA 

(Continued) 

UA UA UA UA 

Palpebral cIosure 
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Study No. 100523 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 

E型監
Significance 

Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as foIIows 
Consciousness 1: Comatose; no response， 2:侃 ploringbehavior， 3: exci旬dand moving spasmodicaIIy. 
Behavioral abnormalities 1: Not obse何叫 2:straub's reaction， 3: moving backward， 4: writhing. 

(Continued) Individual FOB offemale rats (recovery group) 
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Open-field test 
Consciousness Behavioral abnormalities 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
2 2 22  221  1 1 1 1 1 1 
2 2 22  221  1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 21  1 1 1 
2 2  2 2 22  1 1 1 
6 6666  6 6 6 6 6 6 66  

2.0 2.0 2.0 2.0 2.0 2.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 
2 22  222  1 1 1 1 1 1 1 

Appendix 18-2 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
Female No. 

UA UA 
(Continued) 

UA UA UA 
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Study No. 100523 

Appendix 18-2 (Continued) Individual FOB offemale rats (recovery group) 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
FemaleNo. 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of fema1es 

Open-field test 
Righting reflex 

Day 8 Day 15 Day 22 D喰Y29 Day 36 Day 42 

1 1 1 1 1 1 

1 1 1 1 1 1 
1 1  1 1 1 1 
6 6 6 6 6 6 

1.0 1.0 1.0 1.0 1.0 1.0 

-
凶
小
品
'

Mean 

E担監
S泡nificance

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group wωthe same as the value in the controlgroup. 
Findings were graded as follows 
Righting reflex 1: Righting itself immediately， 2: requiring 3 seconds or longer to right itself， 3: unable ωright itself. 



Study No. 100523 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of fema1es 
Mean 

h盟主
Significance 

Statistical method DU 
DU: Analysis bγDunnett's t怠st.
UA: Unable to be analyzed b郎副sethe value in the treated group wぉ thes創ne俗 thevalue in the control group. 
Findings were graded as follows 
Posture 1: Prone or recumbent position， 2: resting normally， 3: moving or running about， 4: jumping. 
Palpebral c10sure 1: Eyelids open normally， 2: eyelids halιc1osed， 3: eyelids c1osed. 

Individual FOB offemale rats (recovery group) 

Ohservation of animals in cages 
Posture Palpebral closure 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
2 2 2 2 22  1 1 1 1 1 1 1 
2 2 2 2 22  1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 22  1 1 1 1 1 31  
22  2 2 2 2 1 1 1 1 1 1 1 
6 6 6 6 6 6 6 6 6 6 6 6 6 

2.0 2.0 2.0 2.0 2.0 2.0 1.0 1.0 1.0 1.0 1.0 1.3 1.0 
2 2 2 2 2 2 1 1 1 1 1 1・3 1 

Appendix 18・3

(silane， ethenyltrimethoxy-group at 1000 mglkg) 
FemaleNo. 
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Study No. 100523 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of femaJes 
Mean 
Ranfle 

Significance 
Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed b邸側sethe value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Biting behavior 1: Not observed， 2: observed. 
Clonic convulsions 1: Not observed， 2: jaw convulsions， 3: tremor. 

(Continued) Individual FOB offemale rats (recovery group) 
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Observation of animals in cages 
Biting behavior Clonic convulsions 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 1 1 1 1 1 
1 1 1 1 1 1 1 1 1 1 1 1 

1 1 1 1 1 1 1 1 1 1 1 1 1 

6 6 6 6 6 6 6 6  6 6 6 66  
1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 

Appendix 18・3

(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
Female No. 
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(Continued) 

Study No. 100523 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of females 
Mean 

E型監
Significance 

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the vah.ie Inthe treated group was the same as the value in the control group. 
Findings were graded as foIIows 
Tonic convulsions 1: Not observed， 2: tonic extension， 3: opisthotonus convulsions， 4: saltatory convulsions， 

5: asphyx凶 convulsions.

(silane， ethenyltrimethoxy-group at 1000 mglkg) 
FemaleNo. 06serVation五fanimals in cages 

Tonic convulsions 
Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 1  1 1 1 

6 66  666  
1.0 1.0 1.0 1.0 1.0 1.0 

(Continued) Individual FOB offemale rats (recovery group) 
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F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of females 
Mean 

E型壁
Significance 

Statistical method DU 
DU: Analysis bγDunnett's test. 
UA: Unable to be叩 alyzedbecause the value in the treated group was the same as the value in the control group. 
Finding買weregraded as follows 
Ease ofremoval from cage 1: Docile and allowing itselfto be handled， 2: rearing or cowering， 3: running about; hard to catch. 
Ease ofhandling 1: Docile and allowing itselfto be handled， 2: struggling slightly or vocalizing， 3: struggling and trying to bite observer's hand. 

(Continued) Individual FOB offemale rats (recovery group) 

Observation of animals on observer's palm 
Ease ofremoval from cage Ease ofhandling 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
2 2 2 2 2 2 1 2 2 2 2 2 2 
2 2 2 2 2 2 1 2 2 2 2 2 2 
2 2 2 2 2 2 2 2 2 2 2 2 2 
2 2 2 2 22  2 2 2 2 2 2 2 
2 2 2 2 22  2 2 2 2 2 22  
22  2 222  2 2 2 2 2 22  
6 6 6 66  666  6 6 6 6 6 

2s 2s 2s 2s 2s 2s 1~ 2s 2s 2s 2s 2s 2s 
2 2 2 2 2 2 1-2 2 2 2 2 2 2 

Appendix 18-3 

(silane， ethenyltrimethoxy-group at 1000 mglkg) 
FemaleNo. 
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Study No. 100523 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of femaJes 
Mean 

E竺監
Significance 

Statistical method UA 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as fol1ows 
Muscle tone 1: Decreased， 2: normal， 3: increased. 
Fur conditions 1: Normal， 2: slightly soi1ed， 3: markedly soi1ed. 

(Continued) Individual FOB offemale rats (recovery group) 
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Observation of animals on observer's palm 
Muscle tone Fur conditions 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
2 2 2 2 2 2 1 1 1 1 1 1 
2 2 2 2 2 21  1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 222  121  1 1 1 1 1 1 
6 6 6 6 6 6 6 6 6 6 6 6 6 

2.0 2.0 2.0 2.0 1.8 2.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 
2 2 2 2 1-2 2 1 1 1 1 1 1 

Appendix 18・3

(si1ane， ethenyltrimethoxy-group at 1000 mglkg) 
FemaleNo. 

UA UA 
(Continued) 
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Study No. 100523 

(Continued) Individual FOB offemale rats (recovery group) Appendix 18・3

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of fema1es 
Mean 
Range 

Significance 
Statistical method UA UA UA 
Significantly different針。mcontrol group (.: P<0.05). 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the s創neas the value in the control group. 
Findings were graded as follows 
Lacrimation 1: None， 2: mild， 3: marked. 
Salivation 1: None， 2: mild， 3: marked. 

(silane， ethenyltrimetho呪y-group at 1000 mg!kg) 
FemaleNo. 
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Observation of animals on obseI'¥'Clr'!i palm 
Lacrimation Salivation 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
I II  1 121  

1 1 1 1 1 1 1 1 1 1 1 1 
1 1 22  1 

1 1 1 1 1 1 1 1 21  1 1 
1 1 1 1 1 1 1 1 2 2 1 1 2 

1 1 3 22  122  
6 6 6 6 6 66  6 6 6 6 66  

1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.3 1.3 1.5 1.2 1.5 1.3 
11  1 1-3 1-2 1-2 1-2 1-2 1-2 
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(Continued) 
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(Continued) 

Study No. 100523 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of femaJes 
Mean 

E型監
Significance 

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the sarne as the value in the contr()fgroup. 
Findings were graded as follows 
Respiration 1: Normal， 2: bradypnea， 3: dyspnea. 

(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
FemaleNo. 0bservation ()f animals on observer's palm 

主出型ion
Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 1 1 1 

1 1 1 1 1 1 

6 6 66  6 6 
1.0 1.0 1.0 1.0 1.0 1.0 

(Continued) Individual FOB offemale rats (recovery group) 
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Study No. 100523 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of femal国
Mean 
S.D. 

Significance 

Statistical method DU 

DU: Analysis by Dunnett's t渇st.

UA: Unable to be analyz渇dbecause the value in the treated group was the same as the value in the control group. 

(Continued) Individual FOB offemale rats (recovery group) 
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Open-field test 
Frequency 0五earing(during a 2-minute peri()d) Frequency ofgrooming (during a 2・minut怠 period)
Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
5 73  9 8 0 00  0 0 0 0 0 
3 3 2 8 8 40  0 0 0 0 0 0 
2 43  003  000  0 0 0 0 
9 17 7 12 10 14 0 0 0 0 0 0 0 
II 5 0 9 3 7 0 0 0 0 0 0 0 
2 o  042  5 000  0 0 0 0 
6 6 6 6 6 6 6 6 6 6 6 6 6 

5.3 6.0 2.5 7.0 5.2 5.5 0.0 0.0 0.0 0.0 0.0 0.0 0.0 
3.8 5.9 2.6 4.3 4.0 4.8 0.0 0.0 0.0 0.0 0.0 0.0 0.0 

Appendix 18・3

(silane， ethenyltrimethoxy-group at 1000 mglkg) 
FemaleNo. 
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Study No. 100523 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of females 
Mean 
Ranl!:e 

Significance 

Statistical method UA UA UA UA UA UA UA UA 

UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 

Findings were graded as follows 
Gait 1: Normal， 2: unmoving， 3:蜘，ggering，4: hind-Iimbs extended and dragged， 5: all fours extended， 

6: forelimbs extended and dr昭ged;unable to support body， 7: standing on tiptoe. 
1: Eyelids open normally， 2: eyelids half-c1osed， 3: eyelids c1osed. 

(Continued) Individual FOB offemale rats (recovery group) 
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Qpen-field test 
Gait Palpebral closure 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
1 1 1 1 1 1 1 1 1 1 1 

1 1 1 1 1 1 1 1 1 
1 1  1 1 1 1 1 1 1 1 

6 6 6 6 6 6 6 6  6 6 6 66  
1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 
1 1 1 1 1 1 1 

Appendix 18・3

(silane， ethenyltrimethoxy-group at 1000 mglkg) 
FemaleNo. 
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Study No. 100523 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

N山nb釘 offemales
Mean 

E旦里
Significance 

Statistical method UA UA UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as fol1ows 
Consciousness 1: Comatose; no response， 2: exploring behavior， 3: excited and moving spasmodical1y. 
Behavioral abnormalities 1: Not observed， 2: straub's reaction， 3: moving b邸 kward，4: writhing. 

(Continued) Individual FOB offemale rats (recovery group) 
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Open-field test 
Consciousness Behavioral abnormalities 

Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 Pre Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 
2 2 2 2 2 2 1 1 1 1 1 1 1 
2 2  2 2 2 2 1 1 1 1 1 
6 6 6 6 6 6 6 6 6 6 6 6 6 

2.0 2.0 2.0 2.0 2.0 2.0 1.0 1.0 1.0 1.0 1.0 1.0 1.0 
2 2 2 2 2 2 1 1 1 

Appendix 18・3

(silane， ethenyltrimethoxy-group at 1000 mg!kg) 
FemaleNo. 

UA UA 
(Continued) 
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Study No. 100523 

F04471 
F04472 
F04473 
F04474 
F04475 
F'04476 

Number of fema1凶
Mean 

E盟壁
Significance 

Statistical method UA UA UA UA UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Righting reflex 1: Righting itself immediately， 2: requiring 3 seconds or longerωright itself， 3: unable to right itself. 

(silane， ethenyltrimethoxy-group at 1000 mglkg) 
FemaleNo. d下何事eldtest 

Righting reflex 
Day 8 Day 15 Day 22 Day 29 Day 36 Day 42 

1 1 1 1 1 1 
1 1  1 1 1 1 

6 6 6 6 6 6 
1.0 1.0 1.0 1.0 1.0 1.0 

(Continued) Individual FOB offemale rats (recovery group) 
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Study No. 100523 

Individual sensory response of male rats on termination of administration period Appendix 19・1

(Control group) 
MaleNo. 

MOIIOI 
MOII02 
MOII03 
M01l04 
MOII05 
MOII06 

Number ofma1es 
Mean 

E盟盟
Findings were graded as follows 
Pupillary reflex 1: Normal pupillary contraction observed， 2: pupils completely dilated， 3: pupils completely contracted. 
Approaching behavior 1: Not observed， 2: approaching and sniffing stimulus， 3: reacting to stimulus， including vocalizing， 

4: jumping at or biting at stimulus. 
1: No response， 2: looking back and leaving stimulus， 3: reacting to stimulus， incJuding vocalizing， 
4: jumping at or biting at stimulus. 
1: Not observed， 2: hesitating at stimulus or moving ears， 3: jumping at and trying to bite at the source of sound. 
1: Not observed， 2: slowly looking back or slowly moving forward to escape from stimulus， 
3: quickly moving forward to escape from stimulus or biting at it immediately after looking back， 
4: jumping forward to escape from stimulus， 5: loudly vocalizing and biting at stimulus after suddenly looking back. 

Pain reflex 
3 
3 
3 
3 
3 
3 
6 

3.0 
3 

Pupillary reflex Approaching behavior Response to touch Auditory reflex 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2  2 2 
6 6 6 6 

1.0 2.0 2.0 2.0 
1 2 2 2 

Response to touch 

Auditory reflex 
Pain reflex 
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Study No. 100523 

lndividual sensory response ofmale rats on termination ofadministration period Appendix 19・2

(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
MaleNo. 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 

Number ofmales 
Mean 

E笠監
Significance 

Statistical method UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the val凹 inthe control group. 
Findings were graded as follows 
Pupillary reflex 1: Normal pupillary contraction observ吋， 2:pupils completely dilated， 3: pupils completely contr配 ted.
Approaching behavior 1: Not observed， 2: approaching and sniffing stimulus， 3: reacting to stimulus， including vocalizing， 

4: jumping at or biting at stimulus. 
1: No response， 2: looking back and leaving stimulus， 3: reacting to stimulus， including vocalizing， 
4: jumping at or biting at stimulus. 
1: Not observed， 2: hesitating at stimulus or moving ears， 3: jumping at and trying ωbite at the source of sound. 
1: Not observed， 2: slowly looking back or slowly moving forward to escape合omstimulus， 
3: quickly moving forward to escape企omstimulus or biting at it immediately after looking back， 
4: jumping forward to escape合omstimulus， 5: loudly vocalizing and biting at stimulus after suddenly looking back. 

Pain reflex 
3 
3 
3 
3 
3 
3 
6 

3.0 
3 

Pupillary reflex Approaching behavior Response to touch Auditory reflex 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2  2 2 
6 6 6 6 

1.0 2.0 2.0 2.0 
1 2 2 2 

UA UA 

Response to touch 

Auditory reflex 
Pain reflex 
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Study No. 100523 

lndividual sensory response of male rats on termination of administration period Appendix 19・3

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 

Number of males 
Mean 

E笠監
Significance 

Statistical method UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded ωfollows 
Pupillary reflex 1: Normal pupil加y∞凶ractionobserved， 2: pupils completely dilated， 3: pupils completely ∞ntracted. 
Approaching behavior 1: Not observed， 2: approaching and sniffing stimulus， 3: reacting to stimulus， including vocalizing， 

4: jumping at or biting at stimulus. 
1: No response， 2: looking back and leaving stimulus， 3: reacting to stimulus， including vocalizing， 
4: jumping at or biting at stimulus. 
1: Not observed， 2: hesitating at stimulus or moving ears， 3: jumping at and trying to bite at the source of sound. 
1: Not observed， 2: slowly looking back or slowly moving forward to escape合'omstimulus， 
3: quickly moving forward to escape from stimulus or biting at it immediately after looking back， 
4: jumping forward to escape from stimulus， 5: loudly vocalizing and biting at stimulus after suddenly looking back. 

Pain reflex 
3 
3 
3 
3 
3 
3 
6 

3.0 
3 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
MaleNo. 

Pupillary reflex Approaching behavior Response to touch Auditory reflex 
1 2 2 2 
1 2 2 2 

2 2 2 
2 2 2 

1 2 2 2 
1 2  2 2 
6 6 6 6 

1.0 2.0 2.0 2.0 
1 2 2 2 

UA UA 

Response to touch 
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Study No. 100523 

Individual sensory response ofmale r蹴 ontermination of administration period Appendix 19・4

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 

Number ofmales 
Mean 

E旦~
Significance 

Statistical method UA UA UA 
UA: Unable to be analyzed be叩 usethe value in the treated group was the s副首eas the value in the control group. 
Findings were graded as follows 
Pupillary reflex 1: Normal pupillary contraction observed， 2: pupils completely dilated， 3: pupils completely contracted. 
Approaching behavior 1: Not observed， 2: approaching and sniffing stimulus， 3: reacting to stimulus， including vocalizing， 

4: jumping at or biting at stimulus. 
1: No response， 2: looking back and leaving stimulus， 3: reacting to stimulus， including vocalizing， 
4: jumping at or b悩ngat stimulus. 

1: Not observed， 2: hesitating at stimulus or moving ears， 3: jumping at and trying to bite at the source of sound. 
1: Not ob叩附d，2: slowly looking back or slowly moving forward to escape from stimulus， 
3: quickly moving forward to escape合omstimulus or biting at it immediately after looking back， 
4: jumping forward to escape合omstimulus， 5: loudly vocalizing and biting at stimulus aft怠rsuddenly looking back. 

(silane， ethenyltrimethoxy-group at 1000 mg!k.g) 
MaleNo. 

Pain reflex 

3 
3 
3 
3 
3 
5 

3.0 
3 

Pupillary reflex Approaching behavior Response to touch Auditory reflex 
Death on Day 16 of administration 

5 
1.0 

2 
2 
2 
2 
2 
5 

2.0 
2 

2 
2 
2 
2 
2 
5 

2.0 
2 

2 
2 
2 
2 
2 
5 

2.0 
2 
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Response to touch 

Auditory reflex 
Pain reflex 

'
凶
J

可
⑤

s



Study No. 100523 

Individual sensory response of female rats on termination of administration period Appendix 20-1 

F01151 
F01152 
F01153 
F01154 
F01155 
F01156 

Number offemales 
Mean 

E盟監
Findings were graded as follows 
Pupil加yreflex 1: Normal pupillary contraction observed， 2: pupils completely dilated， 3: pupils completely contracted. 
Approa心hingbehavior 1: Not observed， 2: approaching and sniffing stimulus， 3: reacting to stimulus， including vocalizing， 

4: jumping at or biting at stimulus. 
1: No response， 2: looking back and leaving stimulus， 3: reacting to stimulus， including vocalizing， 
4: jumping at or biting at stimulus. 
1: Not observed， 2: hesitating at stimulus or moving ears， 3: jumping at and trying to bite at the source of sound. 
1: Not observ叫 2:slowly looking back or slowly moving forward to escape仕omstimulus， 
3: quickly moving forward to escape from stimulus or biting at it immediately after looking back， 
4: jumping forward to escape from stimulus， 5: loudly vocalizing and biting at stimulus after suddenly looking back. 

Pain reflex 
3 
3 
3 
3 
3 
3 
6 

3.0 
3 

Pupillary reflex Approaching behavior Response to touch Auditory reflex 
1 22  2 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2  2 2 
6 6 6 6 

1.0 2.0 2.0 2.0 
1 22  2 

(Control group) 
FemaleNo. 

Response to touch 

Auditory reflex 
Pain reflex 
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Individual sensory response of female rats on termination of administration period Appendix 20・2

(silane， ethenyltrimethoxy-group at 62.5 mg!k副
Female No. 

F02251 
F02253 
F02254 
F02255 
F02256 
F02257 

Number of females 
Mean 

E型車E
Significance 

Statistical method UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were graded as follows 
Pupillary refl侃 1:Normal pupil加γcontractionobserved， 2: pupils completely dilated， 3: pupils completely ∞ntracted. 
Approaching behavior 1: Not observed， 2: approaching and sniffing stimulus， 3: reacting to stimulus， including vocalizing， 

4: jumping at or biting at stimulus. 
1: No response， 2: looking back and leaving stimulus， 3: reacting to stimulus， including vocalizing， 
4: jumping at or biting at stimulus. 
1: Not observed， 2: hesitating at stimulus or moving ears， 3: jumping at and trying to bite at the source of sound. 
1: Not observed， 2: slowly looking b郎 kor slowly moving forward to escape合omstimulus， 
3: quickly moving forward to escape from stimulus or biting at it immediately after looking back， 
4: jumping forward to escape仕omstimulus， 5: loudly vocalizing and biting at stimulus after suddenly looking back. 

Pain reflex 
3 
3 
3 
3 
3 
3 
6 

3.0 
3 

Pupillary reflex Approaching behavior Response to touch Auditory reflex 
1 2 2 2 

2 2 2 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2  2 2 
6 6 6 6 

1.0 2.0 2.0 2.0 
2 2 2 

UA UA 

Response to touch 
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Study No. 100523 

Individual senspry response of female rats on termination of administration period Appendix20・3

F03351 
F03353 
F03354 
F03355 
F03356 
F03357 

Number of females 
Mean 
Ran~ 

Sig川玩出ce
Statistical method UA UA UA 

UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
Findings were gradedωfollows 
Pupillary refl臥 1:Normal pupillary contraction observed， 2: pupils completely dilated， 3: pupils completely ∞ntracted. 
Approaching behavior 1: Not observed， 2: approaching卸 dsniffing stimulus， 3: reacting to stimulus， including vocalizing， 

4: jumping at or biting at stimulus. 
1: No response， 2: looking back and leaving stimulus， 3: reacting to stimulus， including vocalizing， 
4: jumping at or biting at stimulus. 
1: Not observed， 2: hesitating at stimulus or moving ears， 3: jumping at and紅yingto bite at the source of sound. 
1: Not observed， 2: slowly looking back or slowly moving forward ωescape from stimulus， 
3: quickly moving forward to escape from stimulus or biting at it immedi蹴 Iyafter looking back， 
4: jumping forward to escape from stimulus， 5: loudly vocalizing and biting at stimulus after suddenly looking back. 

Pain reflex 
3 
3 
3 
3 
3 
3 
6 

3.0 
3 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
Female No. 

Pupillary refle流 Approachingbehavior Response to touch Auditory reflex 
1 2 2 2 
1 2 2 2 

2 2 2 
1 2 2 2 
1 2 2 2 
1 2  2 2 
6 6 6 6 

1.0 2.0 2.0 2.0 
1 2 2 2 

UA UA 

Response to touch 

Auditory reflex 
Pain reflex 
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lndividual sensory response of female rats on termination of administration period Appendix 20・4

(silane， ethenyltrimethoxy-group at 1000 mg/k.g) 
FemaleNo. 

F04451 
F04453 
F04454 
F04456 
F04457 
F04458 

Number of femalω 
Mean 

E型監
Significance 

Statistical method UA UA UA 
UA: Unable to be analyzed because the value in the treated group was the s創neas the value in the control group. 
Findings were graded as follows 
Pupillarγreflex 1: Normal pupillary contraction observed， 2: pupils completely dilated， 3: pupils completely contracted. 
Approaching behavior 1: Not observed， 2: approa心hingand sniffing stimulus， 3: reacting to stimulus， including vocalizing， 

4: jumping at or biting at stimulus. 
1: No response， 2: looking back and leaving stimulus， 3: reacting to stimulus， including vocalizing， 
4: jumping at or biting at stimulus. 
1: Not observed， 2: hesitating at stimulus or moving ears， 3: jumping at and trying ωbite at the source of sound. 
1: Not ob崎 rved，2: slowly looking back or slowly moving forward to escape合omstimulus， 
3: quickly moving forward ωescape合omstimulus or biting at it immediately after looking back， 
4: jumping forward ωescape合omstimulus， 5: loudly vocalizing and biting at stimulus after suddenly looking back. 

Pain reflex 
3 
3 
3 
3 
3 
3 
6 

3.0 
3 

Pupillary reflex Approaching behavior Response to touch Auditory reflex 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2 2 2 
1 2  2 2 
6 6 6 6 

1.0 2.0 2.0 2.0 
1 2 2 2 

UA UA 

Response to touch 

Auditory reflex 
Pain reflex 
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Study No. 100523 

(silane， ethenyltrimethoxy-group at 62.5 mg!kg) 
Male No. Forelimb Hindlimb 
M02201 1261 108 
M02202 942 139 
M02203 742 108 
M02204 754 128 
M02205 898 142 
M02206 523 92 

N凶nb釘 ofmaJes 6 6 
Mean 853 120 
S.D. 248 20 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 

Individual grip strength (g) of male rats on termination of administration period Appendix 21・2

DU 
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Study No. 100523 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
Male No. Forelimb Hindlimb 
M03301 894 162 
M03302 1123 98 
M03303 784 124 
M03304 678 80 
M03305 1473 118 
M03306 1021 106 

N山nb釘 ofmaJes 6 6 
Mean 996 115 
S.D. 283 28 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 

Individual grip strength (g) of male rats on termination of administration period Appendix 21・3
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Study No. 100523 

Hirialimb 
341 
148 
136 
107 
63 
142 
6 

156 
96 

Forelimb 
1604 
962 
968 
783 
938 
931 
6 

1031 
289 

Individual grip strength (g) of female rats on termination of administration period Appendix 22・1

(Control group) 
FemaleNo. 
F01151 
F01152 
F01153 
F01154 
F01155 
F01156 

Number of females 
Mean 
S.D. 

'凶∞∞'



Study No. 100523 

(silane， ethenyltrimethoxy-group at 62.5 mglk.ω 
Female No. Forelimb Hindlimb 
F02251 1082 161 
F02253 759 125 
F02254 829 64 
F02255 1088 130 
F02256 800 234 
F02257 741 156 

Number of fema1es 6 6 
Mean 883 145 
S.D. 159 56 

Signific如何

Statistical method DU 
DU: Analysis by Dunnett's test. 

Individual grip strength (g) of female rats on termination of administration period Appendix22・2

DU 
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Study No. 100523 

(silane， ethenyltrimethoxy-group at 250 mglk.g) 
Female No. Forelimb Hindlimb 
F03351 1408 167 
F03353 955 199 
F03354 1108 128 
F03355 1354 156 
F03356 861 107 
F03357 1101 122 

Number of females 6 6 
Mean 1131 147 
S.D. 215 34 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's 旬st.

Individual grip strength (g) of female rats on termination of administration period Appendix 22・3

DU 
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Study No. 100523 

(silane， ethenyltrimethoxy-group at 1000 mダkg)
Female No. Forelimb Hindlimb 
F04451 744 84 
F04453 1322 174 
F04454 1243 90 
F04456 1209 103 
F04457 999 100 
F04458 1010 118 

Number of fema1es 6 6 
Mean 1088 112 
S.D. 212 33 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 

Individual grip strength (g) of female rats on termination of administration period Appendix 22-4 
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Individual spontaneous motor activity of male r蹴 ontermination of administration period 
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1
写
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2
4
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Total 
929 

2973 
696 
623 
1975 
1526 

6 
1454 
908 

60 
18 

655 
32 
3 

352 
128 
6 

198 
259 

Ambulatory counts 
Mimites after aaministration 

3o 40 50 
112 23 0 
75 356 122 
II 15 23 

205 2 96 
109 0 0 
15 169 0 
6 66  
88 94 40 
72 143 55 

20 
98 

448 
157 
0 

495 
339 

6 
256 
201 

10 
678 
1317 
458 
317 
1019 
875 
6 

777 
370 

Appendix 23・1

(Control group) 
MaleNo. 

MOII01 
MOll02 
MOll03 
MOII04 
MOII05 
MOII06 

Number ofmales 
Mean 
8.D. 
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8tudy No. 100523 

M02201 
恥102202
M02203 
M02204 
M02205 
M02206 

Number of males 
Mean 
8.D. 

8igr江市ance
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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Individual spontaneous motor activity of male r蜘 ontermination of administration period 
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1452 
1061 
601 
1722 
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0 
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6 
39 
57 

Appendix 23・2

(silane， ethenyltrimethoxy-group at 62.5 mglkg) 
MaleNo. Ambulatory counts 

Minutes after administration 
3o 40 50 
14 5 0 

121 320 2 
33 0 7 
1 0 115 
o 84 2 

52 0 52 
6 6 6  
37 68 30 
46 128 46 

20 
0 

104 
73 
165 
442 
315 

6 
183 
165 

10 
481 
791 
948 
320 
1186 
245 

6 
662 
373 

DU DT DU DT DU DU DU DT DT DT DU DT DT 
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Minutes after administration 
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Total 
1826 
1329 
6503 
3155 

3841 

1363 

6 
3003 
1993 

60 
0 

0 
700 

0 

341 

63 
6 

184 
285 

Ambulatory counts 
Minutes after administration 

3o 40 50 
477 226 53 
278 49 149 
881 134 441 
209 36 364 

418 420 410 

23 323 70 

6 6 6  
381 198 248 
293 154 177 

市

DT DU DT DU DT DU DU DU DT DT DU 

Appendix 23・3

(silane， ethenyltrimethoxy-group at 250 mglkg) 
MaleNo. 

M03301 
M03302 
恥103303
M03304 

M03305 

M03306 

Number of males 
Mean 
S.D. 

Signi百組 問

Statistical method DU DT DT 
Significantly different from control group (*: P<⑬.05). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
MaleNo. Ambulatory counts 

Minutes after administration 
1o 20 30 40 50 

Death on Day 16 of administration 
376 44 104 
1108 323 116 
1321 512 522 

1081 124 5 

852 222 569 
5 55  

948 245 263 
360 182 262 

Individual spont加 eousmotor activity of male rats on termination of administration period Appendix 23-4 
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M04401 
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Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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Individual spontaneous motor activity of female rats on termination of administration period 
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Ambulatory counts 
Minutes a合活radministration 

3o 40 50 
448 1 0 

o 6 104 
1 1 4 
0 5 0  
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75 25 18 
183 54 42 
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Appendix 24・1
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(si1ane， ethenyltrimethoxy-group at 62.5 mglkg) 
FemaleNo. Ambulatory counts 

Minutes after administration 
3o 40 50 
0 0 0  
0 0 0  
0 0 5  

211 58 18 
626 182 259 
1 o  0 
6 6 6  

140 40 47 
253 73 104 

F02251 
F02253 
F02254 
F02255 
F02256 
F02257 

Number offemales 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 

20 
0 
0 

311 
0 
8 
0 

6 
53 
126 

10 
399 
303 
350 
799 
530 
1657 

6 
673 
514 

Appendix 24-2 

DU DT DT DU DU DU DU DT DT DT DT DU DT 

'
凶
占
W
J

可'



Study No. 100523 

d
-
5
7
9
3
4
0フ
0
6
弓

J

U
T
-
1
3
3
3
8
-
3
2
 

0
-

T
a
一

n
u
T
H
U
n
u
n
U
今，

a
n
v
a『
一
，

A
U
'
E
勾・

4

ζ
u
-

Vertical counts 
Minutes after adminis回.tion

3o 40 50 
0 00  
000  
3 0 10 

1 42  

002  

7o  3 
6 66  
213  
324  

初一

1
0
7
3
0
叩一
6
4
4

Individual spontaneous motor activity of female rats on termination of administration period 

0
7
4
7
9
1
2
6
7
0
7
6
 

・17
l
'
i
'
i

ヲ
-
今
』
弓
ニ
ヲ
“
，
t

J
U
T斗
勾

3
n
u
-
-
a斗

n
Y
7
0
A
U
r
o

h
u
-
n
U
勾

'
'
i
a品
T
n
u
a品
マ

-

今

J
A
U

O
有

J
9
3
3
2
8
-
2
8

T
一

1
1
4
4
-
2
1

60 
0 
85 
0 

181 

437 

719 
6 

237 
287 

l
h
u
x
u
n
u

。。
n
U
『

d
ヲ
-
フ
o
r
O
『

d

m
-
5
一

0

9

9

-

6

O

k

-

-

4

4

6

一
2

3

t

-

-

-

Ed
圃

a

u

-

-

-

伽

L

-

V

4

-

-

-

n
一

剖

一

一

-

E
・I

・

-

-

。一・
m

一

一

一

t
-
n
一O
一0
0
0
6
0
9
-
6
9
7

V
L
h
-
4
-
2
2
8
4
-
2
9
 

M
2
u

一一

4

2

一
1

1

ゅ

u
-
V畠
田

-

-

L
出

-
p
w

四

-

-

f
u
r
n
-
-

一

b
-
a
-

一

-

'
且

-
e
s
-
-
-

U
一主
O
一0
8
0
1
6
5
-
6
2
l

a
r
-
d訓
可
J

-

n

y

n

y

ε

J

E

h

y

r

o

m

-

4

5

-

I

Z

 

--圃M

一

Appendix 24・3

(silane， ethenyltrimethoxy-group at 250 mダkg)
FemaleNo. 

F03351 
F03353 
F03354 

F03355 

F03356 

F03357 
Number of females 

Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 

20 
0 
0 
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42 
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10 
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F04451 
F04453 
F04454 

F04456 

F04457 

F04458 
Number of females 

ルlean
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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(silane， ethenyltrimethoxy-group at 1000 mglkg) 
FemaleNo. Ambulatory counts 

Minutes after administration 
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Study No. 100523 

(Continued) lndividual urinary examination ofmale rats on Day 2 ofa命ninistrationAppendix 25・1
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一 Crystals 

一

+

+
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一

6

Casts 

6 

Unnary sediments 
Erythroc戸ωL叫kocytes

Occult 
blood 

M01101 L泡而吾函而w 9.0 + 
M01102 Li酔tyello明 9.0 ++ 
MO 11 03 Light yello岬 9.0 + 
MOII04 Light yellow 9.0 + 
MO 11 05 Light yello明 9.0 + 
M01106 Light yellow 8.5 +一一

Number ofmales 6 6 6 6 6 6 6 
Pr，慨in:一;negative，土;10-20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
G1ucose:一;neg瓜ive，土;40-60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL. 
Ketone body:一;negative， +; slight， ++; moderate， +++; marked 
8ilirubin一;negative， +; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgldL. 
Occu1t b1ood:一;negative，士;国民+;sli仰， ++; moderate， +++; marked. 
Urobilinogen: :1::; normal， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgldL， ++++; 12 mgldL. 
Epithelial cells::I::; 0-20 cells/100 fie1ds， +; 21-100 cells/100 fie1ds， ++; 101-200 cells/100 fie1ds， +++;孟201cells/100白e1ds.
Eryt防ocytes::1::; 0-20ω:I1s/100 fie1ds， +; 21-100 cells/100 fields， ++; 101-200 cells/100白隠Ids，+++; 201-500 cells/100 fielゐ++++;ミ501cells/100 fields. 
Leukocytes:土;0-20 cells/100 fields， +; 21-100 cells/IOO fielゐ，++;101-200 cells/100 fields， +++; 201-500 cells/IOO field団++++;ミ501cells/100 fields. 
Casts:一;not observed， +; observed. 
Crystals:一;not observed， +; observed. 
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Study No. 100523 

(silane， ethenyltrimethoxy-group at 62.5 mg!kg) 
Male No. UV S.G. 

mL 
16.0 
20.8 
14.3 
13.5 
14.9 
9.3 
6 

14.8 
3.7 

Individual urinary examination of male rats on Day 2 of administration Appendix 25-2 

(Continued) 

1.049 
1.025 
1.048 
1.041 
1.046 
1.066 

6 
1.046 
0.013 

DU 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 

Number of maJes 
Mean 
S.D. 

Sig市ficance
Statistical method DU 
DU: Analysis by Dunnett's test. 
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Study No. 100523 

(Continued) Individuai Ufinary examination ofmaie rats on Day 2 ofadministration 

(silan直， ethenyl町une出oxy-group at 62.5 mglkg) 
Maie No. Color pH Protein 

Appendix 25・2

Crystais 

+ 

一+一+一
6

Casts 

6 

Unnary sediments 
Ery出rocytes Leukocytes 

Occult 
blood 

M0220 1 Light yello明 9目。干
M02202 Liゆtyellow 9.0 ++ 
M02203 Light yellow 8.5 土

M02204 Light yello岬 9.0 + 
M02205 Light yello明 8.0 + 
M02206 Liゆtyell側 9.0 ++一一一一

Number ofmalcs 6 6 6 6 6 6 6 
Protein:ー;negative，土;10-20 mg!dし+;30 mg!dL， ++; 100 mg!dL， +++; 300 mg!dL， ++++; 1000 mg!dし
Gluωぉ.一;negatlve，土;40-60 mg!dL， +; 100 mg!dL， ++; 250 mg!dL， +++; 500 mg!dL， ++++; 2000 mg!dL. 
Ketone body:一;negative， +; slight， ++; moder脚， +++; marked. 
8ilirubin: -; negative， +; 0.5 mg!<札，++;1.0 mg!乱，+++; 2.0 mg!dL 
Occult blood: -; negative，土;trace， +; slight， ++; moderate， +++; marked. 
Urobilinogen:土;normai， +; 1 mg!dL， ++; 4 mg!dL， +++; 8 mg!dL， ++++; 12 mg!dL. 
Epitheliai cells土;0-20 cells/100 恥Ids，+; 21-100 cells/100 fiel必，++; 101-200 cells/100 fields， +++;孟201cells/100 field臥
Erythrocytes: :1::; 0-20ω:I1s/100 fields， +; 21-100 cells/100 fields， ++; 101-200 cells/100 fields， +++; 201-500 cells/100 fields +++穴註501cells/lOO fields. 
Leukocytes: :1::; 0-20 cells/100 fields， +; 21-100 cells/lOO fields， ++; 101-200ωlIs/100 fields， +++; 201-500 cells/100 fields ++++;ミ501cells/lOO fields. 
Casts一;not observed， +; observed目

Crystais: -; not observ吋， +; observed. 
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lndividual urinary examination of male rats on Day 2 of administration Appendix 25-3 

1.026 
1.049 
1.052 
1.058 
1.032 
1.043 

6 
1.043 
0.012 

(Continued) 
DU 

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 

Number ofmales 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's 旬st.
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Study No. 100523 

(Continued) Individua1 urinary examination of ma1e rats on Day 2 of administration 

(si1ane， ethenyl町imetho岬-group at 250 mg/kg) 
Ma1e No. Color pH Protein 

Appendix 25・3

Crysta1s 

ート

+ 

+ 
6 

Casts 

6 

Ui1inary sediments 
Ery由rocytes Leukocytes 

回出16m

M03301 LigJ1t~戸~ 9.0 + 
M03302 Light yel10w 9.0 + 
M03303 Light yel10w 6.0 + 
M03304 Light yel10w 9.0 + 
M03305 Light yel10w 8.5 + 
M03306 Light yel10w 9.0 土一一一

Numbcr ofmalcs 6 6 6 6 6 6 6 
Protein:一;negative，土;10-20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL，件付;1000 mgldL 
Glucose:一;negative，土;40-60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mg/dL. 
Ketone body:ー;negative， +; sli酔t，代 moderate，+++; marked. 
8i1irubin: -; negative， +; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mglι 
Occult blood一;negative， ::1::; trace， +; sli酔t，++; moder蹴， +++; marked. 
Urobi1inogen: ::1::; norma1， +; 1 mgldL， ++; 4 mg/dL， +++; 8 mgl札，++++;12 mglι 
Epithelia1 cel1s:土;0-20 cel1s/100 fields， +; 21-100 cel1s/100 fields， ++; 101-200ωI1s/100 fields， +++;孟201cel1s/100 fields. 
Erythrocytω:土;0-20 cel1s/100 fields， +; 21-100 cel1s/100 fiel白， ++; 101-200 cel1s/100 fields， +++; 201-500 cel1s/100 fields ++++;孟501cel1s/100 fields. 
Leukocytes:土;0-20 cel1s/100 fiel必， +; 21-100 ωI1s/100 fields， ++; 101-200 cel1s/IOO fields， +++; 201-500ωI1s/100 fields ++++;孟501cel1s/100 fields. 
Casts:一;not observed， +; observed 
Crysta1s一;not observed， +; observed. 
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Study N'O. 100523 

Individual urinary examinati'On 'Of male rats 'On Day 2 'Of administrati'On 

(C'Ontinued) 

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 

Number ofmaJes 
Mean 
S.D. 

Sign市hce
Statistical meth'Od DU DU 
Significantly different合omc'Ontr'Ol gr'Oup (*: P<0.05，料:Pく0.01).
DU: Analysis by Dunne旬、test.

(silane， ethenyltrimeth'Oxy-gr'Oup at 1000 mg/kg) 
Male N'O. UV S.G. 

mL 
25.3 
15.3 
14.8 
19.7 
33.6 
20.5 

6 
21.5 
7.0 

市

Appendix 25-4 

1.020 
1.026 
1.031 
1.029 
1.018 
1.025 

6 
1.025 
0.005 

** 
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Urinary sediments 
Ery也rocytes Leukocytes 

Urobili-
nogen 

(Continued) lndividuai urinary examination of maie rats on Day 2 of adminis甘ation

(silane， etheny1trimethoxy-group at 1000 mg/kg) 
Maie No. Color pH Protein 

Appendix 25-4 

Crystais 

+ 
+ 

6 

Casts 

6 

Occuit 
blood 

M04401 Light yellow 8.5 ++ 
M04402 Li仰 yellow 6.0 ++ 
M04403 Li脚 yellow 9.0 ++ 
M04404 Lゆtyellow 9.0 ++ 
M04405 Ligh直yellow 6.5 +++ 
M04406 Light yellow 9.0 +一一一-

Number ofmalcs 6 6 6 6 6 6 6 
Protein:一;negative，土;10--20 mg/dL， +; 30 mg/dL， ++; 100 mg/dL， +++; 300 mg/dL， ++++; 1000 mg/乱
G1ucose: -; negative， ::1::; 40--60 mg/dL， +; 100 mg/dL， ++; 250 mg/dL， +++; 500 mg/dL， ++++; 2000 mg/dL. 
Keto叩 body:-; negative， +; slight， ++; moderate， +++; marked. 
Bilirubin: -; negative， +; 0.5 mg/dL， ++; 1.0 mg/dL， +++; 2.0 mg/dL. 
Occult blood一;negative， ::1::;国民+; slight， ++; moderate， +++; marked 
Urobilinogen:土;normai， +; 1 mg/dL， ++; 4 mg/dL， +++; 8 mg/<札，++++;12 mg/乱
Epi出eliaicells:土;0--20 cells/100 fie1ds， +; 21--100 cells/100 fie1ds， ++; 101--200 cells/100 fie1ds， +++;孟201cells/100 fie1ds. 
Erythrocytes・土;0--20 cells/100 fie1ds， +; 21--100 cells/100 fie1ds， ++; 101--200 cells/100 fie1ds， +++; 201--500ωlls/100 fie1ds ++++;孟501cells/100 fie1ds. 
Leukocytes:土;0--20 cells/100 fie1ds， +; 21--100 cells/100 fie1ds， ++; 101--200 cells/100恥1ds，+++; 201--500叫 Is/100fie1ds ++++よ501cells/100 fields. 
Casts:一;not observed， +; observed 
Crystais: -; not observed， +; obs唱rved
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Individual urinarγexamination of female rats on Day 2 of administration Appendix 26・1

(Control group) 
FemaleNo. 8.0. 

1.034 
1.056 
1.062 
1.048 
1.068 
1.050 

6 
1.053 
0.012 
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F01153 
F01l54 
F01155 
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N凶nb釘 offemales
Mean 
8.D. 

(Continued) 
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(Continued) lndividual urinary examination of female rats on Day 2 of administration 

Color 

Appendix 26・l
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Crystals 

+
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二
6

Casts 

6 

Urinary sediments 
同碩白雨es Leukocytes 

Occult 
blood 

F01151 Lightye110w 9.0 
F01152 Light ye110w 9.0 土

F01153 Li酔tye110w 9.0 土

F01154 Light ye110w 6.0 -
F01155 Light ye11ゆw 9.0 土

F01156 Light ye11ゆw 8.5 一一
Numberof自己males 6 6 6 6 6 6 6 
Protein: -; negative，土;10.......20 mgldL， +; 30 mgldL， ++; 100 mgl乱， +++; 300 mgl乱，++++;1000 mgldL. 
Glucose: -; negative， :1::; 40.......60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL 
K蜘 nebody:一;negative， +; slight， ++; moderate， +++; marked. 
Bilirubin: -; negative， +; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgldL 
Occult bl∞d:一;negative，士;回ce，+; slight， ++; moderate， +++; marked. 
Urobilinogen: :1::; normal， +; 1 mgl乱，++;4 mgll乱， +++; 8 mgldL， ++++; 12 mgldL. 
Epitheli凶ce11s::1::; 0.......20 ce11s/100 fields， +; 21.......100 ce11s/100 fields， ++; 101.......200 ce11s/100 fields， ++大量~20 1 ce11s/100 fields. 
Erythrocytes:土;0.......20 ce11s/100 fields， +; 21.......100 ce11s/100 fields， ++; 101.......200ωI1s/100 fields， +++; 201.......500 ce11s/100 fields ++++;ミ501ce11s/100 fields. 
Leu加cytes::I::;0.......20 ce11s/100 fields， +; 21.......100 ce11s/100 fields， ++; 101.......200ωI1s/100 fields， +++; 201.......500 ce11sl100 fields ++++;孟501ce11s/100 fields. 
C邸 ts一;not observed， +; observed 
Crystals:ー;not observed， +; observed目
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Individual urinary examination of female rats on Day 2 of administration Appendix 26・2

(Continued) 

F02251 
F02252 
F02253 
FOヨ254
FO也255
F02256 

Number of females 
Mean 
S.D. 

Signi百五nce
Statistical method DT DU 
DT: Analysis by Dunnett type me叩 ranktest. 
DU: Analysis by Dunnett's test. 

1.078 
1.072 
1.076 
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1.042 

6 
1.060 
0.018 

-
h
F
H
A
)
'
 



Study No. 100523 

(Continued) Individuai urinary examination offemaie rats on Day 2 ofadministration 

(silane， etheny1trime白oxy-group at 62.5 mg/kg) 
Femaie No. C冶10r pH Protein 

Appendix 26-2 

Crysta1s 

+ 

一
+
+
一

6

Casts 

6 

Urinary sediments 
Ery出rocytes Leukocytω 

Occult 
b100d 

F02251 Light ye110明 9.0
F02252 Light ye110明 8.5
F02253 Light yellow 9.0 
F02254 Light yello明 9.0
F02255 Li脚ye11側 8.5
F02256 Li曲tye11側 8.5 一一

Number offemales 6 6 6 6 6 6 6 
Protein: -; negative，土;1O~20 mg!dし+;30 mg!札，++;100 mg!dL， +++; 300 mg!dL， ++++; 1000 mg!dし
G1u∞se一;negative，士;40~60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL. 
Ketone body: -; negative， +; sli臥 ++;mo抑制， +++; marked. 
Bilirubin:一;ne脚 ive，+; 0.5 mg!dL， ++; 1.0 mg!dL， +++; 2.0 mg!dL. 
Occu1t b100d:一;negative，土;回ce，+; sliゆt，++; moderate， +++; marked. 
Urobilinogen: :1:; normai， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgl札，++++;12 mg!dL. 
Epitheliai cells:土;0~20 cells/100 fie1ds， +; 21 ~100 cells/100 fie1d団， ++; 101 ~200 ce11s/100 fie1ds， +++;孟201cells/100 fie1ds 
Ery出rocytes 土;0~20ωlIs/100 fields， +; 21 ~ 100 ce11s/100制凪++;101 ~200 cells/100 fie1ds， +++; 201 ~500 cells/100 fie1也++++;訂01ce11s/100 fie1ds. 
Leukocytes: :1:; 0~20 ce11s/100 fi氾1ds，+; 21 ~ 100 ce11s/100 fi唱1ds，++; 101 ~200ωI1s/100 fi崎1ds，+++; 201 -500 cells/100 fie1d団++++;ミ501ce11s/100 fie1ds目

C俗 ts:一;not observed， +; observed. 
Crystais: -; not observ官d，+; observed. 
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8tudy No. 100523 

(silane， ethenyltrimethoxy-group at 250 mg/kg) 
Female No. UV 8.0. 

mL 
27.4 
7.2 
8.7 
8.1 
6.1 
9.0 
6 

11.1 
8.1 

Individual urinary examination of female rats on Day 2 of administration Appendix 26-3 

(Continued) 

F03351 
F03352 
F03353 
F03354 
F03355 
F03356 

Number of femal国
Mean 
8.D. 

8ignificance 
Statistical method DT DU 
DT: Analysis by Dunnett type mean rank test. 
DU: Analysis by Dunnett's test. 

1.018 
1.060 
1.049 
1.049 
1.041 
1.046 

6 
1.044 
0.014 

'ム-一
M
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Study No. 100523 

Unnary sediments 
Ery由rocytes Leukocytes 

Urobili-
nogen 

(Continued) lndividual urinary examination of female rats on Day 2 of adminis甘ation

Bilirubin Glucose 
(silan唱， ethenyl釘imethoxy-group 飢 250mglkg) 
Female No. Color pH Protein 

Appendix 26・3

Crystals 

+ 
+ 

6 

Casts 

6 

Occult 
blood 

F03351 Light yellow 8.5 
F03352 Light yellow 9.0 + 
F03353 Light yello明 9.0 ー

F03354 Light yellow 9.0 士 一一一一
F03355 Light yello明 9.0 +一一一+++
F03356 Li脚ye11側 9.0 一一一一一

Number of色males 6 6 6 6 6 6 6 
Pr，時m:-;ne脚 ive，土;10-20 mg!dL， +; 30 mg!dL， ++; 100 mg!乱，件+;300 mg!ι，件++;1000 mglι 
Glucosぽ一;neg凶ive，土;40-60 mg!dL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL. 
Ketone body: -; ne脚 ive，+; sli酔t，件;moderate， +++; marked目

Bilirubin一;negative， +; 0.5 mgldL， ++; 1.0 mgl乱， +++; 2.0 mgldL. 
Oc叩Itbl∞d:一;negative，土;trace， +; slight， ++; moderate， +++; marked 
Urobilinogen:土;normal， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgldL， ++++; 12 mgldL. 
Epithelial ce11s:土;0-20 ce11s/100 fields， +; 21-100 ce11s/100 fie1ds， ++; 101-200 ce11s/100 fiel必，+++;孟201ce11s/100 fie1ds 
Erythrocytes: :1::; 0-20 ce11s/100 fields， +; 21-100 ce11s/100 fields， ++; 101-200 ce11s/100 fields日+++;201-500 cells/l00 fields ++++;孟501ce11s/100 fields. 
Leukocytes: :1::; 0-20 ce11s/100 fields， +; 21-100 ce11s/100 fields， ++; 101-200ωl1s/100 fields， +++; 201-500 cells/100 fields ++++;注目1ce11s/100 fields. 
C凶 ts:一;not observed， +; observed 
Crystals:一;not observ官d，+; observed 
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Study No. 100523 

Individual urinary exarnination of female rats on Day 2 of administration 

(Continued) 

F04451 
F04452 
F04453 
F04454 
F04455 
F04456 

Number of females 
恥1ean
S.D. 

Significance 
Statistical method DT DU 
Significantly different合omcontrol group (*: P<0.05， **: P<O.OI). 
DT: Analysis by Dunnett type mean rank test. 
DU: Analysis by Dunnett's test. 

(silane， ethenyltrimethoxy-group at 1000 mダkg)
Female No. UV S.G. 

mL 
10.3 
21.4 
8.6 
16.3 
22.1 
15.0 

6 
15.6 
5.5 

事

Appendix 26-4 

1.028 
1.019 
1.014 
1.018 
1.015 
1.024 

6 
1.020 
0.005 
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Study No. 100523 

(Continued) lndividual urinary examination of female ra也onDay 2 ofa也ninis住ation

(silane，e白enyltrimethoxy-group 瓜 1000mg!kg) 
Female No. Color pH Protein 

Appendix 26-4 

Crystals 

+

+

+

 

6 

Casts 

6 

urinary sedimentS 
Ery白rocytes Le味。cytes

Occult 

blood 

F0445 1 Li脚 yellow 7.0 ++ 

F04452 Li仰yellow 8.5 ++一一一+++
F04453 Light yellow 7.0 一一一一一
F04454 Li脚 yellow 7.0 ++一一一++
F04455 Light yellow 7.0 +++土一一土
F'04456 Light yellow 6.5 ++一一一+++

Number offemales 6 6 6 6 6 6 6 

Protein:一;neg瓜lve，士;10-20 mg/dL， +; 30 mg/dL， ++; 100 mg/dL， +++; 300 mg/dL， ++++; 1000 mgldL. 
Glucose:一;ne脚 ive，土;40-60m似し+;100 mg/dL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL. 
Ketone body: -; negative， +; sliゆt，++; moderate， +++; marked 
8i1irubin: -; negative， +; 0.5 mgldL， ++; 1.0 mgl，乱，+++; 2.0 mgldL. 
Occult blood: -; negative，士;trace， +; sli酔t，++; moder脚，+++; marked. 
Urobilinogen土;normal， +; 1 mgldL， ++; 4 mgl乱， +++; 8 mgldL， ++++; 12 mgldL. 
Epithelial cells:土;0-20ωIIs/IOOfielゐ， +; 21-100 cells/I 00 fields， ++; 101-200ωIIs/IOO fields， +++;孟201cells/IOO fields. 
Ery出rocytes:~; 0-20 cells/IOO品川丸+;21-100 cells/IOO fields， ++; 101-200 cells/IOO field国， +++; 201-500 cells/IOO fields ++++; ~501 cells/IOO fields. 
Leukocytes: ~; 0-20 cells/IOO fields， +; 21-100 ωIIs/IOO fields， ++; 101-200 cells/IOO fields， +++; 201-500 cells/IOO fields ++++;孟501cells/IOO fields. 
C俗 ts:一;not observed， +; observed. 
Crystals:一;not observed， +; observed. 
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Study No目 100523

U向bili-
nogen 

lndividua1 urinary examination of ma1e rats after dosing on Day 3 of adminis釘ationAppendix 27・l

um 
o-

-

-
E占
0

・ω

一N
h
U
四

e
E
d
 

G

一M一 Crysta1s 

+

+

+

+

+

二

6

Casts 

6 

Urinary sediments 
Ery出rocytes Leukocytes 

Occu1t 
b100d 

M01101 Light ye110明 8.0 ++ー干
M01102 Light ye110w 8.0 士一-

M01103 Light ye110w 8.0 ++一+
MO 11 04 Light ye110明 9.0 +一+
M01105 Light ye110w 8.5 ++ー+
M01106 Light ye110w 6.5 ++一+一一

Numbcr ofmales 6 6 6 6 6 6 6 
Protein:一;negative，土;IO-20mg/ι， +; 30 mg/dL， ++; 100 mg/dL， +++; 300 mg/dL， ++++; 1000 mg/dL 
G1u∞se:一;negative， %; 40-60 mg/dL， +; 100 mg/dL， ++; 250 mg/札， +++; 500 mg/dL， ++++; 2000 mg/'ι 
Ketone body:一;negative， +; slight， ++; mod町ate，+++; marked. 
8ilirubin一;negative， +; 0.5 mg/dL， ++; 1.0 mg/dL， +++; 2.0 mg/dL. 
Occult b1ood: -; negative，土i回 ce，+; sliゆt，++; moderate， +++; marked. 
Urobilinogen:土;norma1， +; 1 mg/dL， ++; 4 mg/，乱， +++; 8 mg/dL， ++++; 12 mg/dL. 
Epithelia1 ce11s:土;0-20 ce11s/100 fie1ds， +; 21-100 ce11s/100 fie1ds， ++; 101-200 ce11s/100 fie1ds， +++;孟201ωl1s/100fie1ds. 
Ery由rocytes:土;0-20 ce11s/100 fie1ds， +; 21-100 ce11s/100 fie1ds， ++; 101-200 ce11s/100 fie1ds， +++; 201-500 ce11s/100 fie1ds ++++;注501ce11s/100 fie1ds. 
Leukocytes土;0-20 ce11s/100 fie1ds， +; 21-100 ce11s/100 fie1ds， ++; 101-200 ce11s/100 fie1ds， +++; 201-500ωl1s/100 fie1ds ++++;孟501ce11s/100 fie1ds. 
Casts: -; not observed， +; observed. 
Crysta1s: -; not observ官d，+; observed. 
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Study No. 100523 

lndividual urinary examination of male rats after dosing on Day 3 of administration 

(si1ane，e出eny1trime出oxy-group at 62.5 mg/kg) 
Male No. Co1or pH Protein 

Appendix 27-2 

Crysta1s 

一

+

+

+

+

二

6

Casts 

6 

Urin直ysediments 
Ery由rocytes Leukoc戸，es

Occu1t 
b100d 

M02201 Light yel10w 9.0 士一一
M02202 Light ye110w 9.0 ++ー+
M02203 Light ye110w 8.0 +一一
M02204 Light ye110w 8.5 +ー+
M02205 Light ye110w 8.0 ++ー+
M02206 Light ye110w 9.0 +一+一一

Nu四berofmalcs 6 6 6 6 6 6 6 
Pro加 n:-; negative，士;1O~20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
G1uc⑬se一;negative，土;40~60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL. 
Keto叩 body:-; ne脚 ive，+; slight， ++; moder蹴，+++;marke河1
Bi1irubin一;negative， +; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgldL. 
Occu1t b1ood:一;negative，土;trace， +; slight， ++; modera旬， +++; marked. 
Urobi1inogen土;normal， +; 1 mg/dL，内4mgldL， +++; 8 mgldL， ++++; 12 mgldL. 
Epithelial ce11s:土;0~20 ce11s/100 fie1ds， +; 21 ~ 100 ωl1s/100 fie1ds， ++; 101 ~200 ce11s/100 fields， +++;孟201ce11s/100 fie1ds. 
Erythrocytes・土;0~20 ce11s/100 fie1ds， +; 21 ~100 ce11s/100 fie1ds， ++; 101 ~200 ce11s/100 fie1ds， +++; 201 ~500 cells/l00 fields ++++;孟501cells/l00 fie1ds. 
Leukoc拘 s::1:; 0~20 cells/l00 fie1ds， +; 21 ~ 100 cells/l00 fie1ds， ++; 101 ~200 cells/l00 fie1ds， +++; 201 ~500 cells/l00 fields ++++;孟501cells/l00 fie1ds. 
Cぉts:-; not observed， +; observed. 
Crystals:一;not observ官d，+; observed. 
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Study No. 100523 

Urobili-
nogen 

lndividual urinary examination of male rats after dosing on Day 3 of administration 

(silane，e出enyltrimethoxy-group at 250 mg/kg) 
Male No目 Color pH Protein 

Appendix 27・3

Crystals 

+

+

+

 

6 

Casts 

6 

n-
ャ
ι
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a
L
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出・脚
m
T」

U
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'
而

6

Bilirubin 

M03301 LiゆtyelIOw 7.5 ++ 
M03302 Light ye110w 6.0 ++ー+
M03303 VVhiωturbidity 8.0 +++一+ - -
M03304 Light ye110w 7.0 +ー+一一
M03305 Light ye110w 8.5 ++一一一士
M03306 Light 拘 110w 6.0 ++ー

Number ofmales 6 6 6 6 6 6 6 
Protein: -; negative，土;10-20 mgldL， +; 30 mgl，札，++;100 mg地，仲+;300 mgl札， ++++; 1000 m面瓦
Glucωe一;negatlve，土;40-60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL. 
b剛 ebody: -; negative， +; sli酔t，++; modera旬、+++;marked. 
Bilirubin: -; negative， +; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgl，ι 
Occult blood:ー;negative，宅 trac夙 +;sliゆt，++; moderate， +++; marked. 
Urobilinogen:土;normal， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgldL， ++++; 12 mglι 
Epi出直li叫 ce11s土;0-20ωl1s/100fields， +; 21-100ω:I1s/IOO fields， ++; 101-200 ce11s/IOO fields， +++; ;:;:; 201 ce11s/100 fields. 
Erythrocytes:土;0-20 ce11s/100 fields、+;21-100 ce11s/100 fields， ++; 101-200 ce11s/IOO fields， +++; 201-500 ce11s/IOO fields ++++;討01ce11s/100 fields. 
Leukocytes士;0-20 ce11s/IOO fields， +; 21-100ωl1s/IOO fields， ++; 101-200 ce11s/100 fielω， +++; 201-500ωl1s/IOO fields ++++;註501ωl1s/100白elds.
C箇箇:-; not observ官:d，+; observed. 
Crystals:一;not observed， +; observed 
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Study No. 100523 

Individual urinary examination of male rats after dosing on Day 3 of administration 

(silane， ethenyl甘ime出oxy-group at 1000 mg/kg) 
MaleNo目 Color pH Protein 

Appendix 27・4

Crystals 

一

+

一

+

一

6

Casts 

6 

Urinary sediments 
Ery白rocytesLeukocytes

Occult 
blood 

M04401 Light yellow 6.5 ++一一一土
M04402 Light yello明 6.0 ++一一一±
M04403 VVhi旬旬rbidity 8.0 + 一 一
M04404 Light yellow 8.5 +ー+一±
M04405 VVhi館側rbidity 6.5 ++ 一 一 一 + 
M04406 Light yellow 8.5 + 一 一 一 ±

Number ofmales 6 6 6 6 6 6 6 
Protein: -; negative，土;1 0~20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
Glucose:一;n略的ve，:l::;40~60 mgldし+;100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL. 
Ketone body: -; negative， +; slight， ++; moderate， +++; marked. 
8ilirubin: -; negative， +; 0.5 mgldL， ++; 1.0 mg札， +++; 2.0 mgldL. 
Occult blood: -; negative，土i回 ce，+; slight， ++; modera旬， +++; marked. 
Urobilinogen: :l::; normal， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgl，札， ++++; 12 mgldL. 
Epithelial cells:土;0~20 cells/l00 fields， +; 21~100 cells/l00 fiel也，++;101~200cells/l00 白d必，+++;孟 201 cells/l00 fiel白
Erythrocyt凶:土;0~20 cells/l00 fields， +; 21 ~100 cells/l00 fields日++;101 ~200 cells/l00 fields， +++; 201 ~500 cells/l00 fields ++++;孟501cells/l00 fields. 
Leukocytes:土;0~20 cells/l00 fields， +; 21 ~100 cells/l00 fields， ++; 101 ~200 cells/l00 fields， +++; 201 ~500 cells/l00 fields ++++;孟501cellsl 1 00 fields. 
C凶 ts:-; not ob鈍 rved，+; observed. 
Crystals一;not observed， +; observed. 
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Study No. 100523 

LJrinary sediments 
Ery由rocytes Leukocytes 

Urobili-
nogen 

Individua1 urinary examination of fema1e rats after dosing on Day 3 of adminis回 tion

Bilirubin 

Appendix 28・1

(Contro1 group) 
Fema1e No. 

Crysta1s 

+ 

一
+
+
+
一

6

Casts 

6 

Occu1t 
b100d 

F01151 Light ye110w 9.0 士一

F01152 Light ye110w 7.0 +一+
F01153 Light ye110w 6.0 士一+

F01154 Light ye110w 8.5 +一一一一
F01155 Li俳tye110w 6.0 ++一+一土
F'01156 Light ye110w 9.0 +一一一一

Number of females 6 6 6 6 6 6 6 
Protein:ー;n時刻ive，土;10-20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgl，ι 
Glucose: -; negative，:%:; 40-60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL 
bωne body:ー;negativ官、+; slight， ++; modera旬， +++; marked. 
Bilirubin: -; negative， +; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgldL. 
Occult blood一;negative，土;tr蹴， +; slight， ++; modera旬、+++;marked. 
Urobilinogen:土;norma1， +; 1 mgldL， ++; 4 mgl乱，+++;8mgl，札，++++;12 mgldL. 
Epithelia1 ce11s:土;0-20 ce11s/100 fie1ds， +; 21-100ωl1s/100 fie1ds， ++; 101-200ωIIs/100 fields， +++;孟201ωl1s/100 fie1ds. 
Ery白rocytes::%:;0-20 ce11s/100 fields， +; 21-100 cells/100 fields， ++; 101-200 ce11s/100 fie1ds， +++; 201-500 ce11s/100 fie1ds ++++;討01cells/100 fields. 
Leukocytes::%:; 0-20 cells/100 fie1ds， +; 21-100 cells/100 fie1ds， ++; 101-200 ce11s/100 fie1ds， +++; 201-500 ce11s/100 fie1ds ++++;孟501cells/100 fields. 
Casts:一;not observ吋， +; observed. 
Crysta1s: -; not observed， +; observed 
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Study No. 100523 

lndividual urinary examination of female rats after dosing on Day 3 of adminis甘ation

(silane， etheny1甘町le血oxy-group剖 62.5mglkg) 
Female No. Co1or pH Protein 

Appendix 28・2

Crysta1s 

一

+

+

+

一

6

Casts 

6 

Urinary sediments 
E付加ocytes Leukocytes 

Occu1t 
b100d 

F02251 Light yello明 6.0 + 
F02252 Li脚yell側 6.5 仲

間 2253 Light yello明 9.0 士

F02254 Light yellow 6.5 土

F02255 Light yellow 8.5 士一

F'02256 Light yellow 6.5 +一+ - -
Number offemales 6 6 6 6 6 6 6 
Protein:一;negative， :1:; 1 0~20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
G1u四 se:-; negative，土;40~60 mgldL， +; 100 mg!dL， ++; 250 m凶L，+++; 500 mgldL， ++++; 2000 mgldL 
Ketone body: -; negative， +; slight， ++; moderate， +++; marked. 
8ilirubin一;negative， +; 0.5 mgldL， ++; 1.0 mgll札， +++; 2.0 mgldL. 
Occu1t b1ood:ー;negative，土;trace， +; slight， ++; mod釘a旬， +++; marked 
Urobilinogen: :1:; normal， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgl札， ++++; 12 mgldL. 
Epithelial cells:土;0~20 cells/100 fie1ds， +; 21 ~100ωl1s/100 fie1ds， ++; 101 ~200 ce11s/100 fie1ds， +++;孟201cells/100 fie1ds. 
Ery白rocytes: 土;0~20cells/100fie1ds， +;21~100ωl1s/100 fie1d国， ++; 101 ~200 ce11s/100 fie1ω，+++; 201 ~500ωl1s/100 fie1ds ++++;孟501ce11s/100 fie1ds. 
Leukocytes::I:; 0~20 ce11s/100 fie1山， +; 21 ~ 100 ce11s/100 fie1ds， ++; 101 ~200 ce11s/100 fie1ds， +++; 201 ~500ωl1s/100 fie1ds ++++;孟501ce11s/100 fie1ds 
Casts: -; not observed， +; observed. 
Crystals:一;not observ官:d，+; observed 
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StudyNo目 100523

Individual urinary examination of female rats after dosing on Day 3 of adminis甘ation

(silane， ethenヴ1trimethoxy-group瓜 250mg/kg) 
Female No. Co1or pH Protein 

Appendix 28-3 

Crystals 

+ 

一
+
+
一

6

Casts 

6 

Urinary sediments 
Erythrocytes Leukocytes 

Bilirubin 

F03351 Light yellow 6.5 + 
F03352 Li酔tyellow 8.0 ++ 
F03353 White turbidity 6.5 -
F03354 Light yellow 6.5 土

F03355 Liゆtyellow 8.5 + 
F03356 Light yellow 8.5 一一

Number offemales 6 6 6 6 6 6 6 
Protein:一;negative， :l::; JO~20 mgl乱， +; 30mgl札，++;100mgl乱，+++;300 mgldL， ++++; 1000 mg!札
G1uco叩:ー;negative，土;40~60 mg!dL， +; 100 mg!dL， ++; 250 mg!dL， +++; 500 mgldL， ++++; 2000 mg!dL. 
Ketone body: -; negative， +; sli俳t，++; moderat耳、 +++;m釘ked.
Bilirubin:一;negative， +; 0.5 mg札，++;1.0 mgl<乱， +++; 2.0 mgldL. 
Occult b1∞d:一;ne脚 ive，:l::;traω， +; sli臥++;moder蹴， +++; marked. 
Urobilinogen土;normal， +; 1 mg!dL， ++; 4 mg!dL， +++; 8 mg!乱， ++++; 12 mglι 
Epi山 1ialcells:土;0~20 ce11s/100 fie1ds， +; 21 ~100 ce11s/100 fie1ds， ++; 101 ~200 ce11s/100 fie1ds， +++;孟201ce11s/100 fie1ds. 
Erythrocytes土;0~20 ce11s/100 fie1ds， +; 21 ~ 100 ce11s/100 fie1ds， ++; 101 ~200 ce11s/100 fie1お， +++; 201 ~500 ce11s/100 fie1ds ++++;ミ501ce11s/100 fie1ds. 
Leukocytes:土;0~20 ce11s/100 fie1ds， +; 21 ~ 1 00ωl1s/100 fie1ds， ++; 101 ~200 ce11s/100 fie1お， +++; 201 ~500ωl1s/100 fie1ds ++++;孟501 ce11s/1 00 fie1必.

C凶 ts:一;not observ官d，+; observed. 
Crystals:一;not observed， +; observed. 
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Study No. 100523 

lndividua1 urinary examination of fema1e rats after dosing on Day 3 of administration 

(si1ane， etheny1trime白oxy-group at 1000 mglkg) 
Fema1e No. Co1or pH Protein 

Appendix 28-4 

Crysta1s 

+
+
一
+
一
+
一
6

Casts 

6 

Urinary sediments 
E巾h 頑とsLeukocytes 

Occuit 
b100d 

F04451 White turbidity 8.0 ++ 
F04452 Whiteωrbidity 8.0 + 
F04453 Whi旬制rbidity 6.5 + 
F04454 White turbidity 7.5 +一一一一
F04455 Light ye11側 6.5 ++一一- +++ 
F04456 Whi旬 turbidity 8.5 ++一一一-

Number of fcmalcs 6 6 6 6 6 6 6 
Protein:一;negatIVe，士;10-20 mg!dL， +; 30 mgldL， ++; 100 mg!乱，+++;300 mgldL， ++++; 1000 mg!dL. 
G1u明記:一;negative，士;40-60 mg!dL， +; 100 mg!dL， ++; 250 mg!dL， +++; 500 mg!dL， ++++; 2000 mgldL. 
Ketone body: -; negative， +; sli酔t，++; modera旬，+++; marked 
Bi1irubin一;negative， +; 0.5 mg!dL， ++; 1.0 mgl乱，+++; 2.0 mg!<ι 
Occult b1∞d: -; negative，土;回ce，+; slight， ++; moder蹴，+++; marked. 
Urobi1inogen土;norma1， +; 1 mg!乱，++; 4 mg!dL， +++; 8 mg!dL， ++++; 12 mg!ι 
Epithelia1 ce11s:土;0-20 ce11s/100 fie1ds， +; 21-100 ce11s/100 fie1ds， ++; 101-200 ce11s/100 fie1ds， +++;注201ωl1s/100 fie1ds. 
Ery伽 ocyte哩::1:; 0-20 ce11s/100 fie1ds， +; 21-100 ce11s/100 fie1ds， ++; 101-200 ce11s/100 fie1ds， +++; 201-500 ce11s/100 fie1ds ++++;孟501ce11s/100 fie1ds 
Leukocytes:土;0-20 ce11s/100 fie1ds， +; 21-100 ce11s/100 fie1ds， ++; 101-200 ce11s/100 fie1ds， +++; 201-500ωl1s/100 fie1ds ++++;孟501ce11s/100 fie1ds. 
Casts:一;not observed， +; observed 
Crysta1s:ー;not observ吋， +; observed. 

土

土

土

土

土

士

一

6

Epithelia1 
C哩l1s

+ 
土

土

土

土

土

6 

Urobi1i-
nogen 

土

土

士

土

土

土

7
0

Bi1irubin Ketone 
body 

G1ucose 

-
ム
M凶
・



Study No. 100523 

Individual urinary examination of male rats on termination of administration period Appendix29・1

u-o-
汀』

o
h-N 

℃
一

e

山
一
刻

印一

M S.G. 

1.066 
1.038 
1.022 

1.040 
1.060 

1.041 
6 

1.045 

0.016 

uv 
mL 
7.1 
14.7 

25.6 
10.6 

9.5 
12.3 

6 
13.3 
6.5 

MOII01 

MOII02 

MOII03 
MOII04 
MOII05 

M01106 
Number of maJes 

Mean 
S.D. 

(Continued) 
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Study No. 100523 

(Continued) lndividual urinary examination of male rats on termination of administration period Appendix 29・1

(Co四位。1group) 
Male No. 

Crystals 

一
+
一
+
+
一
6

Casts 

6 

urinary sediments 
Ery伽 ocytes Leukocytes 

Occult 
blood 

M01101 Light yellow 7.0 つ千

M01102 Light yellow 9.0 + 
M01103 Light yellow 9.0 + 
M01104 Light yellow 8.5 士一一一
MO 11 05 Light yellゆw 8.5 +一一一土
M01106 Light yellow 8.5 +一+ - -

Number ofmales 6 6 6 6 6 6 6 
Protein: -; negative，土;10-20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
Glucose:一;negative，土;40-60 mgldL， +; 100 mgldL， ++; 250 mgldL，件+;500 mgldL，件++;2000 mgldL. 
Ketone body: -; negative， +; slight， ++; mod釘ate，+++; marked. 
Bi1irubin:一;negative， +; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgldL. 
Occult blood一;negative，土i回 ce，+; sli隣t，++; modera旬，件+;marked 
Urobi1inogen:土;normal， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgldL， +++汽 12mgl札
Epithelial ωIIs:土;0-20 cells/100 fields， +; 21-100 cells/100 fields， ++; 101-200 cells/100 fields， +++;注201cells/100 fie1ds. 
Ery伽 oc向 s:土;0-20∞IIs/100fields， +; 21-100 cells/100 fields， ++; 101-200ωIIs/100 fie1ds， +++; 201-500ωIIs/100 fie地++++;孟501ωIIs/100fields 
Leukocytes:土;0-20ω:IIs/100fields， +; 21-100 cells/100 fields， ++; 101-200ωIIs/100 fields， +++; 201-500 cells/100 fiel白++++;孟501ωIIs/100fields. 
Cas包一;not observed， +; observed. 
Crystals: -; not observed， +; observ官d.
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Individual urinary examination of male rats on termination of administration period Appendix29・2

(Continued) 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 

N凶nberof males 

Mean 
S.D. 

Significance 
Statistical method DT DT 
DT: Analysis by Dunnett type mean rank test. 

1.049 
1.031 
1.037 
1.064 
1.030 
1.060 

6 
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0.015 
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Study No. 100523 

(Continued) lndividual urinary examination of male rats on termination of administration period 

(silane， ethenyl甘imethoxy-group at 62.5 mglkg) 
Male No. Color pH Protein 

Appendix 29-2 

Crystals 

+ 

+ 
6 

Casts 

6 

Urinary sediments 
Erythrocytes Leukocytes 

8ilirubin 

M02201 Light yeUow 8.5 + 
M02202 Light ye110w 8.5 土

M02203 Light ye110w 8.5 :f: 

M02204 Light ye110w 8.5 ++ 
M02205 Light ye110w 8.5 + 
M02206 Li酔tye110w 9.0 ++一一

Number ofmales 6 6 6 6 6 6 6 
Pro旬in:-; negative，土;10-20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 m面瓦
Gluωse:一;negative， :f:; 40-60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL，件付;2000 mgldL 
Keto叩 body一;negative， +; sliゆt，++; moderate， +++; marked. 
8ilirubin: -; negative， +; 0.5 mg札， ++; 1.0 mg/dL， +++; 2.0 mg/dL. 
Occult blood:一;ne脚 ive，:f:;回民+;slight， ++; modera旬， +++; marked 
Urobilinogen: :f:; normal， +; 1 mg/dL， ++; 4 mg/dL， +++; 8 mg/dL， ++++; 12 mg/dL 
Epithelial ce11s:土;0-20 ce11s/lOO fields， +; 21-100 ce11s/lOO fields， ++; 101-200 ωl1s/lOO fields， +++;孟201ce11s/lOO fields. 
Ery血rocytes土;0-20 ce11s/lOO fields， +; 21-100 ce11s/lOO fielω， ++; 101-200 ce11s/lOO fields， +++; 201-500ωl1s/lOO fields ++++;孟501cells/lOO fields. 
Leukocytes:土;0-20 cells/l00 fields， +; 21-100 ce11s/lOO fields， ++; 101-200 cells/lOO fields， +++; 201-500 cells/lOO fields ++++;註501cells/l00 fields. 
Cωts: -; not observ吋， +; observed 
Crystals一;not observed， +; observed. 
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Study No. 100523 

Individual urinary examination of male rats on termination of administration period 

(Continued) 
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Study No. 100523 

(Continued) Individual urinary exwnination ofmale ra臼叩terminationof adminis回 tionperiod 

(silane， e血enyltrimethoxy-group at 250 mglkg) 
Male No. Color pH Pro加 n

Appendix 29・3

Crystals 

一
+
一
+
+
一
6

Casts 

6 

Urinary sediments 
Ery白rocytes...Leukocytes 

Occult 
blood 

M03301 Light yellow 7.5 + 
M03302 Light yellow 9.0 ++ 
M03303 Li脚yellow 8.0 ++ 
M03304 Light yellow 8.5 ::!:: 

M03305 Light yellow 9.0 + 
M03306 Light yellow 8.5 土一一

Number ofmales 6 6 6 6 6 6 6 
Protein:一;negative， ::!::; 10-20 mg/dL， +; 30 mg/dL， ++; 100 mg/dL， +++; 300 mg/dL， ++++; 1000 mg/dL. 
Glu叩 se一;negative，::!::; 40-60 mg/dL， +; 100 mg/乱， ++; 250 mg/dL， +++; 500 mg/dL， ++++; 2000 mg/dL. 
Ketone body: -; ne伊tive，+; slight， ++; modほrate，+++; marked 
Bilirub叩一;negative， +; 0.5 mg/dL， ++; 1.0 mg/dL， +++; 2.0 mg/ι 
Oc叩 ltblood:ー;negative， ::!::; trace， +; sli俳t，++; moderate， +++; marked. 
Urobilinogen: ::!::; normal， +; 1 mg/dL， ++; 4 mg/札，+++;8 mg/乱，++++;12 mg/dL. 
Epi白eli凶cells:::!::; 0-20 cells/IOO fields， +; 21-100 cells/IOO fields， ++; 101-200 cells/IOO fields， ++大量~201 cells/IOO fields 
Ery伽ocytes:土;0-20 cells/IOO fields， +; 21-100 cells/IOO fields， ++; 101-200 cells/IOO fielω，+++; 201-500 cells/IOO fields ++++;孟501cells/IOO fields 
Leukocytes: ::!::; 0-20 cells/IOO fielω， +; 21-100 cells/IOO fields， ++; 101-200 cells/IOO field国，+++;201-500 cells/IOO fields ++++;孟501cells/IOO fields. 
Casts: -; not observ吋， +; observed. 
Crystals一;not observ吋， +;ob関:rved.
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Study No. 100523 

Individual urinary examination of male rats on termination of administration period 

(Continued) 

(silane， ethenyltrimethoxy-group at 1000 mg!kg) 
Male No. UV S.O. 

mL 
Death on Day 16 of administration 

40.5 1.018 
36.9 1.016 
32.2 1.014 
7.8 1.021 

26.4 1.022 
5 5 

28.8 1.018 
12.9 0.003 

噂別院

Appendix 29-4 

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 

Number ofmales 
Mean 
S.D. 

Significance 
Statistical method DT DT 
Significantly different合omcontrol group (判:P<O.Ol). 
DT: Analysis bγDunnett type mean rank test. 

'
h
p

凶。.



Study No. 100523 

(Continued) Individual urinary examination of male rats on termination of administration period Appendix 29-4 

(silane，e白enyl町imethoxy-group at 1000 mg/kg) 
Male No. Color pH Protein 

Crystals 

++ 

+ 

5 

Cas岱

5 

Urinary sediments 
Erythrocytes Leukocytes 

8ilirubin 

MOヰヰ01 Death on Day 16 of adminis甘atio叩
M04402 Light ye110w 8.5 士

M04403 Light y叫low 8.5 土

M04404 Light ye110w 8.5 ++一一一
M04405 Light Y官:llow 9.0 +一一一士
M04406 Light ye110w 8.5 +一一

Number ofmales 5 5 5 5 5 5 5 
Protein: -; negative，土;10-20 mgldL， +; 30 mgldL， ++; 100 mg!dL， +++; 300 mgldL， ++++; 1000 mg!dL. 
G1ucωe:一;negative， :!:; 40-60 mg!dL， +; 100 mg!dL， ++; 250 mg!dL， +++; 500 mgllι， ++++; 2000 mg!dL. 
Ketone body:ー;negative， +; sli酔t，++; modera肌 +++;m町ked.
8ilirubin: -; ne脚 ive，+; 0.5 mg!dL， ++; 1.0 mg!，札， +++; 2.0 mgldL. 
Occu1t b100d: -; negative，士;trace， +; slight， ++; moderate， +++; mar恥d.
Urobilinogen:土;normal， +; 1 mg!乱，++;4mg札，+++;8 mg!dL， ++++; 12 mgldL. 
Epithelialωl1s土;0-20 ce11s/l00 fie1ds， +; 21-100 ce11s/l00 fie1ds， ++; 101-200 ce11s/100 fie1ds， +十円孟201ce11s/l00 fie1ds. 
Erythrocytes:土;0-20 ce11s/100 fie1d国， +; 21-100 ce11s/100 fie1ds， ++; 101-200 ce11s/100 fie1ds， +++; 201-500 ce11s/100 fie1ds ++++;孟501ce11s/100 fie1ds. 
Le湖kocytes::!:; 0-20 ce11s/100 fie1ds， +; 21-100ωl1s/100 fie1ds， ++; 101-200 ωl1s/100 fie1ds， +++; 201-500 ce11s/100 fie1ds ++++;孟501ce11s/100 fie1ds. 
Cωts:一;not observed， +; observed. 
Crystals:一;notob鈴 rved，+; observed. 
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Study No. 100523 

Individual urinary examination of female rats on termination of administration period Appendix 30・1

(Control group) 
FemaleNo. S.G. 
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Study No. 100523 

UrInary sediments 
Ery白roc戸.es Leukoc}司耳S

(Continued) lndividual urinary examination of female rats on termination of adminis回 tionperiod 

Urobili-
nogen 

Bilirubin 

Appendix 30・l

(Control group) 
Female No. 

Crystals 

+ 

一
+

+

-

6

Casts 

6 

Oc唱叫t

blood 

F01151 Light yellow 6.0 
F01152 Light yellow 8.0 
F01153 Light yellow 7.0 -
F01l54 Light yellow 5.5 + 
F01l55 Light yellow 8.0 一一
F01156 Light yellow 5.5 一一一一一

Number of females 6 6 6 6 6 6 6 
Protein:一;negative，土;10-20 mg/dL， +; 30 mg/札，++;100mg札，+++;300 mg/dL， ++++; 1000 mg/dL. 
Glu叩 se:一;negative，土;40-60 mg/dL， +; 100 mg/dL， ++; 250 mg/dL， +++; 500 mg/dL， ++++; 2000 mg/dL. 
Keto叩 body:一;negative， +; sli酔t，++; modera旬， +++; marked 
8ilirubin: -; negative， +; 0.5 mg/dL， ++; 1.0 mg/，乱，+++; 2.0 mg/，ι 
Occult blood: -; ne脚 lve，有国民+;slight， ++; moder蹴， +++; marked. 
Urobilinogen: :l::; no四nal，+; 1 mg/dL， ++; 4 mg/，札，+++; 8 mg/dL， ++++; 12 mg/dL. 
Epithelial cells: :l::; 0-20 cells/l00 fields， +; 21-100 cells/l00 fields， ++; 101-200 cells/l00 fields， +++;孟201ω:1Is/I00fields. 
Ery血rocytes:土;0-20 cells/l00 fields， +; 21-100 cells/l00 fields， ++; 101-200 cells/l00 fields， +++; 201-500 cells/l00 fields ++++;孟501cells/l00 fields. 
Leukocytes:土;0-20 cells/l00fields， +;21-100ωlIs/100 fields， ++; 101-200 cells/l00 fields， +++; 201-500 cells/l00 fields ++++;孟501cells/l00 fields. 
C箇 ts:一;not observed， +; observed. 
Crystals: -; not observed， +; obs唱:rved.
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Study No. 100523 

(si1ane， ethenyltrimethoxy-group at 62.5 mg/kg) 
Female No. UV S.G. 

mL 
25.0 
34.6 
21.1 
56.5 
35.3 
38.8 

6 
35.2 
12.4 

lndividual urinary examination of female rats on termination of administration period Appendix 30-2 

1.035 
1.023 
1.033 
1.018 
1.026 
1.024 

6 
1.027 
0.006 

(Continued) 
DU 

F02251 
F02253 
F02254 
F02255 
F02256 
F02257 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
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Study No. 100523 

(Continued) Individua1 urinary examination of fema1e rats on termination of administration period 

(si1ane， etheny1trimethoxy-group at 62.5 mg/kg) 
Fema1e No. Co1or pH Protein 

Appendix 30・2

Crysta1s 

+ 
+ 

6 

Casts 

6 

Urinary sediments 
E巾hrocytes Leukocytes 

Occuit 
b100d 

F02251 U函lyelio明.5.0 土

F02253 Lゆtye110w 7.5 土

F02254 Light ye110w 8.5 士

F02255 Liゆtye110w 7.0 一一
F02256 Light ye110w 5.5 士 一 一 一 土
F02257 Light ye110明 6.5 一 一 一 一 土

Number of females 6 6 6 6 6 6 6 
Protein:一;negativ官、:1::;10-20mg刈L，+; 30 mg!dL， ++; 100 mg!dL， +++; 300 mg川L，++++; 1000 mg川L.
G1ucose: -; negative，土;40-60 mg!dL， +; 100 mg!dL， ++; 250 mg!dL， +++; 500 mg!dL， ++++; 2000 mg!dL. 
Ketone body: -; neg出 ve，+; slight， ++; mod釘 ate，+++; marked. 
Bi1irubin一;ne脚 ive，+; 0.5 mg!dL，代1.0mg!dL， +++; 2.0 mg!dL. 
Oc四 1tb1ood:一;ne脚 i刊士，回ce，+; sliゆt，++; moder脚，+++; marked. 
Urobilinogen: :1::; norma1， +; 1 mg!dL， ++; 4 mg!dL， +++; 8 mg!dL， ++++; 12 mg!dL. 
Epi出elia1ce11s:土;0-20 ce11s/100 fie1ds， +; 21-100 ce11s/100 fie1ds， ++; 101-200 ce11s/100 fie1ds， +++;ミ201ωl1s/100 fie1ds目

Erythrocytes::I::; 0-20 ce11s/100 fie1ds， +; 21-100 ce11s/100 fields， ++; 101-200 ce11s/100 fie1ds， +++; 201-500 ce11s/100 fields ++++;孟501ce11s/100 fields. 
Leukocytes:土;0-20 ce11s/100 fie1ds， +; 21-100 ce11s/100 fields， ++; 101-200 ce11s/100恥1ds，+++; 201-500 ce11s/100 fie1ds ++++;孟501ce11s/100 fields. 
C制 s:一;notob鈍 rved，+; observed. 
Crysta1s: -; not observ官d，+; observed. 
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Study No. 100523 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
Female No. UV S.G. 

mL 
34.7 
34.6 
26.6 
38.9 
26.9 
36.0 

6 
33.0 
5.0 

lndividual urinary examination of female rats on termination of administration period Appendix 30・3

1.023 
1.021 
1.032 
1.019 
1.029 
1.024 

6 
1.025 
0.005 

(Continued) 
DU 

F03351 
F03353 
F03354 
F03355 
F03356 
F03357 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
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Study No. 100523 

(Continued) Individual urinary examination of female rats on termination of administration period 

(silane， ethenyltrime白oxy-group at 250 mg/kg) 
Female No. Color pH Protein 

Appendix 30・3

Crystals 

一
+
一
+
二
6

Casts 

6 

Urinary sediJnents 
Erythroc戸es Leukocytes 

Occult 

blood 

F03351 Light yellow 6:5 
F03353 Light yellow 7.5 
F03354 Light yellow 6.0 

F03355 Light yellow 7.0 

F03356 Light yellow 6.5 一一
F03357 Light yellow 8.0 一一

Number offemales 6 6 6 6 6 6 6 

Protein: -; negative， :1:; 1 0~20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldし++++;1000 mgldL. 
Glucose:ー;negative， :1:; 40~60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL. 
Ketone body:一;ne脚 ive，+; sli酔t，代 mod悶 te，+++; marked 
Bilirubin:一;ne脚 ive，+; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgl<ι 
Occult bl∞d: -; negative，有国民+;sli酔ム++;moderate， +十円 marked.

Urobilinogen土;normal， +; 1 mgldL， ++; 4 mg!dL， +++; 8 mgldL， ++++; 12 mgldL. 
Epi血elialωIls:土;0~20 cells/l00 fields， +; 21 ~ 100 cells/l00 fields， ++; 101 ~200 cells/l00 fields， +++;孟201cells/l00 fields. 

Ery伽ocytes: 土;0~20 州Is/I00 fiel白， +;21~100cells/l00fields，++; 101~200ωIIs/100 fields， +仲;201 ~500 cells/100 fields ++++;訂01ωIIs/100 fiel也

Leukocytes: 土;0~20ωIIs/100 品川s， +;21~100cells/100fields，++; 101~200ωIIs/ 1 00 fields， ++大 201~500 cells/100 fields ++++;尋問1cells/100 fields. 
Casts:一;not observed， +; observed. 
Crystals: -; not observed， +; observed目
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Study No. 100523 

(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
Female No. UV S.G. 

mL 
49.1 
37.4 
43.8 
45.7 
23.2 
46.2 

6 
40.9 
9.5 

Individual urinary examination of female rats on termination of administration period Appendix 30・4

1.018 
1.024 
1.020 
1.022 
1.033 
1.019 

6 
1.023 
0.006 

(Continued) 
DU 

F04451 
F04453 
F04454 
F04456 
F04457 
F04458 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
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Study No. 100523 

(Continued) Individua1 urinary examination of fema1e rats on termination of administration period 

(si1ane， etheny1trime白oxy-group at 1000 mg/kg) 
Fema1e No. Co1or pH Protein 

Appendix 30-4 

Crysta1s 

+ 

6 

Casts 

6 

Urinary sediments 
Ery曲 ocytes Leukocytes 

Occu1t 
b100d 

F04451 [ight y官~ 5.5 + 
F04453 Light yel10w 6.5 -
F04454 Light Y官l10w 6.5 土

F04456 Light yel10w 5.5 + 
F04457 Liゆt州10w 6.0 ++ 
F04458 Light yel10w 6.0 一一一

Numbcr of females 6 6 6 6 6 6 6 
Protein:一;negatlVe，士;10~20 mgldL， +; 30mgldL， ++; 100 mgldL， +++; 300 mg/dL， ++++; 10<iOmg?正
G1ucose:一;negative，土;40~60 mgldL， +; 100 mglι++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgl<ι 
Ketone body: -; negativ官、+;sli酔t，++; moder蹴，仲+;marked目

8ilirubin:一;ne脚 ive，+; 0.5 mgldL， ++; 1.0 mg/dL， +++; 2.0 mgldL 
Occult b1∞d:一;negative，土;回ce，+; slight， ++; moder蹴， +++; marked. 
Urobi1inogen土;norma1， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgldL， ++++; 12 mgldL. 
Epithelia1 cel1s: %; 0~20 cel1s/100 fie1ds， +; 21 ~100 cel1s/100 fie1ds， ++; 101 ~200 cel1s/100 fie1ds， +++;孟201cel1s/100 fie1ds 
Ery白rocytes・%;0~20 cel1s/100 fie1ds， +; 21 ~ 100 cel1s/100 fie1ds， ++; 101 ~200 cel1s/100 fie1ds， +++; 201 ~500 cel1s/100 fie1ds ++++;孟501ωl1s/100 fie1d団.
Leukocytes:士;0~20 cel1s/100 fie1ds， +; 21 ~ 100 cel1s/100 fie1ds， +穴 101~200 cel1s/100 fie1ds， +++; 201 ~500 cel1s/100 fie1ds ++++;孟501ωl1s/100 fie1ds. 
Casts: -; not observ官，d，+; observed 
Crysta1s: -; not observed， +; observ吋.
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Study No. 100523 

Individual urinary examination of male rats after dosing on termination of adminis回 .tionperiod 

8ilirubin G1ucose Protein Co1or 

Appendix 31・1
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 Crystals 

+

+

+

+

一

+

一

6

Casts 

6 

Urinary sediments 
Erythrocytes Leukocytes 

Occult 
blood 

M01101 Li酔ty官lIow 7.5 ++ 
M01102 Light yellow 9.0 ++ 
MOll03 Light y叫10w 9.0 土一一
M01104 Light yellow 7.5 ++ー+一一
MOll05 Light y叫low 9.0 士一 一 一 土
M01106 Li凶tyellow 8.5 ++ー++一-

Number ofmales 6 6 6 6 6 6 6 
Protein:一;negati川 町 10-20mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldし
Glucose:一;negative，土;40-60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， +件+;2000 mgldL. 
Ketone body:一;ne脚 ive，+; sli臥++;moder蹴， +++; marked. 
8i1irubin: -; ne脚 ive，+; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mglι 
Occult blood: -; negative，土;trace， +; slight， ++; moderate， +++; marked 
Urobi1inogen土;normal， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgll乱， ++++; 12 mgldL. 
Epithelial ω:I1s:士;0-20 cells/100 fields， +; 21-100 cells/100 fie1ω， ++; 101-200 cells/100 fiel出，+++;孟201cells/100 fie1ds 
Erythrocytes: :1:; 0-20 cells/100 fields， +; 21-100ωIIs/100 fields， ++; 101-200 cells/100 fields， +++; 201-500 cells/100 fielゐ++++;孟501cells/100 fie1ds. 
Leukocytes::I:; 0-20 cells/100 fie1ds， +; 21-100 cells/100 fields， ++; 101-200 cells/100 fields， +++; 201-500 cells/100 fiel必++++;孟501cells/100 fields 
Casts:一;not observed， +; observed. 
Crystals:一;not observed， +; observ官:d.

土

土

土

土

士

士

一

6

土

土

土

土

士

士

一

6

Epithelial 
cells 
土

土

士

土

土

土

6 

Urobili-
nogen 

+

土

土

+

±

+

一

6

Ketone 
body 

+ 

pH 

-品品。.



Study No. 100523 

lndividual urinary examination of male rats after dosing on termination of adminis位ationperiod 

(si1ane， etheny1trimethoxy-group at 62.5 mg!k紛
Male No. Color pH Protein 

Appendix 31・2

Crystals 

T
T

一

+

+

一

+

一

6

Casω 

6 

Urinary sediments 
函予面白一戸es Leukocytes 

Occu1t 
b100d 

M02201 Light yel10w 8.5 + 
M02202 Light y官l10w 9.0 土一一
M02203 Liゆtyel10w 7.5 ++ー+
M02204 Light yel10w 8.5 ++一一
M02205 Light yel10w 7.5 +一一一土
M02206 Light 同10w 6.5 ++ー+ - -

Number ofmales 6 6 6 6 6 6 6 
Protein:一;negative，土;10-20 mgldし+; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
G1ucose:ー;negative，土;40-60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mglι 
Ketone body:一;ne脚 ive，+; sli酔t，++; moderate， +++; marked 
Bilirubin:一;negative， +; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgldL. 
Occu1t b1ood:ー;negative，土;岡崎， +; slight， ++; moderate， +++; marked. 
Urobi1inogen:土;norrnal， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgldL， ++++; 12 mglι 
Ep曲lelialcel1s:土;0-20 cel1s/100 fie1ds， +; 21-100 cel1s/100 fie1ds， +大 101-200cel1s/100 fie1ds， +++;孟201cel1s/100 fie1ds. 
Ery由rocytes::I::;0-20 cel1s/100 fields， +; 21-100 cel1s/100 fields， ++; 101-200 cel1s/100 fie1ds， +++; 201-500ωI1s/100 fields ++++;孟501cel1s/100 fie1ds. 
Le川kocytes:土;0-20ωI1s/100fields， +; 21-100ωI1s/100 fields， ++; 101-200ωI1s/100 fields， +++; 201 -500 cel1s/ 1 00 fi居lds++++;孟501ωI1s/ 1 00 fields. 
Casts: -; not observed， +; obs唱rved.
Crystals一;not observed， +; observed 
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Study No. 100523 

Individua1 urinary examination of ma1e r拙 afterdosing on termination of adminis回 tionperiod 

(si1ane，e白eny1町出le血oxy-group at 250 mglkg) 
Ma1e No. Color pH Protein 

Appendix 31・3

Crysta1s 

+ 

6 

Casts 

6 

Urinary sediments 
Ery白rocytes Leukocytes 

Occu1t 
b100d 

M03301 Light yel10w 6.0 ++ 

M03302 Light y官l10w 6.5 ++ー+
M03303 Whiteωrbidity 7.5 ++一+
M03304 Li脚 yel10w 8.5 ++ー+
M03305 Light yel10w 9.0 +一一
M03306 Light yel10w 7.5 +一一一士

Number ofmales 6 6 6 6 6 6 6 
Protein: -; negative，土;1O~20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
G1ucose一;negative， :1::; 40~60 mgldL， +; 100 mgl乱， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mg/ι 
Ketone body: -; negative， +; sliゆt，++; moder蹴， +++; marked 
Bi1irubin: -; ne伊tive，+; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgldL. 
Occu1t blood: -; neg創ive，:1::;回ω，+;sliゆt，++; moderate， +++; marked. 
Urobi1inogen:土;norma1， +; 1 mgldL， ++; 4 mgl，乱， +++; 8 mgldL， ++++; 12 mglι 
Epi山崎1ia1cel1s:土;0~20 cel1s/100 fields， +; 21 ~ 100 cel1s/100 fields， ++; 101 ~200 cel1s/100恥Ids，+++;孟201cel1s/100 fie1ds. 
Erythrocytes: :1::; 0~20 cel1s/100 fie1ds， +; 21 ~ 100 ωIIs/100 fie1ds， ++; 101 ~200ωI1s/100 fie1ds， +++; 201 ~500 cells/100 fie1ds ++++;孟501ωI1s/100 fields. 
Leukocytes::I::; 0~20 cel1s/100 fie1必， +; 21 ~100ω:I1s/100 fie1ds， ++; 101 ~200 cel1s/100 fie1ds， +++; 201 ~500 cel1s/100 fie1ds ++++;孟501ωI1s/100 fields. 
Casts:一;not observed， +; obsぽved
Crysta1s:一;not observed， +; observ官d.
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Study No. 100523 

lndividual urinary examination of male rats after dosing on termination of adminis回 tionperiod Appendix 31・4

(silane， ethenyl甘imethoxy-group at 1000 mglkg) 
MaleNo目 Color pH Protein 

Crystals 

土
土
土
土
士
一
5

一
+
+
+
一
5

Casts 

5 

urin釘ysed加ent!
Ery出rocytωLeukocytω

Occult 
blood 

M0440 1 Death 0四 Day16 of administration 
M04402 Light y叫lゆw 8.5 +一一一+
M04403 Light y叫low 7.5 +一一一土
M04404 Li酔tye110w 6.0 ++ 一一 一+ +
M04405 White知rbidity 8.5 ++ 一一 一+ +
M04406 Light y叫low 9.0 +一一

Number ofmales 5 5 5 5 5 5 5 
Pr，拙in:-; negative，土;1O-20mgl札， +; 30mgl乱， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
Glucose: -; neg副 ve，::1::; 40-60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL. 
Ketone body: -; negative， +; sli俳t，++; moderate， +++; marked. 
Bilirubin一;negative， +; 0.5 mgl乱， ++; 1.0 mgl乱， +++; 2.0 mgldL. 
Occult blood:ー;negative， ::1::; tr蹴， +; sli酔t，++; moderate， +++; marked. 
Urobilinogen: ::1::; normal， +; 1 mgl乱， ++; 4 mgldL， +++; 8 mgldL， ++++; 12 mgldL. 
Epithelial ωl1s:土;0-20 cells/100 fields， +; 21-100 cells/100 fields， ++; 101-200 cells/1 00 fields， +++;孟201cells/100 fields. 
Ery白rocytes:土;0-20ωlIs/100fields， +; 21-100 cells/100 fields， ++; 101-200 cells/100 fie1ds， +++; 201-500 cells/100 fie1ds ++++;孟501cells/100 fie1ds. 
Leukocytes土;0-20 cells/100白e1ds，+;21-100cells/100fields，++; 101-200αlIs/100 fie1ds， +++; 201-500 cells/100 fie1ds ++++;孟501cells/100 fie1ds. 
Casts:ー;not observed， +; observed目

Crystals:一;notob民 rved，+; ob喧erved
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Study No. 100523 

lndividual urinary examination of female rats after dosing on termination of administration period Appendix 32・1
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一
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Casts 

6 

Urinary sediments 
Ery出rocytes Leukoc戸.es

8ilirubin 

FOl151 Light yellow 5.5 土

FOl152 Light ye110w 5.5 -
FOl153 Light yellσw 5.0 士

FOl154 Light ye110w 5.5 土

F01l55 Light ye110w 5.5 一一
F01156 Light yellow 5.5 +一+一一

Numbcr of fcmalcs 6 6 6 6 6 6 6 
Protein:一;negative， :l::; 10......20 mg/dL， +; 30 mg/札， ++; 100 mg/dL， +++; 300 mg/dL， ++++; 1000 mg/dL. 
Glucωe: -; negative， :l::; 40......60 mg/dL， +; 100 mg札， ++; 250 mg/dL， +++; 500 mg/dL， ++++; 2000 mg/dL. 
Keton直body:一;ne脚 ive，+; sli酔t，++; moder蹴， +++; marked目

8ilirubin: -; negative， +; 0.5 mg/dL， ++; 1.0 mg/dL， +++; 2.0 mg/dL. 
Occult blood一;negati同士;位制， +;sliゆt，++; moderate， +++; marked目

Urobilinogen:土;normal， +; 1 mg/dL， ++; 4 mg/dL， +++; 8 mg/dL， ++++; 12 mg/dL 
Epithelial ce11s:土;0......20 ce11s/IOO fields， +; 21......100 ce11s/IOO fi氾Ids，++; 101......200 ce11s/IOO fields， +++;孟201ce11s/IOO fields. 
Erythroc戸，es土;0......20 cells/l00 fields， +; 21......100 cells/IOO fields， ++; 101......200 cells/IOO fields， +++; 201...... 500 ce11s/IOO fields ++++;孟501ωl1s/IOO field団.
Leukocytes:土;0......20ωlIs/IOO fields， +; 21 ...... 100ωlIs/IOO fields， ++; 101......200ωlIs/IOO fields， +++; 201......500 ce11s/IOO fields ++++;孟501cells/IOO field団，
Casts:一;not observed， +; obs氾rved.
Crystals:ー;not observed， +; observed. 
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Study No. 100523 

lndividual urinary examination of female rats after dosing on termination of administration period 

(silane， etheny1trime出oxy-group at 62.5 mg!kg) 
Female No. Co1or pH Protein 

Appendix 32-2 

Crystals 

T
T

一
+
一
+
+
一
6

Casts 

6 

Urinary sediments 
Ery白rocytes Leukocytes 

Bilirubin 

F02251 Light yel10w 5.5 
F02253 Light yel10w 6目O
F02254 Light yel10w 6.0 
F02255 Light yel10w 5.5 
F02256 Light yellow 5.5 
F02257 Light yel10w 6.0 士 一 一 一 一

Number of females 6 6 6 6 6 6 6 
Protein: -; ne脚 ive，士;JO~20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
G1uc沼 田一;negative，土;40~60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL. 
b刷 lebody:一;negative， +; sliゆt，++; moder蹴， +++; marked. 
Bilirubin:一;negative， +; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgldL. 
Occu1t b1ood: -; negative，土;国民 +;sli俳t，++; moderate， +++; marked 
Urobilinogen土;normal， +; 1 mgldL，内 4mgldL， +++; 8 mgldL， ++++; 12 mgldL. 
Epithelial cel1s:土;0~20 cells/100 fie1ds， +; 21 ~JOO cells/100 fie1ds， +汽 101~200ωI1s/100 fie1ds， +++;孟201cells/100 fie1ds. 
Ery血rocytω:::1:;0~20 cells/100 fie1ds， +; 21-100 cells/100 fie1ds， ++; 101 ~200 cells/100 fie1ds， +++; 201-500 cells/100 fie1ds ++++;孟501cells/100 fie1ds. 
Leukocytes:土;0~20 cel1s/100 fie1ds， +; 21-100 cells/100 fie1ds， ++; 101 ~200 cells/lOO fie1ds， +++; 201 ~500 cells/100 fie1ds ++++;孟501cells/100 fie1d団.
Casts: -; not observ官d，+; observed. 
Crystals:一;not observed， +; observed. 
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Study No. 100523 

lndividual urinary examination of female rats after dosing on termination of administration period 

(silane， ethenyl佐伯le出oxy-group at 250 mg/kg) 
Female No. Color pH Proti:m 

Appendix 32・3

Crystals 

一
+
一
+
一

6

Casts 

6 

Urinary sediments 
E巾hrocytes Leukocytes 

Occult 
blood 

F03351 Light ye110w 5.5 
F03353 Light y官110w 5.5 
F03354 Light ye110w 5.0 
F03355 Light Y官110w 5.5 
F03356 Light ye110w 6.5 
F'03357 Light ye110w 5.5 一一

Number of females 6 6 6 6 6 6 6 
Protein:一;neg副i刊土;10-20 mgldL， +; 30 mgldL， ++; 100 mgl札+++;300 mgldL， ++++; 1000 mgldL. 
Glu叩叩:ー;negati刊土;40-60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL 
Ketone body一;negative， +; sliゆt，++; moder蹴， +++; marked. 
Bilirubin:ー;negative， +; 0.5 mgldL， ++; 1.0 mgldし+++;2.0mg!ι 
Occult blood:一;negative，有国肉、+; slight， ++; moderate， +++; marked. 
Urobilinogen: :l::; normal， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgll札， ++++; 12 mg!ι 
Epithelial ce11s:土;0-20 ce11s/100 fields， +; 21-100 ce11s/100 fields， ++; 101-200 c哩l1s/100fields， +++;孟201ce11s/100 fields. 
Erythrocytes土;0-20 ce11s/100 fields， +; 21-100αl1s/100 fields， ++; 101-200 ce11s/100 fields， +++; 201-500 cells/lOO fields ++++;孟501ωl1s/100field国.
Leukocytes:土;0-20ωl1s/100 fiel必， +; 21-100 ce11s/100 fields， ++; 101-200 ce11s/100 fields， +++; 201-500 ce11s/100 fields ++++;孟501ωl1s/100 fiel必.
Casts:一;not observ官:d， +; obs渇rved.
Crystals:一;not observed， +; observed. 
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Study No. 100523 

lndividual urinary examination of female rats after dosing on termination of adminis回 tionperiod 

(silane， etheny1trimethoxy-group剖 1000mglkg) 
Female No. Co1or pH Protein 

Appendix 32・4

Crystals 

+

+

+

+

+

一

6

Casts 

6 

Urinary sediments 
Erythrocytes Leukocytes 

Occu1t 
b100d 

F04451 Light ye110w 5.5 
F04453 Light ye110w 6.5 -
F04454 Ligh直ye110w 6目O 土

F04456 Light ye110w 7.0 -
F04457 Li仰 ye110w 6.0 ++ 
F04458 Light ye110w 6.5 一一一一一

Number offemales 6 6 6 6 6 6 6 
Protein:一;negative，:I::; 10-20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
Glucose: -; negative，土;40-60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL. 
Ke刷 lebody: -; negative， +; sliゆt，++; moderate， +++; marked 
Bilirubin:一;negative， +; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgl<ι 
Occult blood:ー;negative，土;回ω，+;sli俳t，++; moderate， +++; marked. 
Urobilinogen:土;no巾叫， +; 1 mgldL， ++; 4 mgl<ι， +++; 8 mgldL， ++刊 12mgldL. 
Epithelial ce11s: :1::; 0-20 ce11s/100 fields， +; 21-100ω:11ν100 fields， ++; 101-200 cells/100 fie1ds， +++;孟201c沼l1s/100fields. 
Ery出rocytω:土;0-20 ce11s/100 fie1ds， +; 21-100 ce11s/100 fields， ++; 101-200 ce11s/100 fields， +++; 201-500 ce11団/100fields ++++;孟501ce11s/100 fields. 
Leukocytes:土;0-20 ce11s/100 fielゆ， +;21-100 ωl1s/100 fields， ++; 101-200 ce11s/100 fields， +++; 201-500 ce11s/100 fi巴Ids++++;ミ501ce11s/1 00 fields. 
Casts:ー;not observ官d，+; observed目

Crystals:一;not observed， +; observed. 
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Study No. 100523 

LJrinary sedirn削 S

Erythrocytes Leukoc戸es

(Continued) lndividual urinary examination ofmale r脚 ontermination of recovery period 

U元6m=
nogen 

Appendix 33・l

u-o-
自
信
』

a
h
v

叫一

N
Hu-e 

m
E
d
 

q

一M一 Crystals 

一

+

+

+

+

一

6

Casts 

6 

Occu1t 
blood 

MOII07 Light y官IlOw 9.0 ++ 
MO 11 08 Light yellow 9目o ++ー+
M01109 Light yellow 9.0 +++ー+
M01110 Light yellow 8.5 土一一
M01111 Light yellow 8.5 ++ー+
M01112 Light yellow 7.0 ++ー+一一

Number ofmales 6 6 6 6 6 6 6 
Protein: -; negative， :1::; 10-20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
GIω蹴:一;negative，土;40-60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， ++++; 2000 mgldL 
Ketone body:ー;negative， +; slight， ++; moderate， +++; marked. 
Bilirubin:一;negative， +; 0.5 mg札，++;1.0 mgldL， +++; 2.0 mglι 
Occult blood: -; negative， :1::;回ce，+; sliゆt，++; moderate， +++; marked. 
Urobilinogen: :1::; norm剖， +; 1 mgldL， ++; 4 mgl乱、+++;8 mgldL， ++++; 12 mgldL. 
Epithelial cells士;0-20ωIIs/100field団， +; 21-100ωIIs/100 fields， ++; 101-200 cells/l00 fields， +++;孟201ωIIs/100 fields目

Ery伽 ocytes::I::;0-20 cells/l00 fields， +; 21-100 cells/l00 fields， ++; 101-200 cells/l00 fields， +++; 201-500 cells/l00 fields ++++;討01cells/l00 fields. 
Leukocytes:土;0-20 cells/l00 fields， +;21-100ωIIs/100 fields， ++; 101-200 cells/l00 fiel必，+++;201-500 cells/l00 fields ++++;孟501cells/l00 fields. 
Casts:一;not observ唱d，+; observed. 
Crystals:ー;not observed， +; observed. 

土

土

士

土

土

土

一

6

土

土

土

土

土

土

7
0

Epithelial 
cells 
土

土

土

土

士

土

6 

+

土

土

土

土

+

一

6

Bilirubin Ketone 
body 

G1ucose Protein pH Color 

-品品。.



Study No. 100523 

(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
Male No. UV S.G. 

mL 
24.1 
23.1 
8.7 
6.5 
15.7 
19.1 

6 
16.2 
守3

Individual urinary examination of male rats on termination of recovery period Appendix 33・2

(Continued) 

1.030 

1.034 
1.072 
1.058 
1.050 
1.052 

6 
1.049 
0.016 

DU 

M02207 

M02208 
M02209 
M02210 
M02211 
M02212 

Number of maJes 

Mean 
S.D. 

Significance 
Statistical method DU 

DU: Analysis by Dunnett's test. 
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Study No. 100523 

(Continued) Individual urinary examination ofmale rats on termination ofrecovery period 

(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
M!山 No. Color pH Protein 

Appendix 33-2 

Crystals 

一
+
+
一
+
一
6

Casts 

6 

Urinary sediments 
Erythrocytes Leukocytes 

8ilirubin 

M02207 Light yellow 8.5 土

M02208 Light yel10w 9.0 土

M02209 Light yel10w 8.5 ++ 
M02210 Light yel10w 7.0 + 
M02211 Light yel10w 9.0 土

M02212 Light yel10w 9.0 +一一
Number ofmales 6 6 6 6 6 6 6 
Pro旬in:-; negative，土;1 0~20 mgldL， +; 30 mgldL， ++; 100 mgldL， +++; 300 mgldL， ++++; 1000 mgldL. 
Gluω健一;negative，土;40~60 mgldL， +; 100 mgldL， ++; 250 mgldL， +++; 500 mgldL， +村大 2000mgldL. 
Keto四 body:ー;negative， +; sli酔t，++; moderate， +++; marked. 
8ilirubin:一;negative， +; 0.5 mgldL， ++; 1.0 mgldL， +++; 2.0 mgldL. 
Occult blood一;negative，土，国民+; slight， ++; moderate， +++; marked. 
Urobilinogen:士;normal， +; 1 mgldL， ++; 4 mgldL， +++; 8 mgldL， ++++; 12 mgldL 
Epithelial cel1s: 土;0~20ωI1s/100 fields， +; 21 ~100 cel1s/100 fields， ++; 101 ~200 cel1s/100 fields， +++;孟201cel1s/100 fie1ds目

Ery由rocytes土;0~20 cel1s/100 fie1ds， +; 21 ~100 cel1s/100 fie1ds， ++; 101 ~200 cel1s/100 fields， +++; 201 ~500 cel1s/100 fie1ds ++++;孟501cel1s/100 fields. 
Leukocytes:士;0~20 cel1s/100 fie1ds， +; 21~100ωI1s/100 fields， ++; 101 ~200 cel1s/100 fields， +++; 201 ~500 cel1s/100 fields ++++;孟501cel1s/100 fields. 
Cωts: -; not observed， +; observed. 
Crystals一;not observed， +; observed. 
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Study No. 100523 

lndividual urinary exarnination of male rats on termination of recovery period 

(silane. ethenyltrimethoxy-group at 250 mg/kg) 
Male No. UV S.G. 

mL 
14.7 
20.5 
20.1 
21.8 
10.2 
11.1 

6 
16.4 
5.1 

Appendix 33・3

1.047 
1.038 
1.031 
1.039 
1.060 
1.058 

6 
1.046 
0.012 

(Continued) 
DU 

M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number ofmaJes 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
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Study No. 100523 

(Continued) lndividual urinary examination ofmale rats on termination ofrecovery period 

(silane， eth直nyltrime出oxy-group 飢 250mg/kω 
Male No. Color pH Protein 

Appendix 33・3

Crystals 

+
+
一
+
+
+
一
6

Casts 

6 

Urinary sediments 
Ery白rocytes Leukoc戸.es

Bilirubin 

M03307 Light yellow 反U

M03308 Li酔tyellow 8.5 ++ 

M03309 Light Y唱lIow 8.5 + 
M03310 Light yellow 8.5 +一一
M03311 Lightyellow 9.0 ++ー+一一
M03312 Light yellow 9.0 +一一一-

Number ofmales 6 6 6 6 6 6 6 
Protein: -; neg瓜ive，:i:; 10-20 mg/dL， +; 30 mg/dL， ++; 100 mg/dL， +++; 300 mg/dL， ++++; 1000 mg/dL. 
Glucωe:ー;negati同士;40-60 mg/dL， +; 100 mg/dL，仲;250 mg/dL， +++; 500 mg/dL， ++++; 2000 mg/dL 
Ketone body: -; negative， +; sliゆt，++; moderate， +++; marked. 
Bilirubin: -; ne脚 ive，+; 0.5 mg/dL， ++; 1.0 mg/乱， +++; 2.0 mg/dL. 
Occult blood:一;ne脚 ive，弐 tra民+;sli酔t，++; moder蹴， +++; marked 
Urobilinogen土;normal， +; 1 mg/dL， ++; 4 mg/dL， +++; 8 mg/dL， ++++; 12 mg/Iι 
Epithelial cells:土;0-20 cells/100 fields， +; 21-100 cells/100 fields， ++; 101-200ωlIs/100 fields， +++;ミ201cells/l00 fields. 

Erythrocytes: :i:; 0-20 cells/100 fields， +; 21-100ωlIs/100 fields， ++; 101-200 cells/100 fields， +++; 201-500 cells/100 fields ++++;孟501ωlIs/100白el必

Leukocytes:土;0-20ωlIs/100field国， +; 21-100 cells/100 fields， ++; 101-200 cells/100 fields， +++; 201-500 cells/100 fields ++++;孟501cells/100 fields. 
C邸 ts:一;not observ官d，+; observed. 
Crystals: -; not observed， +; observed 
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Study No. 100523 

lndividual urinary examination of male rats on termination of recovery period 

(silane， ethenyltrimethoxy-group at 1000 mglk副
Male No. UV S.G. 

mL 
18.3 1.037 
21.6 1.042 
23.5 1.035 
13.7 1.056 
19.4 1.037 

Death on Day 17 of administration 
5 5 

19.3 1.041 
3.7 0.009 

Appendix 33-4 

(Continued) 
DU 

M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number of ma1es 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis bγDunnett's test. 
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Study No. 100523 

(Continued) lndividual urinary examination ofmale rats on termination ofrecovery pe巾 d

(si1ane. ethenyltrimethoxy-group at 1000 mg/kg) 
Male No. Color pH Protein 

Appendix 33-4 

Crystals 

+ 

+ 

5 

Casts 

5 

LJrinary sediments 
Ery出rocytes Leukocytes 

Occult 
blood 

M04407 Light ye110w 8.5 + 
M04408 Light ye110w 9.0 + 
M04409 Light ye110w 8.5 土

M04410 Light ye110w 9.0 + 
M04411 Light ye110w 8.5 ++ 
M04412 Oeath on 0圃y17 of adminis釘ation

Number ofmales 5 5 5 5 5 5 5 
Protein:一;negative. :1:; 1 0~20 mgldL. +; 30 mg/dL. ++; 100 mg/dL. +++; 300 mgldL.十件+;1000 mgldL. 
Glucose一;negative. :1:; 40~60 mgldL. +; 100 mg/dL. ++; 250 mgldL. +++; 500 mgldL. ++++; 2000 mgldL. 
Ketone body: -; negative. +; slight. ++; moderate. +++; marked 
Bilirubin一;ne脚 ive.+; 0.5 mg/dL. ++; 1.0 mgldL. +++; 2.0 mglι 
Occu1t bl∞d:ー;negative.土;住ace.+; slight. ++; modera旬、+++;marked. 
Urobilinogen:土;normal. +; 1 mg/dL. ++; 4 mg札.+++; 8 mgldL. ++++; 12 mgl，ι 
Epi出elialce11s: :1:; 0~20ωl1sl1 00 fields. +; 21 ~100 ce11s/100 fie1ds. ++; 101 ~200 ce11s/100 fields. +++;孟201ce11s/100 fields. 
Ery伽 ocytes:土;0~20 ce11s/100 fie1ds. +; 21 ~ 100ωl1s/100 fie1ds. ++; 101 ~200 ce11s/100 fie1ds. +++; 201 ~500 ce11s/100 fie1ds ++++;注501ωl1s/100 fiel必
Leukocytes:士;0~20 ce11s/100 fields. +; 21~100 ce11s/100 fie1ds. ++; 101~200 ce11s/100 fie1ds. +++; 201~500 ce11s/100 fie1ds ++++;孟501ωl1s/100 fields. 
Casts一;not observed. +; observed. 
Crystals:一;not observed. +; observed 
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8tudy No. 100523 

Individual urinary examination of female rats on termination of recovery period Appendix 34・1

(Control group) 
FemaleNo. 8.0. 

1.060 
1.056 
1.047 
1.028 
1.056 
1.062 

6 
1.052 
0.013 
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F01171 
FOII72 
F01173 
F01174 
F01175 
F01176 

Number of females 
Me釦
8.D. 

(Continued) 
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Study No. 100523 

(Continued) Individua1 urinary examination of fema1e rats on termination of recovery period 

Co1or 

Appendix 34・1

}
 

U
F
 

O
-
-

w己

O
U
N
 

U
-
e
 

盟
M

c--t 
i
I
 Crysta1s 

+

一

+
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二

6

Casts 

6 

1Jrinary sediments 
Erythrocytes Le唱kocytes

Occu1t 
b100d 

F01171 Lightye110w 8.5 
FO 1172 Light ye110明 9.0 + 
FO 1173 Light ye110w 7.0 + 
F01174 Lightye110w 8.0 + 
FO 1175 Light ye110明 9.0 土

F01176 Light ye110w 8.5 土一一一-
Number of femalcs 6 6 6 6 6 6 6 
Protein:ー;negative，士;1 0~20 mg!dL， +; 30 mg!dL， ++; 100 mg!dし+++;300 mg!dL， ++++; 1000 mg!dL 
G1ucose:一;negatlve，土;40~60 mg!dL， +; 100 mg!dL， ++; 250 mg!dL， +++; 500 mg!dL， ++++; 2000 mg!dL. 
Ketone body:ー;ne明tive，+; sli酔t，++; modera旬， +++; marked. 
8i1irubin: -; neg凶同+;0.5 mg!dL， ++; 1.0 mg札， +++; 2.0 mg!dL 
Occu1t b1ood:一;negative，土;凶ce，+; slight， ++; moderate， +++; marked. 
Urobi1inogen: :1:; norma1， +; 1 mg!1乱，++;4 mg!dL， +++; 8 mg!dL， ++++; 12 mg!dL. 
Epithelia1 ce11s土;0~20 ce11s/100 fie1ds， +; 21 ~ 100 ce11s/100 fie1ds， ++; 101 ~200 ce11s/100 fie1ds， +++;孟201ce11s/100 fie1ds. 
Ery伽 ocytes::1:; 0~20ωl1s/100 fie1ds， +; 21 ~ 100 ce11s/100 fie1ds， ++; 101 ~200 ce11s/100 fie1ds， +++; 20 1 ~ 500ωl1s/100 fie1ds ++++;孟501ce11s/100 fie1ds 
Leukocytes:土;0~20 ce11s/100 fie1ds， +; 21 ~ 100 ce11s/100 fie1ds， ++; 101 ~200 ce11s/100 fie1ds， +++; 201 ~500 ce11s/100 fie1ds ++++;孟501ce11s/100 fie1ds. 
Casts:一;not observed， +; observed 
Crysta1s一;not observed， +; observed. 
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Study No. 100523 

Individual urinary examination of female rats on termination of recovery period 

(Continued) 

(si1ane， ethenyltrimethoxy-group at 250 mg!kg) 
Female No. UV S.G. 

mL 
20.2 

6.7 
4.5 

15.2 
14.1 

10.8 
6 

11.9 
5.8 

F03371 
F03372 
F03373 
F03374 

F03375 
F03376 

Number of females 
Mean 

S.D. 
Significan印

Statistical method DT DU 

DT: Analysis by Dunnett type mean rank test. 
DU: Analysis by Dunnett's test. 

Appendix 34-2 

1.016 
1.062 
1.084 

1.030 
1.043 

1.048 
6 

1.047 
0.024 
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(Continued) Individual urinary examination of female rats on termination of recovery period 

(si1ane， ethenyl甘ime山側y-group at 250 mglkg) 
Female No. Color pH Protein 

Appendix 34-2 

Crystals 

一

+

+

+

+

+

一

6

Casts 

6 

Urinary sediments 
Ery白rocytes Leukocytes 

Bi1irubin 

F03371 Light yellow 8.5 土

F03372 Li仰yellow 9.0 ++ 
F03373 Li仰yellow 7.0 + 
F03374 Light yellow 8.5 土

F03375 Light yellow 7.0 土一一
F03376 Light yellow 8.5 +一一一

Number of自己males 6 6 6 6 6 6 6 
Protein:一;negative， ~; 10-20 mgldし+;30 mgldL， ++; 100 mgldL， +++; 300 mgl乱， ++++; 1000 mg/iι 
Glu∞随一;negative，土;40-60 mgldL， +; 100 mgldL， ++; 250 mgldL，朴大 500mgldL， ++++; 2000 mgldL 
Ketone body: -; negative， +; sli酔t，++; moderate， +++; marked. 
Bi1iru凶:一;negative， +; 0.5 mg札，++;1.0 mgldL， +++; 2.0 mglι 
Occult blood: -; negative， ~;回ce， +; sli俳t，++; modera旬，+++; marked. 
Urobilinogen:土;normal， +; 1 mgl札，++; 4 mgldL， +++; 8 mgl札，++++;12 mgldL. 
Epithelial cells:土;0-20 cells/100 fiel必，+;21-100 cells/100 fields， ++; 101-200ωlIs/100 fields， +++;註201ωlIs/100fields. 
Ery出rocytes:土;0-20 cells/1 00 fields， +; 21-100 cells/100 fields， ++; 101-200 cells/100 fiel也，+++;201-500 cells/100 fields ++++;孟501cells/100 fields目

Leukocytes:土;0-20 cells/100 fields， +; 21-100ωlIs/100 fields， ++; 101-200 cells/100 field国， +++; 201-500 cells/100 fiel山++++;孟501cells/100 fields. 
C筒 ts一;not observ唱d，+; observed. 
Crystals:ー;not observed， +; observed目
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Individual urinary examination of female rats on termination of recovery period 

(Continued) 
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Appendix 34・3

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of females 
Mean 
S.D. 

Sig而百Emce
Statistical method DT DU 
DT: Analysis by Dunnett type mean rank test. 
DU: Analysis by Dunnett's test. 

1.029 
1.039 
1.052 
1.042 
1.049 
1.056 

6 
1.045 
0.010 
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(Continued) Individuai UTinary examination offemaie rats on termination ofrecovery period 

Urobi1i-
nogen 

Bi1irubin G1ucose 

Appendix 34・3

(silane， etheny1佐imethoxy-group at 1000 mglkg) 

Femaie No. Co1or pH Pro飽in

Crysta1s 

+

+

一

+

+

+

一

6

Casts 

6 

Urinary sediments 

Ery白rocytes Leukocytes 

Occult 

b100d 

F04471 Light yellow 8.0 

F04472 Light yellow 8.5 
F04473 Light yellow 8.5 土

F04474 Li脚 yellow 9.0 ++ 
F04475 Light yellow 8.0 土

F04476 Light yellow 9.0 +一一

Number of females 6 6 6 6 6 6 6 
Prote岨:一;negative，土;1O~20 mg/dL， +; 30 mg/札， ++;100m刷 L，+++; 300 mg/dL， ++++; 1000 mg/dL 
Glucose:一;negative，土;40~60 mg/dL， +; 100 mg/dL， ++; 250 mg/dL， +++; 500 mg/dL， ++++; 2000 mg/dL. 
Ketone body:一;negative， +; sli叫t，++; moderate， +++; marked. 
Bi1irubin:一;neg瓜ive，+; 0.5 mg/乱， ++; 1.0 mg/dL， +++; 2.0 mg/ι 
0ω羽1tb1ood:ー;negative，土;回ce，+; slight， ++; moder官民+++;marked. 

Urobilinogen: ::1::; normai， +; 1 mg/dL， ++; 4 mg/dL， +++; 8 mg/'札， ++++; 12 mg/dL. 
Epitheliai cells: ::1::; 0~20 cells/100 fie1ds， +; 21 ~ 1 00ωlls/100 fie1ds， ++; 101 ~200 cells/1 00 fie1ds， +++;孟201cells/100 fie1ds. 
Erythrocytes:土;0~20 cells/100 fie1必， +; 21 ~100 cells/100 fie1ds， ++; 101 ~200 cells/100 fie1ds， +++; 201 ~500 cells/100 fie1ds ++++;討01cells/100 fie1ds. 

Leukocytes:土;0~20 cells/100 fie1ds， +; 21 ~ 100 cells/100 fie1ds， ++; 101 ~200 cells/100 fie1ds， +++; 201 ~500ωlls/100 fie1ds ++++;孟501cells/100 fie1ds. 
Casts: -; not observed， +; observed. 
Crystais: -; not observed， +; observed 
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lndividual hematological examination of male rats on termination of administration period 
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Appendix 35・1

(Control group) 
MaleNo. 
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(Continued) Individual hematological examination ofmale rats on termination ofadminis回 tionperiod Appendix 35・l
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Appendix 35-2 Individual hematological examination ofmale rats on termination ofadministration period 

Number ofma1es 
Mean 
S.D. 
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Significan伺
Statistical method DU DU DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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(Continued) Individual hematological examination ofmale rats on termination ofadministration period Appendix 35-2 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 

Number ofmales 
Mean 
S.D. 

Significance 
Statistical method DT 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
UA: Unable to be analyzed because the value in the treated group was the s創neωthevalue in the control group. 
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M03301 
M03302 
M03303 
M03304 
M03305 
M03306 

N凶nb町 ofmales
Mean 
S.D. 

Signi高ance
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 

Individual hematological examination of male rats on termination of administration period 
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M03301 
M03302 
M03303 
M03304 
M03305 
M03306 

Number of males 
Mean 
S.D. 

Significance 
Statistical method DT 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 

(Continued) Individual hematological examination ofmale rats on termination ofadministration period 
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(silane， ethenyltrimethoxy-group at 250 mg/k回
Male No. WBC L N 

l0
2
/μL % % 
102 95 4 
68 83 15 
63 86 14 
52 83 17 
67 86 13 
57 89 11 
6 66  
68 87.0 12.3 
18 4.5 4.5 

Appendix 35・3

DU UA DU DU DU 

-品。J

可'



Study No. 100523 

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 

Number ofmaJes 
Mean 
S.D. 

Significance 
Statistical method DU DU DU DU 
Significant1y d出ヒrent合om∞ntrol group ("': P<0.05，判:P<O.OI). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 

260.0 
276.7 
263.2 
263.2 
253.8 

5 
263.4 

8.4 
ホホ

Individual hematological examination of male rats on termination of administration period 

(si1ane， ethenyltrimethoxy-group at 1000 mglkg) 
Male No. RBC HGB HCT MCV MCH MCHC PLT RET PT APTT Fbg 

10
4
/μL g!dL % 札 pg g!dL 104/μL 960 sec. sec. mg!dL 

Death on Day 16 of administration 
654 11.3 33.3 
765 13.9 42.1 
769 13.8 40.4 
778 13.7 40.5 
809 14.0 41.4 
5 55  

755 13.3 39.5 
59 1.1 3.6 

'" 事事 様車
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M04401 

M04402 
M04403 
M04404 
M04405 
M04406 

Number of males 
恥1ean

S.D. 
Significance 

Statistical method DT 
DU: Analysis by Dunnett's 旬st.
DT: Analysis by Dunnett type mean rank test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 

(silane， ethenyltrimethoxy-group at 1000 mglkg) 

Male No. WBC L N 

102/f.lL . % % 
Death on Day 16 of administration 

145 80 20 
77 65 34 
117 72 27 
57 87 12 
1 16 94 5 

5 55  
102 79.6 19.6 
35 11.5 11.5 

(Continued) Individual hematological examination ofmale rats on termination ofadministration period 
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Individual hematological examination of female rats on termination of administration period 
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(Continued) Individual hematological examination offemale rats on termination ofadministration period Appendix 36-1 
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F0225 1 
F02253 
F02254 
F02255 
F02256 
F02257 

Numberoffヒmales
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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(Continued) Individual hematological examination of female rats on termination of administration period Appendix 36-2 

F0225 1 
F02253 
F02254 
F02255 
F02256 
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Number of females 
恥1ean
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Significance 

Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treat吋 groupwas the s創neas the value in the control group. 
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F03351 
F03353 
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Number of females 
Mean 
S.D. 

Signific叩印

Statistical method DU DU DU 
Significantly different合omcontrol group什:P<0.05). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 

Individual hematological examination of female rats on termination of administration period 

恥

吋

性

白

川

5
n
M
A
3
6
一6
5

m

一

甘
肌
一

η

M

M

引““一
6

M

U

一

A

一

一

一

円
凱
一
3
白
川

y
n
M
A
A

一6
1

M

一

町
町
加
古
引
仰
の
幻
別
一

6ω
ロ一

T
L
-
1
9
J
2
D
6
一6
8
5
-

R
h
4
H
9
円

3

8
一

白

8
一

C

L
一6
1
1
9
.
后

5
一6

5

5
一

両

n
M川一今
J

凋
可

A『

A咋

A
吋

A
崎一

A--nv
一

一C
E
3
3
3
3
3
3
一

3

一

一M

一

一

一

H
W
3
D
1
5
1
5
A
一6A
M
-
-

C
I
4
9
0
ゆ

0
0
9
-
9
0
一

M

一1

2

2

2

2

1
一

2

一

w
a
一日
ω
幻

幻

Mω
一6
U
M
一

M

一5
5
5
5
5
5
一

5

一

一中
i
%
一，
b
J
5
J
5
6
一6

9

6
一事

AUJ』

r
L
1
-今
ゐ

nun
ヲ。
o
n
u
。。
-
A
ヲ'i-

h
-
H
一4
4
3
3
4
3
一

3

一

お一
B

L
一3
9
7
3
0
3
一6
8
4
一

紅一

G
川
一

4
3
3
3
4
3
一

3

0
一

ヨ
H
S
I
I
I
l
l
-
-
l

一

亡
C

L
一
日
川
刀
凶
ロ
尚
一

6

W
尚一

回

問

自

冗

川

町

臼

か

創

出

一

副

;

仙
一
尚

Appendix 36・3

DT 
(Continued) 

DU DU DU DU DU DU DU 

'
k
p
J可
h
F

・



Study No. 100523 

1

・N

%
一
司
直
川
M
M
H

ゆ
日
一
6
3
6

日

記

ー

「

J
1
J
'
4
4
1
j
'
d
-
A
U
ヲ
-

G
」

-

-

司

L
'
I

m

-

-

一

n

u

-

-

一

お一

L

%
一
凶
同
M

m
ヴ
汚
げ
ち
一

6
8
1

t
-
t
-
1
1
'
A
f
i
-
-
7
2
 

a

-

-

一
7

l

u

-

-

-

o

-

-

-

E
C
L
一
辺
白
日
げ
ゆ
ゆ
一
6
G
8

2
B
U』

5
4
3
E
4
5
・

5

1

0
-
v
z
j
-

h
u
-
-
t
w
n
u
-

d

一
1
・

m

一
h
u

一
n-

陽
一

o

d

一N
t
-
e
 

e-叫
空
間

.
則
一

F
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F03351 
F03353 
F03354 
F03355 
F03356 
F03357 

Number of females 
Mean 
S.D. 
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Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the sameωthe value in the control group. 

M

%

一1
1
0
1
1
1
一6
8
A

AUAU 

B
U
2
0
0
0
0
0
o
z
u
h
M
A
M
 

，

AUAU 

E

%

一0
2
1
0
2
1
-
6
白

川

ゆ

1

0

 
DU UA DU DU DU 

'ム
J

可
凶
'



Study No. 100523 

F04451 
F04453 
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F04456 
F04457 
F04458 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU DU DU DU 
Significantly different合omcontrol group (*: Pく0.05，判:P<O.OI). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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F04451 
F04453 
F04454 
F04456 
F04457 
F04458 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable ωbe analyzed because the value in the treated group was the sameぉ thevalue in the control group. 
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Individual hematological examination ofmale rats on termination ofrecovery period 
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(Continued) Individual hematological examination ofmale rats on termination ofrecovery period Appendix 37・1
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Number ofmales 
Mean 
S.D. 

Significance 
Statistical method DU DU DU 
Significantly different合omcontrol group (*: P<0.05). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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(si1ane， ethenyltrimethoxy-group at 62.5 mg/kg) 
Male No. WBC L N 

10
2
/μL % % 
63 96 3 
81 88 11 
65 92 7 
48 90 10 
47 88 11 
47 83 15 
6 6 6  
59 89.5 9.5 
14 4.4 4.1 

(Continued) Individual hematological examination ofmale rats on termination ofrecovery period Appendix 37・2

M02207 
M02208 
M02209 
M02210 
M022 1 1 
M02212 

Number of males 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
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M03309 
M03310 
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M03312 

N山nberof males 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
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S.D. 

S取lificance
Statistical method DU DU DU DU 
Significantly different仕omcontrol group (*: P<0.05，判:P<O.OI). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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(Continued) Individual hematological examination ofmale rats on termination ofrecovery period 

M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number ofma1es 
Mean 
S.D. 

S取lificance
Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
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(si1ane， ethenyltrimethoxy-group at 1000 mglkg) 
Male No. WBC L N 

10
2
/μL % % 
73 97 3 
72 91 7 
47 91 8 
44 93 6 
39 83 17 

Death on Day 17 of administration 
5 55  
55 91.0 8.2 
16 5.1 5.3 
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Individual hematological examination offemale rats on termination ofrecovery period 
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(Continued) Individual hematological examination offemale rats on termination ofrecovery period Appendix 38・1

(Control group) 
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F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 
8.D. 

8ignificance 
Statistical method DU DU DU 
8ignificantly different合omcontrol group (*: P<0.05). 
DU: Analysis bγDunnett's test. 

Individual hematological examination of female rats on termination of recovery period 
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(Continued) Individual hematological examination offemale rats on termination ofrecovery period Appendix 38-2 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of fema1es 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the tr閣.tedgroup was the same鎚 thevalue in the control group. 
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F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU DU DU DU 
Significantly different合omcontrol group (*: P<0.05，市場:P<O.OI). 
DU: Analysis by Dunnett's test. 
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(Continued) Individual hematological examination offemale rats on termination ofrecovery period 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
UA: Unable to be analyzed because the value in the treated group w凶 thesame as the value in the control group. 
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Individual blood chemical examination ofmale rats on termination ofadministration period 

y-GTP 

IUIL 
0.02 
0.20 
0.21 
0.09 
0.33 
0.37 

6 
0.20 
0.13 

ALP 
IUIL 
307.0 
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330.1 
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(Continued) Individual blood chemical examination ofmale rats on termination ofadministration period Appendix 39・1
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(Continued) Individual blood chemical examination ofmale rats on termination ofadministration period Appendix 39・1
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(Continued) Individual blood chemical examination ofmale rats on termination ofadministration period Appendix 39-1 
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Individual blood chemical examination ofmale rats on termination ofadministration period 

y-GTP 
IUIL 
0.19 
0.15 
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0.15 
0.23 
0.21 
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Number of males 
Mean 
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Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type me卸 ranktest. 

Appendix 39・2

(Continued) 

DT DU DU 

-A宇

Awa
・



8tudy No. 100523 

)圃
G

出
U
N

m

一
εJ-

辺一

b
L
-
3
7
9
3
9
2
-
6
6
9

，.、-，
d
u
J
ι
-

。。正
U

司

'nヲ
@

O

A
斗

一

司

''a

t
-
z
q
'
t
-
-
-
-
-
-
-

a
-
d
E
2
2
2
2
2
2
-
2
O
 

H

M

-

-

-

o

-

-

-

h
-
P
L
-
0
6
9
ゆ

3

9
一6
1
2

9
T
d
-
4
1
3
5
7
1
-
4
2
 

2
E
5
5
5
5
5
5
-
5
o
 

h

u

-

-
目

au-旦
H
u

一
n-
auE 

h
-
o
 

d

一N
E
K
 

笠
胸

(Continued) Individual blood chemical examination ofmale rats on termination ofadministration period Appendix 39・2
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1.02 
0.88 
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0.09 

(Continued) 
DU DU 

M02201 
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Number ofmales 
Mean 
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DU: Analysis by Dunnett's test. 
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M02201 
M0220♀ 

M02203 
M02204 
M02205 
M02206 

Number ofma1es 
Mean 
S.D. 

S取lificance
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 

(Continued) Individual blood chemical examination ofmale rats on termination ofadministration period 
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M02201 
M02202 
M02203 
M02204 
M02205 
M02206 

Nurnber ofmal国
Mean 
S.D. 

Significance 
Statistical method DU DU DU 
Significantly different合'omcontrol group (市:P<0.05). 
DU: Analysis bγDunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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Individual blood chemical examination ofmale rats on termination ofadministration period 

y-GTP 
IUι 
0.16 
0.52 
0.28 
0.26 
0.31 
0.23 

6 
0.29 
0.12 

(Continued) 
DT 

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 

Number ofmales 
Mean 
S.D. 

Sign夜間ce
Statistical method DU DU DU 
Significantly different合omcontrol group (*: P<0.05). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type me叩 ranktest. 

(si1ane， ethenyltrimethoxy-group at 250 mglkg) 
Male No. AST ALT ALP 

IUIL IUIL IUIL 
83.4 29.4 254.4 
65.5 25.4 288.2 
76.2 37.0 361.2 
79.9 31.0 369.2 
78.7 29.4 217.2 
64.3 21.2 337.4 
666  

74.7 28.9 304.6 
7.9 5.3 61.4 

事
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1.00 
0.96 
1.02 
1.20 
1.04 
1.07 

6 
1.05 
0.08 

(Continued) 
DU DU 

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 

Number of males 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
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(Continued) Individual blood chemical examination ofmale rats on termination ofadministration period 

(si1ane， ethenyltrimethoxy-group at 250 mg/kg) 
MaleNo. T・Bi1 UN CRE Glu T・Cho TG 

mg!dL mg!dL mg!dL mg!dL mg!dL mg!dL 
0.09 15.8 0.32 143.6 43.8 24.5 
0.12 15.1 0.30 120.4 66.0 34.9 
0.11 17.7 0.29 127.8 69.8 41.7 
0.12 14.6 0.28 121.7 45.4 37.5 
0.10 18.3 0.29 142.6 53.6 45.3 
0.13 14.8 0.22 126.6 65.9 65.5 

6 6 6 6 6 6 
0.11 16.1 0.28 130.5 57.4 41.6 
0.01 1.6 0.03 10.2 11.3 13.7 

Appendix 39・3

(Continued) 
DU DU DU DU 

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 

Number ofmal国
Mean 
S.D. 

S ignificance 
Statistical method DU 
DU: Analysis by Dunne旬、test.
DT: Analysis by Dunnett type mean rank test. 
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(Continued) Individual blood chemical examination ofmale rats on termination ofadministration period 

P

L
一3
5
8
5
0
7
一6
6
5

I
ゆ一

7
6
5
6
7
6
一

6

0

m

一

一

一a
L
-
8
3
1
4
2
1
一6
3
4

仁
川
u

一8
9
9
9
9
0
-
9
0

m

一

一

aα
札
」
幻
幻
的
日
灯
口
一
6
灯

u

b
」
甘
口
一
川
白
川
崎
川
川
市
川
一
ゆ

E

m
「
]

]

]

l

J

I

m

-

-

一

h

u

-

-

-

お一

K
血

但

担

げ

お

相

M
一6
引

m

a
一
島
一

4
4
4
4
4
4
一

4

0

盟

m

一

一

u

-

r

-

-

o

-

-

-

立
尚
畦

ω
幻

M
ω
ω
M
一6
り

M

E
B
-
4
4
4
4
4
4
一
4

仙
一
則
一

1
1
1
1
1
1
・

l

E
 

n-
au--

h
-
o
 

d

一N
E
L悶

笠
陥

Appendix 39・3

DT DU DU 

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 

Number ofmales 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type me叩 ranktest. 

DU 

-凶。凶・



Study No. 100523 

Individual blood chemical examination ofmale rats on termination ofadministration period 

(Continued) 

Appendix 39-4 

(si1ane， ethenyltr加lethoxy-group at 1000 mg!kg) 
Male No. AST AL T ALP y-GTP 

IUIL IUIL 即 IL IUIL 
Death on Day 16 of administration 

66.0 28.5 233.2 
75.8 34.2 296.0 
64.4 46.1 299.0 
70.2 33.1 425.6 
76.9 36.5 236.0 
5 55  

70.7 35.7 298.0 
5.6 6.5 78.0 
事事

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 

Number ofmaJes 
Mean 
S.D. 

Sign高 ance
Statistical method DU DU DU DT 
Significantly different合omcontrol group (申:P<0.05，柿:P<O.OI). 
DU: Analysis by Dunnett's test. 
DT: Analysis bγDunnett type mean rank test. 

1.22 
1.05 
0.89 
0.39 
0.73 
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0.86 
0.32 

市

-
u
。ム・



Study No. 100523 

M04401 
M0440♀ 

M04403 
M04404 
M04405 
M04406 

Number ofmaJes 
Mean 
S.D. 

Significance 
Statistical method DU DU DU 
Significantly different合omcontrol group (*: P<0.05，判:P<O.OI). 
DU: Analysis by Dunnett's 旬st.

(Continued) Individual blood chemical examination ofmale rats on termination ofadminis回.tionperiod 

(silane， ethenyltrimethoxy-group at 1000 mg!kg) 
Male No. TP Alb A/G 

g/dL g!dL 
Death on Day 16 of administration 

5.03 2.39 0.91 
5.24 2.49 0.90 
4.62 2.16 0.88 
4.96 2.48 1.00 
4.94 2.58 1.09 
5 55  

4.96 2.42 0.96 
0.22 0.16 0.09 

噂噌 羽加申 事

Appendix 39-4 
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Study No. 100523 

(Continued) Individual blood chemical examination ofmale rats on termination ofadministration period 

(si1ane， ethenyltrimethoxy-group at 1000 mg/kg) 
MaleNo. T・Bi1 UN CRE Glu T-Cho TG 

mg!dL mg!dL mg!dL mg!dL mg!dL mg!dL 
Death on Day 16 of administration 

0.09 33.6 0.58 143.8 
0.10 32.7 0.46 130.4 
0.09 26.5 0.45 114.6 
0.09 19.0 0.29 119.0 
0.10 20.5 0.33 125.8 

5 5 55  
0.09 26.5 0.42 126.7 
0.01 6.7 0.12 11.3 

申 *

Appendix 39-4 

25.1 
25.0 
125.8 
49.7 
79.2 

5 
61.0 

42.6 

70.6 
55.0 
52.7 
57.5 
58.9 

5 
58.9 
6.9 

(Continued) 
DU DU DU 

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 

Number ofmales 
Mean 
S.D. 

s百百Zmce
statistical method DU DT DU 
Significantly different合omcontrol group (申:P<0.05). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank同t.
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(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
Male No. Na K Cl Ca IP 

mEqlL mEqlL mEqlL mg/dL mg/dL 
Death on Day 16 of administration 
142.5 3.78 106.3 
143.9 3.67 105.8 
144.2 3.62 105.2 
143.6 4.12 104.9 
143.9 4.24 103.1 
555  

143.6 3.89 105.1 
0.7 0.28 1.2 

場事

(Continued) Individual blood chemical examination ofmale rats on termination ofadministration period 
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DT DU 

M04401 
M04402 
M04403 
M04404 
M04405 
M04406 

Number of males 
Mean 
S.D. 

S取lificance
Statistical method DU DU DU 
Significantly different合ゅmcontrol group (判:P<O.OI). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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Individual blood chemical examination offemale rats on termination ofadministration period Appendix 40・l

(Control group) 
FemaleNo. y-GTP 

IUIL 
0.48 
0.67 
0.29 
0.45 
0.00 
0.22 

6 
0.35 
0.23 

ALP 
IU/L 
310.5 
153.3 
180.5 
189.0 
175.9 
233.1 

6 
207.1 
57.0 

ALT 
IUIL 
27.6 
24.0 
26.3 
21.3 
25.1 
20.1 

6 
24.l 
2.9 

AST 
IUIL 
89.3 
121.4 
100.1 
72.8 
77.4 
75.5 

6 
89.4 
18.7 

F01151 
F01152 
F01153 
F01154 
F01155 
F01156 

Number of femaJes 
Mean 
S.D. 

(Continued) 
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(Continued) Individual blood chemical examination offemale rats on terrnination ofadministration period Appendix 40-1 

(Control group) 
FemaleNo. AJG 

1.05 
1.09 
0.93 
1.05 
0.95 
l.l1 

6 
1.03 
0.07 

TP Alb 
g/dL g!dL 
6.33 3.24 
6.14 3.20 
6.22 3.00 
6.07 3.11 
6.31 3.07 
6.19 3.26 

6 6 
6.21 3.15 
0.10 0.10 

F01151 
F01152 
F01153 
F01154 
F01155 
F01156 

Number of fema1es 
Mean 
8.D. 

(Continued) 
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(Continued) Individual blood chemical examination offemale rats on termination ofadministration period Appendix 40・1

(Control group) 
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(Continued) Individual blood chemical examination offemale rats on termination ofadministration period Appendix 40-1 

(Control group) 
FemaleNo. P

L
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(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
Female No. AST AL T ALP 

IUIL IUIL IUIL 
83.1 24.0 203.7 
95.0 19.9 249.0 
109.1 23.3 204.0 
87.8 26.2 225.4 
98.7 28.1 148.6 
80.2 20.7 141.1 
666  

92.3 23.7 195.3 
10.8 3.1 42.6 

Individual blood chemical examination offemale rats on termination ofadministration period Appendix 40・2

y-GTP 
IUIL 
0.27 
0.55 
0.26 
0.62 
0.26 
0.27 

6 
0.37 
0.17 

(Continued) 
DU DU DU 

F02251 
F02253 
F02254 
F02255 
F02256 
F02257 

Number of females 
Mean 
S.D. 

Signific加問

Statistical method DU 
DU: Analysis by Dunnett's test. 
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(Continued) Individual blood chemical examination of female rats on termination of administration period Appendix 40・2

1.07 
1.10 
0.97 
1.00 
1.05 
1.19 

6 
1.06 
0.08 

(Continued) 
DU DU 

F02251 
F02253 
F02254 
F02255 
F02256 
F02257 

Number of females 
Mean 
S.D. 

Signific叩印

Statistical method DU 
DU: Analysis by Dunnett's test. 
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F0225 1 
F02253 
F02254 
F02255 
F02256 
F02257 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 

(Continued) lndividual blood chemical examination of female rats on termination of administration period 
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(Continued) Individual blood chemical examination offemale rats on termination ofadministration period 
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Appendix 40・2

DU DU DU DU 

F02251 
F02253 
F02254 
F02255 
F02256 
F02257 

Number of fema1es 
Mean 
S.D. 

Sign百Em印

Statistical method DU 
DU: Analysis by Dunnett's test. 
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F03351 
F03353 
F03354 
F03355 
F03356 
F03357 

Number of fema1es 
Mean 
S.D. 

Si伊 ificance
Statistical method DU 
DU: Analysis by Dunnett's test. 

Individual blood chemical examination of female rats on termination of administration period 

y-GTP 
IUIL 
0.56 
0.49 
0.84 
0.28 
0.28 
0.64 

6 
0.52 
0.22 

(silane， ethenyltrimethoxy-group at 250 mg/kg) 
Female No. AST ALT ALP 

IUIL 町IL 町IL
115.8 30.0 248.9 
84.1 22.1 103.2 
104.9 31.5 186.6 
76.4 19.9 236.6 
78.7 24.3 194.5 
69.1 25.0 192.9 
6 66  

88.2 25.5 193.8 
18.2 4.5 51.2 

Appendix 40・3

(Continued) 
DU DU DU 
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(Continued) Individual blood chemical examination offemale rats on termination ofadministration period Appendix 40・3

1.13 
1.11 

0.98 
1.09 
1.07 
0.87 

6 
1.04 
0.10 

(Continued) 
DU DU 

F03351 
F03353 
F03354 
F03355 
F03356 
F03357 

Number of females 
Mean 
S.D. 

Significanω 
Statistical method DU 
DU: Analysis by Dunnett's test. 
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F03351 
F03353 
F03354 
F03355 
F03356 
F03357 

Number of females 
Mean 
S.D. 

s扇高山ce
Statistical method DU 
DU: Analysis by Dunnett's test. 

(Continued) Individual blood chemical examination offemale rats on termination ofadministration period 
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(Continued) Individual blood chemical examination offemale rats on termination ofadministration period 
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Appendix 40・3

DU DU DU DU 

F03351 
F03353 
F03354 
F03355 
F03356 
F03357 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
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(silane， ethenyltrimethoxy-group at 1000 mglkg) 
Female No. AST ALT ALP 

IUIL 町IL IUIL 
68.7 22.6 184.2 
86.5 29.3 177.0 
74.9 25.4 176.9 
93.2 27.7 274.2 
73.9 30.6 208.7 
73.6 26.8 150.9 
6 66  

78.5 27.1 195.3 
9.3 2.9 42.8 

Individual blood chemical examination of female r拙 ontermination of administration period Appendix 40・4

y-GTP 
IUIL 
0.75 
0.66 
0.84 
0.69 
0.00 
0.44 

6 
0.56 
0.31 

(Continued) 
DU DU DU 

F04451 
F04453 
F04454 
F04456 
F04457 
F04458 

Nurnber of femal悶
Mean 
S.D. 

Si伊 ificance
Statistical method DU 
DU: Analysis by Dunnett's t渇st.
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(Continued) Individual blood chemical examination offemale rats on termination of administration period 

(Continued) 

F04451 
F04453 
F04454 
F04456 
F04457 
F04458 

Number of fema1es 
Mean 
S.D. 

Significance 
Statistical method DU DU DU 
Significantly different from control group (榊:P<O.OI). 
DU: Analysis by Dunnett's test. 
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F04451 
F04453 
F04454 
F04456 
F04457 
F04458 

N凶nberof females 
Mean 
S.D. 

Sign市高石
Statistical method DU DU DU DU 
Significantly different from control group♂: P<0.05，車場:Pく0.01).
DU: Analysis by Dunnett's test. 

(Continued) lndividual blood chemical examination offemale rats on termination ofadministration period 
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(Continued) Individual blood chemical examination offemale rats on termination ofadministration period 
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lndividual blood chemical examination ofmale rats on termination ofrecovery period Appendix 41・1
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(Continued) Individual blood chemical examination ofmale rats on termination ofrecovery period Appendix 41・1
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(Continued) Individual blood chemical examination ofmale rats on termination ofreωvery period Appendix 41・1
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(Continued) Individual blood chemical examination ofmale rats on termination ofrecovery period Appendix 41・1
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(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
Male No. AST AL T ALP 

IUIL IU/L IUIL 
88.9 34.7 305.3 
86.1 34.8 347.4 
66.2 27.1 295.7 
68.3 24.5 286.0 
91.2 35.0 396.2 
87.0 35.6 460.9 
6 66  

81.3 32.0 348.6 
11.0 4.8 68.5 

lndividual blood chemical examination ofmale rats on termination ofrecovery period Appendix 41・2

y-GTP 
IUIL 
0.09 
0.46 
0.15 
0.14 
0.03 
0.13 

6 
0.17 
0.15 

(Continued) 
DU DU DU 

M02207 
M02208 
M02209 
M02210 
M02211 
M02212 

Number of males 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
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1.06 
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1.08 
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(Continued) 
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Number ofmales 
Mean 
S.D. 
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Statistical method DU 
DU: Analysis by Dunnett's test. 
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(Continued) Individual blood chemical examination ofmale rats on termination ofrecovery period 
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(Continued) 
DU DU DU DU 

M02207 
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M02211 
M02212 

Number of ma1es 
Mean 
S.D. 

Slg訂ficance
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis bγDunnett type mean rank test. 
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(Continued) Individual blood chemical examination ofmale rats on termination ofrecovery period 
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DU DU DU DU 

M02207 
M02208 
M02209 
M02210 
M022 1 1 
M02212 

Number of males 
Mean 
S.D. 

Significan印
Statistical method DU 
DU: Analysis by Dunnett's test. 
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(silane， ethenyltrimethoxy-group at 250 mg/kg) 
Male No. AST ALT ALP 

RJIL IUIL IUIL 
72.5 24.1 265.1 
85.9 34.1 487.8 
80.6 32.9 351.3 
80.8 29.5 382.2 
75.1 26.3 350.8 
77.8 25.5 253.8 
6 66  

78.8 28.7 348.5 
4.7 4.1 85.4 

Individual blood chemical examination ofmale rats on termination ofrecovery period Appendix 41・3

y-GTP 
IUIL 
0.20 
0.41 
0.17 
0.23 
0.19 
0.34 

6 
0.26 
0.10 

(Continued) 
DU DU DU 

M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Nwnber ofmales 
Mean 
S.D. 

Slgn百Zmce
Statistical method DU 
DU: Analysis by Dunnett's test. 
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(Continued) Individual blood chemical examination ofmale rats on termination ofrecovery period 
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Individual blood chemical examination of male rats on termination of recovery period 

y-GTP 
IU/L 
0.37 
0.46 
0.33 
0.37 
0.79 

5 
0.46 
0.19 

(silane， ethenyltrimethoxy-group at 1000 mglkg) 
Male No. AST ALT ALP 

IU/L IU/L IU/L 

79.6 35.4 513.2 
88.3 30.5 312.9 
115.0 28.8 280.1 
73.9 23.2 460.9 
74.9 29.8 353.4 

Death on Day 17 of administration 
5 55  

86.3 29.5 384.1 
17.0 4.4 99.2 

Appendix 41・4

(Continued) 
DU DU DU 

M04407 
M04408 
M04409 
M04410 
M044 11 
M04412 

Number of mal凶

Mean 
S.D. 

s扇市Emce
Statistical method DU 
DU: Analysis by Dunnett's test. 
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(Continued) lndividual blood chemical examination ofmale rats on termination ofrecovery period 

(silane， ethenyltrimetho慌y-group at 1000 mg!kg) 
Male No. TP Alb NG 

g/dL g/dL 
4.97 2.73 1.22 
5.24 2.72 1.08 
4.90 2.56 1.09 
5.29 2.73 1.07 
5.07 2.56 1.02 

Death on Day 17 of administration 
5 55  

5.09 2.66 1.10 
0.17 0.09 0.07 

申申 市市

Appendix 41-4 

(Continued) 

M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number of males 
Mean 
S.D. 

Significance 
Statistical method DU DU DU 
Significantly different合omcontrol group (**: P<O.OI). 
DU: Analysis by Dunnett's test. 
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Study No. 100523 

(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
Male No. T-Bil UN CRE Glu T・Cho TG 

mg!dL mg!dL mg!dL mg!dL mg!dL mg!dL 
0.12 17.4 0.33 125.7 50.2 21.1 
0.11 17.7 0.31 132.1 68.9 56.9 
0.09 22.1 0.33 114.7 55.0 16.6 
0.13 15.5 0.34 111.8 64.2 46.5 
0.10 25.8 0.37 114.6 65.3 31.3 

Death on Day 17 of administration 
5 55  

0.11 19.7 0.34 
0.02 4.2 0.02 

M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Numb町 ofmales
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 

(Continued) Individual blood chemical examination ofmale rats on termination ofrecovery period Appendix 41-4 

5 
34.5 
17.0 

5 
60.7 
7.8 

5 
119.8 
8.7 

(Continued) 
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(Continued) Individual blood chemical examination ofmale rats on termination ofrecovery period 

(silane， ethenyltrimethoxy-group at 1000 mg!kg) 
Male No. Na K Cl Ca IP 

mEqlL mEqlL mEqlL mg/dL mg/dL 

143.7 4.44 105.9 8.8 7.2 

142.2 4.25 103.8 8.8 6.6 

145.6 4.54 106.7 9.0 7.5 

143.6 4.59 106.6 9.1 6.9 

146.4 4.08 108.5 9.6 7.3 

Death on Day 17 of administration 

5 55  

144.3 4.38 106.3 

1.7 0.21 1.7 
市

5 
9.1 
0.3 

DU DU 

M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number of males 
Mean 
S.D. 

Significance 
Statistical method DU DU DU 
Significantly different合omcontrol group (*: P<0.05). 
DU: Analysis by Dunnett's test. 
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Individual blood chemical examination of female rats on termination of recovery period Appendix 42・1

(Control group) 
FemaleNo. y-GTP 

IUIL 
0.60 
0.56 
0.39 
0.13 
0.27 
0.21 

6 
0.36 
0.19 

ALP 
IUIL 
116.7 
150.0 
110.8 
86.5 
152.5 
101.9 

6 
119.7 
26.5 

ーι一川
9
門
川
直
川
崎
川
一
6
ワ
リ

川
町
一
幻
幻
口
川
町
五
羽
一
幻
日

AST 
IUIL 
76.5 
61.4 

74.3 
114.8 
57.7 
79.3 

6 
77.3 
20.3 

F01171 
FOll72 
F01l73 
F01174 
F01175 
F01176 

Number of females 
Mean 
S.D. 

(Continued) 
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(Continued) Individual blood chemical examination offemale rats on termination ofrecovery period Appendix 42-1 

(Control group) 
FemaleNo. A/G 

1.23 
1.22 
1.31 

1.38 
1.31 

1.38 
6 

1.31 

0.07 

TP Alb 
g/dL g/dL 
6.21 3.42 
6.00 3.29 
5.85 3.32 
6.84 3.96 
6.76 3.84 
6.44 3.73 

6 6 
6.35 3.59 
0.40 0.29 

F01171 
FOII72 
F01173 
F01174 
F01175 
F'01176 

Numb釘 offemal凶
Mean 
S.D. 
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(Continued) Individual blood chemical examination offemale rats on termination ofrecovery period Appendix 42-1 

(Control group) 
FemaleNo. G
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Study No. 100523 

(Continued) lndividual blood chemical examination offemale rats on termination ofrecovery period Appendix 42・1

(Control group) 
FemaleNo. Na K CI Ca IP 

mEqlL mEqlL mEqlL mg/dL mg/dL 
141.0 3.93 104.4 9.9 4.2 
143.5 3.95 105.1 9.5 5.0 
143.9 3.85 105.8 9.2 5.1 
143.0 3.95 104.4 10.1 4.5 
141.4 4.02 103.7 9.8 4.1 
143.0 4.04 104.9 9.9 4.9 

6 6 6 66  
142.6 3.96 104.7 9.7 4.6 

1.2 0.07 0.7 0.3 0.4 

FOl171 
FOII72 
FOl173 
FOl174 
FOl175 
FOl176 

Number of females 
Mean 
S.D. 
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Individual blood chemical examination of female rats on termination of recovery period 

y-GTP 
IUι 
0.28 
0.54 
0.30 
0.43 
0.40 
0.50 

6 
0.41 
0.10 

(si1ane， ethenyltrimethoxy-group at 250 mglkg) 
Female No. AST AL T ALP 

町IL IUIL 即 IL
110.2 43.2 132.9 
90.2 28.3 260.5 
74.5 23.8 146.9 
74.7 24.2 163.8 
55.5 23.7 222.9 
70.2 19.7 158.0 
6 66  

79.2 27.2 180.8 
18.8 8.3 49.8 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 

Appendix 42・2

(Continued) 
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(Continued) Individual blood chemical examination offemale rats on termination ofrecovery period Appendix 42-2 

1.16 
1.13 
1.40 
1.33 
1.31 

1.31 

6 
1.27 
0.11 

(Continued) 
DU DU 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Nurnber of femaJes 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
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F03371 
F03372 
F03373 
F03374 
F03375 
F'03376 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 

(Continued) Individual blood chemical examination offemale rats on termination ofrecovery period 
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(Continued) lndividual blood chemical examination offemale rats on termination ofrecovery period 
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Appendix 42-2 

DU DU DU DU 

F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's t怠st.
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Study No. 100523 

lndividual blood chemical examination of female rats on termination of recovery period 

y-GTP 
lUIL 
0.76 
0.48 
0.45 
1.13 
0.40 
0.61 

6 
0.64 
0.27 

(Continued) 
DU 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

N凶nb釘 offemales
Mean 
S.D. 

Sign高石ZE
Statistical method DU DT DU 
Significantly different合omcontrol group (*: P<0.05). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 

(silane， ethenyltrimethoxy-group at 1000 mglkg) 
Female No. AST ALT ALP 

IUIL lUIL IUIL 
82.1 19.4 186.1 
64.9 20.8 159.5 
71.3 22.2 12l.4 
9l.2 2l.6 299.2 
74.0 25.2 300.4 
75.7 23.5 208.0 
6 66  

76.5 22.l 212.4 
9.1 2.0 73.6 
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Study No. 100523 

(Continued) Individual blood chemical examination offemale rats on termination ofrecovery period 

(Continued) 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Nurnber of females 
Mean 
S.D. 

Significance 
Statistical method DU DU DU 
Significant1y different合om∞ntrol group (*: P<0.05). 
DU: Analysis by Dunnett's t渇st.
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1.38 
1.23 
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F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 

(Continued) Individual blood chemical examination offemale rats on termination ofrecovery period 
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F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of fema1es 
Mean 
S.D. 

Significance 
Statistical method DU DU DU 
Significant1y different合omcontrol group (**: P<O.OI). 
DU: Analysis by Dunnett's test. 

(Continued) Individual blood chemical examination offemale rats on termination ofrecovery period 

(silane， ethenyltrimethoxy-group at 1000 mglkg) 
Female No. Na K Cl Ca IP 

mEqlL mEqlL mEqlL mgldL mgldL 
142.8 4.16 106.2 9.1 5.0 
140.9 3.97 106.2 9.5 3.2 
143.5 3.88 106.3 9.6 5.1 
144.3 4.07 108.8 9.3 4.4 
142.9 3.81 107.2 9.6 4.5 
142.3 4.14 106.3 9.2 4.3 

6 6 6 66  
142.8 4.01 106.8 9.4 4.4 

1.1 0.14 1.0 0.2 0.7 
事制院
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Individual necropsy findings of dead male rats Appendix43 

(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
Male No. Dead or alive Day 6fnecropsy Findings 
M0440 1 Dead Day 16 of administration Thymus: Atrophy 

Stomach: Dark red， glandular mucosa 
Spleen: Atrophy 
Other organs and tissues: Normal 
Thymus: Atrophy 
Spleen: Atrophy 
Kidney: Enlargement (Ieft) 
Other organs and tissu四:Normal 

Day 17 of administration Dead M04412 
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Individual necropsy findings of dead female rats Appendix 44 

(0刷s討ilan碍崎院， ethe碍e叩n町1ηザ引y川，1愉tl汀ri力加ir
Female No. Dead or alive Day of necropsy Findings 
F04455 Dead Day 8 ofadministration Thymus: Atrophy 

Spleen: Atrophy 
Other organs and tissues: Normal 
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Individual necropsy findings of male rats on termination of administration period 

Copulation or non-copulation Fertilization or non-fertilization Day ofnecropsy Findings 
Copulation Fertilization Day 43 of administration Whole organs and tissues: Normal 
Copulation Fertilization Day 43 of administration Whole organs and tissues: Normal 
Copulation Fertilization D町 43of administration Whole organs and tissues: Normal 
Copulation Fertilization Day 43 of adminis回.tion Whole organs and tissues: Normal 
Copulation Fertilization Day 43 of administration Whole organs and tissues: Normal 
Copulation________ Fertilization l)ay43of_adIl1inistration Whole organs and tissues: Normal 

Appendix45・1

(Control group) 
Male No. Dead or alive 
MOII01 Alive 
MOII02 Alive 
MO 11 03 Alive 
MO 11 04 Alive 
MOII05 Alive 
MO 11 06 Alive 
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Individual necropsy findings of male rats on termination of administration period Appendix 45-2 

(silane， ethenyltrimethoxy-group at 62.5 mg!kg) 
Male No. Dead or alive Copulation or non-copulation Fertilization or巾ι面再而zation-----U町ofnecropsy Findings 
M02201 Alive Copulation Fertilization Day 43 ofadministration Whole organs and tissues: Normal 
M02202 Alive Non-copulation Not confirmed Day 43 of administration Whole organs and tissues: Normal 
M02203 Alive Copulation Fertilization Day 43 of administration Whole org加 sand tissues: Normal 
M02204 Alive Copulation Fertilization Day 43 of administration Whole organs and tissues: Normal 
M02205 Alive Co仰 lation Fertilization Day 43 of administr副on Whole organs and tissues: Normal 
M02206 Alive Copulation Fertilization Day 43 of administration Whole organs and tissues: Normal 
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Individual necropsy findings of male rats on termination of administration period Appendix 45・3

(silane， ethenyltrimethoxy-group at 250 mglk副
Male No. Dead or alive Copulation or non-copulation Fertilization or non二島出I冠制00---Day of necropsy.. ------pIii函ngs

M03301 Alive Copulation Fertilization Day 43 ofadministration Whole organs and tissues: Normal 
M03302 Alive Non-∞pulation Not confirmed Day 43 of administration Whole organs and tissues: Normal 
M03303 Alive Copulation Fertilization Day 43 of administration Whole organs and tissues: Normal 
M03304 Alive Copulation Fertilization Day 43 of administration Whole organs and tissues: Normal 
M03305 Alive Copulation Fertilization Day 43 of administration Whole organs and tissues: Normal 
M03306 Alive Copulation Fertilization Day 43 of administr副on Whole organs and tissues: Normal 

-凶凶。.
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(silane， ethenyltrimethoxy-group at 1000 mg/kg主
Male No. Dead or alive Copulation or non-copulation Ferti1ization or non-ferti1ization Day ofnecropsy Findings 
M04402 Alive Non-copulation Not ∞nfirmed Day 43 of adminis甘ation Kidney: Enlargement (right and left) 

Other organs and tissues: Normal 
Kidney: Enlargement (right and left) 
Other organs and tissues: Normal 
Kidney: Enlar酔ment(right and left) 
Other organs and tissues: Normal 
Kidney: Enlargement (right) 
Other organs and tissues: Normal 

Copulation F釘ti1ization 0町 43of administration Whole organs and tissues: Normal 

Individual necropsy findings of male rats on termination of administration period Appendix 45-4 

Day 43 of administration F erti1ization Copulation Alive M04403 

Day 43 of administration Ferti1ization Copulation Alive M04404 

Day 43 of administration F erti1ization Copulation Alive 

Alive 

M04405 

M04406 
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Individual necropsy findings of female rats on termination of administration period 

Copulation or non-∞pulation Pregnancy or non-pr官gnancy----Dayofnecropsy Findings 
Copulation Pregnancy Day 7 of lactation Whole organs and tissu四:Normal 
Copulation Pregnancy Day 7 of lactation Whole organs and tissu四:Normal 
Copulation Pregnancy Day 7 of lactation Whole organs and tissues: Normal 
Copulation Pregnancy Day 7 of lactation Whole organs and tissues: Normal 
Copulation Pregnancy Day 7 of lactation Whole organs and tissues: Normal 
Copulation Pregnancy Day 7 of lactation Whole organs and tissu四:Normal 
Copulation Pregnancy Day 7 of lactation Whole organs and tissu四:Normal 
Copulation Pregnan町 Day7 oflactation Whole organs and tissues: Normal 
Copulation Pregnancy Day 7 oflactation Whole organs and tissues: Normal 
Copulation Pregnancy Day 7 of lactation Whole organs and tissues: Normal 
Copulation Pregnancy Day 7 of lactation Whole organs and tissues: Normal 
Copulation Pregnancy Day 7 of 1鶴岡山n Whole organs and tissues: Normal 

Appendix 46・l

(Control group) 
Female No. Dead or alive 
FOl151 Alive 
FOl152 Alive 
FOl153 Alive 
FO 1154 Alive 
FOl155 Alive 
FOl156 Alive 
FO 1157 Alive 
FOl158 Alive 
FOl159 Alive 
FOl160 Alive 
FOl161 Alive 
FOl162 Alive 
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Individual necropsy findings of female rats on termination of adminis回 tionperiod 
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Study No. 100523 

Individual necropsy findings of female rats on termination of administration period 

Oilan崎， ethenyltrimethoxy-gr加 pat 250 mg/kg) 
Female No. Dead or alive Copulation or non-∞pulation Pregnancy or non-pregnan町 Dayof necrop哩y Findings 
F03351 Alive Copulation Pregnancy Day 7 oflactation Whole organs and tissues: Normal 
F03352 Alive Non-∞pulation Not confirmed Day 15 after mating period Whole organs and tissu四:Normal 
F03353 Alive Copulation Pregnancy Day 7 oflactation Whole organs and tissu四:Normal 
F03354 Alive Copulation Pregnancy Day 7 oflactation Whole organs and tissu四:Normal 
F03355 Alive Copulation Pregnancy Day 7 oflactation W加leorgans and tissues: Normal 
F03356 Alive Copulation Pregnancy Day 7oflactation Whole organs and tissues: Normal 
F03357 Alive Copulation Pregnancy Day 7 of lactation W加leorgans and tissues: Normal 
F03358 Alive Copulation Pregnancy Day 7 oflactation Whole organs and tissues: Normal 
F03359 Alive Copulation Pregnancy Day 7 oflactation Whole organs and tissues: Normal 
F03360 Alive Copulation Pregnancy Day 7 oflactation Whole organs and tissues: Normal 
F03361 Alive Copulation Pregnancy Day 7 oflactation Whole organs and tissues: Normal 
F03362 Alive Copulation Pregnancy Day 7 oflactation Whole organs and tissues: Normal 

Appendix 46・3
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8tudy No. 100523 

(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
Female No. Dead or alive Copulation or non-copulation Pregnancy or non-pregnancy Day of necr叩 sy Findings 
F0445 1 Alive Co仰 lation Pregnancy Day 7 oflactation Whole organs and tissues: Normal 
F04452 Alive Non-copulation Not confirmed Day 15 after mating period Whole 0惜別lSand tissues: Normal 
F04453 Alive Copulation Pregnancy Day 7 of lactation Whole organs and tissues: Normal 
F04454 Alive Cop叫lation Pregnancy Day 7 of 1印刷ion Whole organs and tissues: Normal 
F04456 Alive Copulation Pregnancy Day 7 of lactation Kidney: Enlargement (right) 

Other organs and tissues: Normal 
Whole organs and tissues: Normal 
Whole organs and tissues: Normal 
Whole organs and tissues: Normal 
Whole organs and tissues: Normal 
Whole organs and tissues: Normal 
Whole organs and tissues: Normal 

Individual necropsy findings of female rats on termination of a伽 inistrationperiod Appendix 46-4 

Day 7 of lactation 
Day 7 of lactation 
Day 7 oflactation 
Day 7 of lactation 
Day 7 of lactation 
Day 7 of lactation 

Pregnancy 
Pregnancy 
Pregnancy 
Pregnancy 
Pregnancy 
Pregnancy 

Copulation 
Copulation 
Copulation 
Copulation 
Copulation 
Copulation 

Alive 
Alive 
Alive 
Alive 
Alive 
Alive 

F04457 
F04458 
F04459 
F04460 
F0446 1 
F04462 
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Study No. 100523 

Individual necropsy findings of male rats on termination of recovery period 

Copulation or non-copulation Fertilization or non-fertilization Day ofnecropsy Findings 
Copulation Fertilization Day 15 ofre屯overy Whole organs and tissues: Normal 
Copulation Fertiliz溺ion Day 15 ofrecovery Spleen: Atrophy 

Other organs and tissues: Normal 
Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
Copulation Fertilization Day 15 ofre∞very Whole organs and tissues: Normal 
Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 

(Control group) 
MaleNo. 函吋面白live
MO 11 07 Alive 
MO 11 08 Alive 

Alive 
Alive 
Alive 
Alive 

Appendix 47・1
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Study No. 100523 

Individual necropsy findings of male rats on termination of recovery period Appendix 47-2 

(silane， ethenyltrimethoxy-group at 62.5 mglkg) 
Male No. Dead or alive Copulation or n何一∞山扇面n---Pe出lizatwnornon-fe-itilization Day ofnecropsy Findings 
M02207 Alive Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
M02208 Alive Copulation Fertilization Day 15 ofrecovery Whole organs and tissu四:Normal 
M02209 Alive Copulation Fertilization Day 15 ofrecovery Whole org如 sand tissues: Normal 
M02210 Alive Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
M02211 Alive Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
M02212 Alive Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
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Appendix47・3 Individual necropsy findings of male rats on termination of recovery period 

Study No. 100523 

(silane， ethenyltrimethoxy-group at 250 mg/kg) 
Male No. Dead or alive Copulation or non-copulation Fertilization or non-fe出面白石on bay ofnecropsy Findings 
M03307 Alive Copulation Fertilization Day 15 ofrecovery Whole org加 sand tissues: Normal 
M03308 Alive Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
M03309 Alive Co仰 lation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
M03310 Alive Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
M03311 Alive Copulation Fertilization Day 15 ofreωvery Whole organs and tissues: Normal 
M03312 Alive Copulation Fertilization D町 15ofrecovery Whole organs and tissues: Normal 
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Study No. 100523 

lndividual necropsy findings of male rats on termination of recovery period Appendix47・4

(silane， ethenyltrimethoxy-group at 1000 mg!kg) 
Male No. Dead or alive Copulation or non-copulation Fertilization or non-fertilization Day ofnecropsy Findings 
M04407 Alive Copulation Fertilization D町 150frecovery Whole organs and tissues: Normal 
M04408 Alive Copulωion Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
M04409 Alive Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
M04410 Alive Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
M044 1 1 Alive Copulation Fertilization Day 15 ofrecovery Whole organs and tissues: Normal 
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Study No. 100523 

lndividual necropsy findings of female rats on termination of recovery period 

Day of necropsy Findings 
Day 15 of recovery Whole organs and tissues: Normal 
Day 15 of recovery Whole org加 sand tissues: Normal 
Day 15 ofrecovery Whole organs and tissues: Normal 
Day 15 ofre∞very Whole organs and tissues: Normal 
Day 15 of recovery Whole organs and tissues: Normal 
Day 15 ofre∞~.. Whole orgll.lls and tissues: NoTl1la! 

Dead or alive 
Alive 
Alive 
Alive 
Alive 
Alive 
Alive 

Appendix 48・1

(Control gr，ωp) 
FemaleNo. 
FOl171 
FOll72 
F01l73 
FOl174 
F01l75 
FOl176 
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Study No. 100523 

lndividual necropsy findings of female rats on termination of recovery period Appendix 48-2 

Oilane， etheny1trimethoxy-group at 250 mg/kg) 
Fema1e No. Dead or alive Day of necropsy Findlng-s 
F03371 Alive Day 15 ofrecovery Whole organs and tissues: Normal 
F03372 Alive Day 15 ofrecovery Whole organs and tissues: Normal 
F03373 Alive Day 15 ofrecovery Whole organs and tissues: Normal 
F03374 Alive Day 15 ofrecovery Whole organs and tissues: Normal 
F03375 Alive Day 15 ofrecovery Whole organs and tissues: Normal 
F03376 A1ive Day 15 ofrecovery Who1e organs and tissues: Normal 
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Study No. 100523 

lndividual necropsy findings of female rats on termination of re∞very period Appendix 48-3 

(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
Female No. Dead or alive Day of necropsy Findings 
F04471 Alive Day 15 ofrecovery Whole organs and tissues: Normal 
F04472 Alive Day 15 ofrecovery Whole organs and tissues: Normal 
F04473 Alive Day 15 ofreco刊 ry Whole organs and tissues: Normal 
F04474 Alive Day 15 ofrecovery Whole organs and tissues: Normal 
F04475 Alive Day 15 ofrecovery Whole organs and tissues: Normal 
F04476 Alive Day 15ofrecovery WholeorgaI1s!lllcltisslles: N"()l'I1lal 
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Study No. 100523 

Individual organ wei俳tsof male rats on termination of adminis回 tionperiod 

Body Brain Piωitary Thyroids Thyrnus Heart Liver Spleen Kidneys 
weight (g) (g) (g%) (mg) (m~も) (mg) (mg%) (mg) (mg%) (g) (g仇) (g) (g%) (mg) (mg%) (g) (g%) 

468 2.07 0.44 14.3 3.1 20.4 4.4 263 56 1.34 0.29 12.42 2.65 652 139 2.95 0.63 
477 2.23 0.47 14.4 3.0 14.9 3.1 229 48 1.47 0.31 11.66 2.44 663 139 3.04 0目64
536 2.02 0.38 14.8 2.8 31.2 5.8 293 55 1.61 0.30 16.80 3.13 805 150 3.59 0.67 
493 2.02 0.41 13.0 2.6 19.2 3.9 304 62 1.42 0.29 12.77 2.59 789 160 3.14 0.64 
494 2.07 0.42 13.6 2.8 27.1 5.5 274 55 1.56 0.32 12.45 2.52 867 176 2.89 0.59 
508 2.05 0.40 13.5 2.7 23.7 4.7 357 70 1.57 0.31 13.77 2.71 884 174 3.21 0.63 

6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
496 2.08 0.42 13.9 2.8 22.8 4.6 287 58 1.50 0.30 13.31 2.67 777 156 3.14 0.63 
24 0.08 0.03 0.7 0.2 5.8 1.0 43 8 0.10 0.01 1.84 0.24 99 16 0.25 0.03 

(Continued) 
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Study No. 100523 

(Continued) lndividual organ weigh臼ofmale rats on termination of administration period Appendix 49・l

(Control group) 
MaleNo. 
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Study No. 100523 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 

Numbcr of males 
Me釦

S.D. 
Significance 

Statistica1 method DU 
DU: Analysis by Dunnett's旬st
DT: Ana1ysis bγDunnett type mean rank test. 

Individua1 organ weights of ma1e rats on termination of admini抑制ionperiod 

(silane， ethenyltrime白oxy-group at 62.5 mg/kg) 
Ma1e No. Body Brain Pi伽~- Thyroids Thymus Heart Liver Spleen ------Kidneys 

Weight (g) (g) (g%) (mg) (m唱%) (mg) (mg仇) (mg) (m~ん) (ω(g%) (g) (g%) (mg) (mg%) (g) (g%) 
462 2.14 0.46 12.9 2.8 25.2 5.5 312 68 1.70 0.37 11.36 2.46 799 173 2.76 0.60 
481 2.25 0.47 16.4 3.4 23.6 4.9 183 38 1.52 0.32 13.44 2.79 904 188 3.62 0.75 
490 1.97 0.40 13.5 2.8 23.2 4.7 234 48 1.48 0.30 13.04 2.66 557 114 3.41 0.70 
484 2.08 0.43 15.2 3.1 28.0 5.8 242 50 1.44 0.30 11.99 2.48 756 156 3.08 0.64 
459 2.08 0.45 14.6 3.2 20.9 4.6 220 48 1.42 0.31 11.52 2.51 710 155 2.72 0.59 
468 2.12 0.45 12.9 2.8 17.8 3.8 254 54 1.42 0.30 11.40 2.44 788 168 3.26 0.70 

6 6 6 6 6 6 6 6 66  6 6 6 6 6 66  
474 2.11 0.44 14.3 3.0 23.1 4.9 241 51 1.50 0.32 12.13 2.56 752 159 3.14 0.66 
13 0.09 0.03 1.4 0.3 3.5 0.7 43 10 0目11 0.03 0.90 0.14 115 25 0.36 0.06 

Appendix 49・2
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Study No. 100523 

M02201 
M02202 
M02203 
M02204 
M02205 
M02206 

Number of males 
Mean 
S.D 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test 
DT: Analysis by Dunnett type mean rank test. 

(Continued) lndividual organ weights ofmale rats on termination ofadministration period 

(silane， etheny1trimethoxy-group at 62.5 mglkg) 
MaleNo. Adrenals Testes Epididymides 

(mg) (mg%) (g) (g~ゐ) (g) (g的)

58.9 12.7 3.57 0.77 1.33 0.29 
54.6 11.4 3.44 0.72 1.33 0.28 
67.4 13.8 3.31 0.68 1.20 0.24 
60.4 12.5 3.57 0.74 1.30 0.27 
50.4 11.0 3.27 0.71 1.19 0.26 
69.8 14.9 3.58 0.76 1.56 0.33 

6 6 6 6 6 6 
60.3 12.7 3.46 0.73 1.32 0.28 
7.4 1.5 0.14 0.03 0.13 0.03 

Appendix 49・2
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Study No. 100523 

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 

Number of males 
M国n
S.D. 

Significanω 
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test目

lndividual organ wei叫tsof male rats on termination of adminis回 tionperiod 

(silane， etheny1甘imethoxy-group at 250 mg/kg) 
Male No. Body Brain Pi伽itary 百lyroids Th抑nus Heart Liver Sp1een Kidneys 

weight (g) (g) (g%) (mg) (mρも) (mg) (mg%) (mω(m~も) (ω(g%) (g) (g%) (mg) (mg%) (g) (g的)
458 2.03 0.44 12.7 2.8 23.8 5.2 356 78 1.44 0.31 11.96 2.61 831 181 3.09 0.67 
426 2.07 0.49 12.1 2.8 18.6 4.4 322 76 1.41 0.33 11.96 2.81 518 122 3.15 0.74 
483 2.12 0.44 12.6 2.6 20.9 4.3 282 58 1.43 0.30 14.81 3.07 856 177 3.25 0.67 
441 2.05 0.46 14.1 3.2 24.4 5.5 274 62 1.45 0.33 12.15 2.76 593 134 2.74 0.62 
485 2.20 0.45 13.4 2.8 21.5 4.4 381 79 1.33 0.27 13.54 2.79 776 160 3.21 0.66 
518 2.01 0.39 12.9 2.5 15.3 3.0 323 62 1.69 0.33 14.97 2.89 765 148 3.14 0.61 

6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 
469 2.08 0.45 13目o 2.8 20.8 4.5 323 69 1.46 0.31 13.23 2.82 723 154 3.10 0.66 
33 0.07 0.03 0.7 0.2 3.4 0.9 41 9 0.12 0.02 1.42 0.15 136 23 0.18 0.05 

Appendix 49・3
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(Continued) 
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Study No. 100523 

M03301 
M03302 
M03303 
M03304 
M03305 
M03306 

Number of malcs 
Mean 
S.D. 

扇面市Zmω
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by D叫nnetttype mean rank test. 

(Continued) Individual organ weiゆtsof male rats on termination of administration period 

(silane， ethenyltrimethoxy-group at 250 mg/kg) 
MaleNo. Adrenals Testes Epididymides 

(mg) (mg的) (g) (g%) (g) (g%) 
60目4 13.2 3.29 0.72 1.24 0.27 
65.8 15.4 3.05 0.72 1.33 0.31 
63.9 13.2 3.39 0.70 1.24 0.26 
53.5 12.1 3.66 0.83 1.42 0.32 
58.3 12.0 3.35 0.69 1.19 0.25 
61.9 11.9 3.14 0.61 1.07 0.21 

6 6 6 6 6 6 
60.6 13.0 3.31 0.71 1.25 0.27 
4.4 1.3 0.21 0.07 0.12 0目04

Appendix 49・3

DU DU DU DT DU 
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Individua1 organ weights of ma1e rats on termination of administration period 

s
一盟
ω
U
M
M
M
m

一5

広
言
而

e
一

一

一

回

一

C

一

山

一

一

〉

一

一

一

“

自
旦
U
8
M
m
n
M
N
m

一5
U
妙

τ

T

一

-
S
1
5
J
J
J
J
一
2
主

D

一

一
的
一
ゆ
ロ
同
日
沼
市
河
口
一
5
M
m
β
τ
U
一

一昨』
t
M
X
2
H
H
U
一
日
;
一

D
一

同

一

{

一

〉

-

-

-

一S
一
旦
両
市
ロ
山
崎
防
砂
川
川
一
5
門

M
M
m
一

U
一

一
町
一
日
引
伽
m
h
n
札

制

ι
一
配
じ
一

D
一

一
尽
町
一
司
刀
M
U

ヴ
ヨ

β
守

d

目
白
一

U
一

一
一
盈
訂
以
む
幻
幻
幻
一
幻
正
一

D
一

工
一
旦
川
川
げ
帰
順
日
一
5
日
尚
一

U
一

一一

b-vu
引

U

U
引
い
ん
一
山
口
一

D
一

一
一
山
町
一
ゆ
ゆ
川
崎
ゅ
は

-5
門

M
m
-
u
-

一
一
泣
J
:
U
U
配
配
配
一
配
山
一

D
一

一

刷

一

一

〉

一

一

一

E
罰則品

6

3
弓

ゆ

ゆ
f
M
胃

d

ゆ

6
一

U
-

一
一
」

u
u
u
u
u
日
一
日
引
一

D
一

一
一
的
-3
泊

四

日

辺

ロ

-5
防

ρ
一

U
一

一
一
。
』
:
:
4
4
t
4
一

4

1
一

D
一

一

明

-

-

〉

由

-

-

一
百
一
吋
市
“
門
的
印
刷
寸
即
日
品
別
一

一
一
分
一
A
ρ
ρ
2
0
2
一5
3
5
一

U
一

一一

2
7
5
5
6
5
5
一

5

0
一

D
一

一
司
一
盟
U
M
M
m
ω
幻
寸
山
日
一
閃
一

一一ハ町一
2
6
3
フ
7

8
一5
8
3
一

U
一

一
一
ゆ
』
5
2
3
2
2
2
一

2

0
一

D
一

一
加
一
止
9
5
6
9
0
1
一5
8
2丙

U
一

l
一
m一U
叩

u
u
u
ロ

一

日

l
「

D
一

。

一分一

η
同
日
げ
河
川
崎
一
5

W
沼
町

U
一

P

一
塁
1

J
仰
が
山
恥
一
恥
似
一
，

D
一
帥

也

旦

止

わ

η

O
ゆ
崎
市
ゆ
一
5
W
M
M
一

U
副
司

川
一
一
」
以
一
U
幻
以
以
山
一
以
一
山
一

D
高

円

胤

旦

)

一

〉

一

一

可

g

叫

盟
・
刈
川
一
郎
随
行
科
目
立

5
n
u一
帥
山
一
附
蜘

L

m

F
2
h
聞・将一
2
4
4
4
4
4
一

4

一

I
一M

G
剖

e

止

問

一

一

一

回

以

町

生

一

'

一

一

一

蜘

m

Jm一
一

=

一

一

一

川

伽

向

一

一

「

一

世

間

的

ヴ

y

旦

・

一

一

山

一

mw

油一
h

d
吋

巾

油
一
刈
一
面
白
白
倒
的
師
一
阿
川

n
・一

m
m
z
w
m引

い
一
叫
詞
H
H
M
判
制
判
制
一
川
市
岡

D
一恥

d
一地

m
・
叫
向

伽
一
山
一
両
附
附
附
問
問
一
蜘

M

S
一
一
明
則
一
川
崎
山
加

。

-

句

S

M
一E
g
U
E

?

以

-71
剖

D

D

Appendix 49・4

E

凶
斗
一
凶
'



Study No. 100523 

一-、リ
-
ζ
U
弓
d
'且

'aラ
ゐ
凸

y
-『
d
e
o
A
u
-

-
s
R
U
H
τ
3
今
&
弓

3
1
d
1
d
E且
-

今

&

n

v

-

元
円

z
a
o
a
a
a
o
-
臥

a-

一

同

&

-

〉

-

-

T
E
'
a
0
0
2
3
3
8
-
1
2
-

E
-
一1
1
1
1
1
0
一

1

0
一

一

-

〉

一

一

一
-
%
一
ル

7
8
8
6
5
-
7
1
-

一
-
o
m
H
A
H
U
A
u
n
u
n
U
A
U
n
u
-
A
U
n
u
-

し
批

-

z

-

-

i

州

同
-
T
-
o
-
8
9
9
4
6
4
一5
4
5
一
T
-
測

同

記

一

S
6
8
4
7
6
4・一

ρ
ぽ一

D
-
K
F

m一
一
一

2
2
3
3
2
2
一

3

0
一

一

ぱ

$

沈

h
一

目

-

-

-

一

日

♂

ぬ

∞

一

一

〉

一

一

一

山

叩

氷

川
二
訟
川

M
ω
M
M
口一
5
り

げ

官

即

応

m
r

川

諒

一

舟

l

l

一

l

一

印

刷

t
m

E
悶

一

一

〉

一

一

一

d
ゆ

温

E

止
M
一
則
一
日
口
口
口
叩
1
・
一
5
U
ω
一
山
一
川

m
w
w

m
一
一
例
一
町
広
副
引
戸
弘
子
一

6
J
I
-
-
u
m
.
m
山
川
明

吋

て

ア

一

一

両

刷

出

品

川

一

一

一

s

一
川
一
価
能
川
'
同

盟

国

一

一

山

一

切

蜘

百

ω
山
山

品
川
市
町
附
附
剛
一
山
附
石
削

a一
阿
川
蔚
附
一

mm'

伽
四
郎
剛
一
円
剛
一
w
一w
市

M

S
一
刷
山
一
剛
山
M
M

'w一

u

s

回一

E
m
v
U
市仁

r

h

剖一〉一割

D

D

(Continued) lndividual organ wei俳句ofmale rats on termination of adminis回 tionperiod Appendix 49-4 

DU DU DU 

E

U

J

可。.



Study No. 100523 

Individual organ weights of female rats on termination of administration period 
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Number of females 
Mean 
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(Continued) Individua1 organ weights offema1e rats on termination ofadminis回 tionperiod 
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(Control group) 
FemaJe No. 

F01151 
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Number of females 
Mean 
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(si1ane，e出eny1町imethoxy-group at 62.5 mg/kg) 
Fema1e No. Body Brain Pituitary Thyroids Thymus Heart Liver Sp1een Kidneys 

weight (g) (g) (g%) (mg) (mg仇) (mω(mg%) (mg) (mg%) (g) (g%) (g) (g%) (mg) (mg%) (g) (g%) 
283 1.91 0.67 17.4 6.1 19.3 6.8 263 93 1.06 0.37 8.92 3.15 688 243 2.02 0.71 

Non-copulatio叫
326 
343 
288 
306 
307 
310 
305 
306 
333 
328 
11 

312 
18 

Individua1 organ weights of fema1e rats on termination of administration period 
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(si1ane， e白eny1trimethoxy-group at 250 mg/kg) 
Fema1e No. Body Brain n Pituitary Thyroids Thymus Heart Liver Sp1een __I<.idneys 

weight (g) (g) (g角) (mg) (mg%) (mg) (mg%) (mg) (mg~も) (g) (g%) (g) (g%) (mg) (mg%) (g) (g%) 
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Non-copu1ation 
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Individua1 organ weゆtsof fema1e rats on termination of administration period 
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Statistica1 method DU DU DU 
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DU: Ana1ysis by Dunnett's test. 
DT: Ana1ysis by Dunnett type mean rank test. 
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(Continued) lndividual organ weights offemale rats on termination ofadministration period 
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(si1ane， etheny1甘tme出oxy-group at 1000 mg/kg) 
Fema1e No. Body Brain Pituitary Thyroids Thymus Heart Liver Sp1een Kidneys 

weight (g) (g) (g%) (mg) (mg%) (mg) (mg%) (mg) (mg%) (g) (g%) (g) (g%) (mg) (mg%) (g) (g%) 

290 1.89 0目65 15.5 5.3 19.0 6.6 117 40 0.97 0.33 10.13 3.49 622 214 2.03 0.70 
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Significanα 
Statistica1 method DU DU 
>: Excluded from ana1ysis of data because of death. 
Significant1y di位向ntfrom contro1 group (* *・ P<O.OI)
DU: Ana1ysis by Dunnett's旬st.
DT: Ana1ysis by Dunnett type mean rank test. 

Individua1 organ wei酔tsof fema1e rats on termination of administration period Appendix 50・4
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Individua1 organ weights of ma1e rats on termination of recovery period 

Body Brain Pituitary Thyroids 羽lymus .. -----Heart Liver Sp1een Ki伽 eys
W官ight(g) (g) (g仇) (mg) (mg%) (mg) (mg%) (mg) (mg%) (g) (g%) (g) (g%) (mg) (mg%) (g) (目的)

514 2.06 0.40 18.5 3.6 21.6 4.2 522 102 1.45 0.28 12.24 2.38 636 124 2.84 0.55 
537 2.02 0.38 17.0 3.2 27.6 5.1 239 45 1.69 0.31 14.70 2.74 240 45 3.12 0.58 
474 1.95 0.41 15.4 3.2 22.4 4.7 293 62 1.38 0.29 11.22 2.37 764 161 3.06 0.65 
534 2.12 0.40 17.4 3.3 16.0 3.0 416 78 1.38 0.26 14.46 2.71 934 175 3.14 0.59 
555 2.25 0.41 17.1 3.1 21.8 3.9 386 70 1.56 0.28 15.31 2.76 962 173 3.20 0.58 
499 2.05 0.41 18.1 3.6 16.0 3.2 233 47 1.30 0.26 12.72 2.55 913 183 3.13 0.63 

6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 66  
519 2.08 0.40 17.3 3.3 20.9 4.0 348 67 1.46 0.28 13.44 2.59 742 144 3.08 0.60 
29 0.10 0.01 1.1 0.2 4.4 0.8 114 21 0.14 0.02 1.61 0.18 275 53 0.13 0.04 

(Continued) 
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(Continued) lndividual organ weiゆtsof male rats on termination of recovery period 
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DU DU 
(Continued) 

Individua1 organ weights of ma1e rats on termination of recovery period 
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M02207 
M02208 
M02209 
M02210 
M02211 
M02212 

Number ofmales 
Mean 
S.D. 

Si伊百Emce
Statistica1 method DU DU DU 
Significant1y different仕'omcon町01group (・:P<0.05). 
DU: Ana1ysis by Dunnett's test 
DT: Ana1ysis bγDunnett type mean rank test目
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M02207 
M02208 
M02209 
M02210 
M02211 
M02212 

Numb町 ofmales
Mean 
S.D. 

s扇ificanω
Statistica1 method DU 
DU: Ana1ysis bγDunnett's test. 

(Continued) Individua1 organ weiゆtsof ma1e rats on termination of recovery period 

(si1ane，e出eny1trime出回:y-group at 62.5 mg/kg) 
Ma1e No. Adrena1s Testes Epididymide哩

(mg) (mg%) (g) (g%) (g) (g%) 
60.1 12.3 3.80 0.78 1.59 0.33 
67.5 12.1 4.07 0.73 1.58 0.28 
73.5 16.1 3.75 0.82 1.53 0.33 
50.9 9.8 3.68 0.71 1.47 0.28 
48.6 9.4 3.23 0目62 1.26 0.24 
43.8 8.1 3.18 0.59 1.30 0.24 

6 6 6 6 66  
57.4 11.3 3.62 0.71 1.46 0.28 
11.6 2.9 0.35 0.09 0.14 0.04 

Appendix 51-2 
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M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number of males 
Mean 
S.D 

罰声高ance
Statistical method DU DU DU 
Significant1y diffヒrentfrom contro1 group (・:P<0.05). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type m直飢 ranktest. 

Individual organ wei俳tsof male rats on termination of recovery period Appendix 51・3

DU DT DU DU DU DU DU DU DU DU DU DU DU 

(Continued) 
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M03307 
M03308 
M03309 
M03310 
M03311 
M03312 

Number ofmales 
Mean 
S.D. 

g函ficance
Statlstlc剖me曲。d DU 
DU: Analysis by Dunnett's回t.

(Continued) lndividual organ weights ofmale rats on termination ofrecovery period 

(silane， ethenyltrimethoxy-group at 250 mg/kg) 
MaleNo. Adrenals Testes Epididymides 

(mg) (mg%) (g) (g%) (g) (g同)
63.8 12.8 3.73 0.75 1.64 0.33 
39.8 8.2 3.26 0.67 1.37 0.28 
59.6 11.8 3.46 0.68 1.47 0.29 
60.9 11.2 3.00 0.55 1.19 0.22 
59.9 11.6 3.84 0.74 1.46 0.28 
63.3 11.8 3.71 0.6θ 1.44 0.27 

6 6 6 6 66  
57.9 11.2 3.50 0.68 1.43 0.28 
9.0 1.6 0.32 0.07 0.15 0.04 

Appendix 51・3
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lndividual organ wei酔tsof male rats on termination of recovery period Appendix 51-4 

M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Number of males 
Mean 
S.D 

罰石市高τ
Statistical method DU DU 
>: Excluded from analysis of data because of death. 
Significant1y different from∞ntro1 group (事 P<0.05，**: P<O.OI). 
DU: Analysis by Dunnett's旬st.
DT: Analysis by Dunnett type mean rank test. 
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M04407 
M04408 
M04409 
M04410 
M04411 
M04412 

Numbcr of males 
Me釦
S.D. 

s面市ance
Statistical method DU DU DU 
>: Excluded from analysis of data because of death 
DU: Analysis by Dunnett's test. 

(Continued) Individual organ weights ofmale rats on termination ofrecovery period 

(silane， ethenyl紅白lethoxy-group at 1000 mglkg) 
Mal恒No. Adrenals Testes Epididymides 

(mg) (mg%) (g) (g%) (g) (g%) 
53.5 12.0 3.19 0.72 1.33 0.30 
52.5 10.5 3.04 0.61 1.44 0.29 
6θ.7 14.8 3.29 0.70 1.29 0.27 
62.6 11.8 3.73 0.70 1.41 0.27 
6θ9 14.9 3.44 0.73 1.45 0.31 
89.0 > 31.7 > 2.77 > 0.99 > 1.00 > 0.36 

5 5 5 5 5 5  
61.6 12.8 3.34 0.69 1.38 0.29 
8.4 2.0 0.26 0.05 0.07 0.02 

〉
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lndividua1 organ wei夙tsof fema1e rats on termination of recovery period 

Body Brain Pituitary 百lyroidsηlyrnωHeart--------Liver Sp1een Kidneys 
weight (g) (g) (g%) (mg) (mg%) (mg) (mがも) (mg) (m伊も) (g) (g仇) (g) (g%) (mg) (mg角) (g) (g%) 

338 1.98 0.59 18.5 5.5 16.7 4.9 261 77 1.00 0.30 8.29 2.45 589 174 2.06 0.61 
328 2.03 0目62 21.2 6.5 22.7 6.9 438 134 1.07 0.33 7.90 2.41 629 192 1.98 0.60 
320 2.06 0.64 19.5 6.1 27.0 8.4 231 72 0.91 0.28 7.32 2.29 524 164 1.98 0.62 
326 2.05 0目63 20.5 6.3 17.7 5.4 274 84 1.08 0.33 8.78 2.69 593 182 1.94 0.60 
275 1.96 0.71 16.6 6.0 15.5 5.6 203 74 0.85 0.31 7.01 2.55 481 175 1.98 0.72 
324 2.08 0.64 24.5 7.6 16.3 5.0 392 121 1.04 0.32 7.98 2.46 549 16θ2.22 0.69 

6 6 6 6 6 6 6 66  6 6 6 6 6 6 66  
319 2.03 0.64 20.1 6.3 19.3 6.0 300 94 0.99 0.31 7.88 2.48 561 176 2.03 0.64 
22 0目05 0.04 2.7 0.7 4.6 1.4 94 27 0.09 0.02 0.64 0.14 54 10 0.10 0.05 

(Continued) 

Appendix 52・l

(Contro1 group) 
Fem叫，eNo.

F01171 
F0l172 
F01173 
F01174 
F01175 
F01176 

Numb町 offemales
Mean 
S.D. 
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(Continued) lndividua1 organ weights offema1e rats on termination ofre∞very period 
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(Control group) 
Fema1e No 

F01171 
F0l172 
F01173 
F01174 
F01175 
F01176 

Number offemales 
Mean 
S.D. 
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F03371 
F03372 
F03373 
F03374 
F03375 
F03376 

Number of females 
Mean 
S.D. 

Significance 
Statistical me曲。d DU 
DU: Analysis by Dunnett's test. 

Individual organ weゆtsof female rats on termination of recovery period 

(silane， ethenyl甘imethoxy-gro叫pat 250 mglkg) 
Female No目 Body Brain Pi旬Itaryηlyroids Thymus Heart Liver Spleen Kidneys 

weight (ω(g)  (g仇) (mg) (mg仇) (mg) (mg角) (mg) (mg~ゐ) (g) (g%) (g) (g%) (mg) (mg%) (g) (g%) 
293 2.08 0.71 19.5 6.7 20.2 6.9 354 121 1.06 0.36 7.40 2.53 678 231 2.13 0.73 
303 2.09 0.69 24.4 8.1 21.9 7.2 330 109 1.15 0.38 7.23 2.39 546 180 2.18 0.72 
300 2.01 0.67 17.8 5.9 14.0 4.7 194 65 1.02 0.34 6.82 2.27 475 158 1.91 0.64 
313 1.86 0.59 21.6 6.9 17.8 5.7 250 80 1.03 0.33 8.06 2.58 654 209 1.93 0.62 
314 1.89 0.60 14.8 4.7 23.8 7.6 276 88 0.83 0.26 7.16 2.28 526 168 1.79 0.57 
329 2.01 0.61 16.4 5.0 23.3 7.1 304 92 . 0目99 0.30 8.04 2.44 692 210 1.97 0.60 
6 6 6 6 6 6 6 6 6 6 6 6 6 6 6 66  

309 1.99 0.65 19.1 6.2 20.2 6.5 285 93 1.01 0.33 7.45 2.42 595 193 1.99 0.65 
13 0.10 0.05 3.5 1.3 3.7 1.1 58 20 0目11 0.04 0.50 0.13 91 28 0.15 0.07 

Appendix 52-2 
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(Continued) lndividua1 organ weiゆ臼offema1e rats on termination of recovery period Appendix 52・2
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F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of females 
Mean 
S.D 

Significanω 
Statistical method DU 
DU: Ana1ysis by Dunnett's test 

Individua1 organ weights of fema1e rats on termination of recovery period 
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Study No. 100523 

F04471 
F04472 
F04473 
F04474 
F04475 
F04476 

Number of females 
Mean 
S.D. 

Significance 
Statistical method DU DU DU DU 
Significant1y different from ∞ntro1 group (申 P<0.05).
DU: Analysis by Dunnett's回t.

DT: Analysis by Dunnett type mean r節水test

(Continued) Individual organ weights of female rats on termination of recovery period 
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Study No. 100523 

Individual histopathological findings of dead male rats 

(silane， ethenyltrimethoxy-group at 1000 mg!kg) 
Male No. Organffissue Findings 
M04401 Whole organs and tissues Postmortal chan伊 :2+

Urinary bladder Hyperplasia， transitional epithelium:土

Urethra Hyperplasia， transitional epithelium: ::1: 
Whole organs and tissues Postmortal change: + 
Jejunum Vacuolization， lamina propria:土

Kidney Hyperplasia， transitional epithelium:土

Urinary bladder Hype中lasia，transitional epithelium: + 
Urethra Hyperplasia， transitional epithelium:士

Testis Atrophy， seminiferous tubule:土

Epididymis Cell debris， lumen:土

Grade of histopathological finding買:士:slight， +: mild， 2+: moderate， 3+: marked. 
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Study No. 100523 

Individual histopathological findings of dead female rats 

(si1ane， ethenyltrimethoxy-group at 1000 mg/kg) 
Female No. • Orga.n/Tissue ---- -. ... Findings 

F04455 Whole organs and tissues Postmortal change: 2+ 
Heart Cellular infi1tration:土

Kidney Hyperplasia， transitional epithelium:土

Urinary bladder Hyperplasia， transitional epithelium:土

Grade of hist()pathological findings:土:slight， +: mi1d， 2+: moderate， 3+: marked. 
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Study No. 100S23 

Individual histopa由ologi岨 1findings of m剖crats on termination of administration pcriod 

Orllan!Iissuc FindinllS 
L川ng Mineralization. vascuJar wall:土

Th)崎町d Ectopi丸山戸ructlSSUC:土

O出町or伊nsand tissues No abnorm剖itydctcctcd 
Wholc organs阻 dtissu回 Noabnom凶ityd回目tω
Parathyroid Missing 
0出町 organsand tissues No abnormality dctcctcd 
Wholcor伊 ISand tissucs No abnormality dct削 cd
Hcart CclluJ町infiltration土

Other organs and tis叩 cs No abnormality dctcctcd 
M01106 Wholc organs and ti田ucs No abnormality dct配 tcd

Grade ofhistopathological findings: 010: slight. +: mild. 2+: modcra旬.3+:mark渇d

App回 dixSS・1
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Study No. 100523 

Individual histopa血ologi叫 1fmdings of male rats on t町minationof adminis甘ationperiod 

(sil聞紙 ethenyltrimethoxy-group at 62.5 mg/kg) 
Male No. OrQ副ゾlissue Findings 
M02201 Whole org阻 S阻 dtissues No abn町市aHi)'d，併問I渇d
M02202 Whole org阻 S阻 dtissues No abnormality d国民t判
M02203 Whole organs and tis曲目 Noabnorm叫itydet回出d
M02204 Urinary bladd町 Hyperplasia， tr阻副tiona1句油eli旧皿:土

0蜘 rorgans and tissues No abnormality det田 ted
Whole organs and tissues No abnorm凶ityd国ected
Kidney Regeneration， urinary tubule:土

Urin町ybladd町 Hyp町plasia，町田副tionalep仙 eli山n:;，

Other organs回 dtissues No abnorma1ilY d出 cted
Grade ofhistopathological findin唱5:土:slight， +: mild， 2+: moderate， 3+: marked. 
Examined on1y duodenum， jejunum， i1eum，白戸nus，mes回同ricIymph node， kidney，町m町ybladder， urethra， t四tis，and epidid戸ms
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Study No. 100523 

Individua1 histo開thologica1findings of ma1e rats on termination of administration period 

(silane， e出回lvltrimethoxv-lUOUP at 250 mjtlkg) 
Male No. OrganlTissue FindinJ!s 
M03301 Duoden田n Vacuoli皿.tion，1町ninapropria:土

J句四国n Vacuoli踊 ltion，lamina propria土

Urin町ybladd町 Hゲ"巾lasia，transitiona1 epithelium:土

O出町 organs皿dti田ues Noめnorma1itydetected 
Urinary bladder Hyp町 la副a，甘聞副tionalepi血elium:+ 
oth官。rgansand ti田U田 No abnormality d岡 田ted
Urinary bladd町 Hype叩lasia，甘町田itionalepi白elium:+ 
O出町。沼町田副dti田ues Noabnom叫itydetected 
Urinary bladder Hyp町plasia，町田国tiona1epi帥 l山 n:+ 
O出町organsand tissues No abnorma1ity det民凶

Urinary bladder Hyp町pla副a，町副tsitiona1epi出eli国n:+ 
O出町or伊ns回 dti回U回 Noabnom祖lityd剖ectω
Urinary bladder Hyp町下l回 Ia，甘副首itiona1句i由elium:+ 
Other org副首聞dtissues No abnormality detected 

Grade of hist旧pathologicalfindings:土:slight， +: mild， 2+・moderate，3+・marked
Examined only duod町田n，JcJ皿山n，i1e田n，出抑削民 m剖 entericIymph node， kidney， urinary bladder， urethra， testis，阻depididymis 
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Study No. 100523 

lndividual histopathological findings of male rats on t町minationof adminis甘副ionperiod 

(副lane，eth叩 yl甘町田山oxy.lUOUll at 1000 m喧!kR)
Male No. Organffi盟国 下面面ngs
M04402 Lung Accumulation， foam cell:土

Duod閉山n Va印 .oli回 tぬ0，1町 linapropria:土

J句unum V刷 oli甜 tion，lamina propria: + 
Ki伽ey Hyperplasia， transitional epi由eli山n:+ 
Ki伽ey Pyeloneが凶tis:2+ 
Urinary bladder Hyp町pl回 ia，transitional epi曲elium:+ 
Other organs and tissues No abnormality detected 
L叩嘩 Miner叫2日t回n，vasc叫町wall:土

Duodenum Vacuolization， lamina propria土

J句四回n Vacuolization， lamina propria: + 
II叩m Vacuolization， lantina propria:土

Kidney Hyp町 la副a，tr町田itional叩凶eli山n:+ 
Ki伽ey 町elon句胎itis:+ 
Urinary bladd町 Hyp町plasia，町田国itional句i白elium:+ 
U問自ra Hyp町下lasia，甘町田tl叩剖 epi白山岨n:土

O出町or伊nsand ti田ues No abnormality detected 
J句叩um Va印 olization，加叫napropria: + 
I1eum Va叩 olization，加国napropria土

Kidney Hype叩l回ia，甘ansitional叩i血elium:+ 
Kidney Pyelonephrit阻φ2+
Urin咽ybladder Hyperpl創出，甘阻sitionalep仙 elium:+ 
U問自ra Hyp町畑ia，transitional epithelium: + 
O曲erorgans and tis印刷 No abnormality detected 
J句叩山n Va印 oli国 tion，lantina propria: + 
Mesen同ricl断mphnode Va印。lization，sinus:土

Ki伽ey Hyp田plasia，transitional ep抽出国首・+

Kidney Pyelonep防itis:+ 
Urinary bladd町 Hyp町plasia，町ansitional叩4山elium:+ 
Ure白血 Hyp抑 lasia，transitional句凶eli闘士

Testis Atrophy， serniniferous tubu比+
Epididymis Decr.白血， sperm:'" 
Epididymis Ccll dcbris， lumen: + 
O山 町or隣国andti盟国s No abnormality d回ectω
L凹唖 Mincrali国tion，vasc川町wall:土

Duodenum Va叩 olization，lantina propria:土

Jej旧lum Vacuolization， lantina propria: + 
Mesent潤icIymph node Vacuolization， sinus:土

Kidney Hyp町plasia，甘ansitionalep的elium:+ 
Kidney Pyelon句加itis:+ 
Urinary bladder Hyperplasia， transitional叩i出eli凶n:+ 
Urethra Hyperplasia， transitional叩i白elium:土

Testis Degeneration， serniniferous tubule土

Testis Vacuolization， S町10licell土

Testis Retention， spcrmatid:土

Epidid:戸nis D田rc酷le，sp町四土

Epidid戸nis Cell debris， 1田n聞土

0山町organsand tissucs No abnormality detccted 
Grade ofhistopathological findings:土:slight， +: mild， 2+・moderate，3+: m町kcd.
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Study No. 100523 

Individual histopathological findings of fernale rats on tennination of administration period 

αl!anffi回ue Findings 
Whole organs and ti回U田 No abnormality de岡崎d
Whole organs and tissues No abnormality detected 
Liver N田 rosis，hcpatocyte， focal土

Other organs and ti回ues No abnormality detected 
P町富山yroid Missing 
0出町町'gansand tissues No・bnormalitydetected 

FO 1155 Whole organs and tissues Noめnormalitydetected 
F01156 Whole Orll皿 sand tissues No abnormality d創 出tω

Grade of hist旧pathologicalfindings土 slight，+: mild. 2+: mod町ate.3+: m町'ked.

Appendix 56・l
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Study No. 100523 

lndividual histop帥 ologic剖伽dingsof female rats on t聞 ninationof adrninistration period 

(副l阻止 ethenyltrime曲。岬・groupat 62.5 mglkg) 
Female No. Organ!Tissue Findings 
F0225 1 附dney Cyst:土

O出町organsand ti田ues No abnormality d回目崎d
F02253 Whole 町E皿 sand tissues No・bnormalityd成四旬d
F02254 Whole organs and tissu国 No abnormali防相刷凋

F02255 Whole or伊nsand tissues No abnorm山崎ydet町tω
F02256 Whole or隣国 andtissues No abnormality de加は凋

F02257 Whole organs and tissues No abnormality detected 
Grade ofhistopatholo哩icalfindings:ま:slight， +: mild， 2+: mod町宮旬， 3+:m町'ked.
Ex四ninedonly duod閉山n，jejunum， ile阻 L白戸nus，mes聞 tericlymph node， kidney， urinary bladder， and urethra 
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Study No. IOOS23 

Individua1 histopa出ologi四 1tindings of fI町田lerats on terrnination of administration period 

{si1皿e.e出enyltrime白oxy-group at 2S0 mglkg) 
Female No. Org.田1iTissue Findinf!s 
F033S 1 Duodenum V刷 olization，1m向日而pria:土

Urinary bladd町 Hyp町pl回 la，甘聞副t悶081句i血elium:土

Urethra Missing 
O山町org皿 S阻 dtissues No abnom叫itydetccted 
Urinary bladd町 Hyp町pl回 la，町ansitiona1句油eli咽n:+ 
O曲町。rg.阻 sand tissues No abnorma1ity d国民tω
Urinary bladd町 Hyp町 l醐 a，transiti叩叫 ep抽elium:+ 
O出町organsand tissues No abnormality detected 
Urinary bladder Hyperplasia，町制sitiona1epi血elium:+ 
Ur司hra Missing 
0山町or伊nsand ti田U回 No abnorma1ity detected 
Urinary bladder Hyp町plasia，首町田ition叫句1血eli国n:+ 
Other organs and t回 ues No abnorma1ity d附則ω
Urin町 bladd町 Hyp町 lasia，町田lsitiona1epi由elium:+ 
O出町organsand tissues No abnormality detected 

Grade of histopathol08日ca1fmdings:土:slight， +・mi1d.2+・moderate、3+:marked. 
Ex副凶nedonly duod回国民JeJ凶山n，i1eum，白戸nus，mes田 t町lC切nphnode， kidney，叩n町ybladd町， and町宮山ra

Appendix S6・3
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Study No. 100523 

Individual histopa由。logi回 Ifindings of female rats on t町四inationof adminis町ationperiod 

(silane.眠henyltrimetho町・lUOUPat 1000 mR!kll) 
Female No. Org.畑1iTi田ue Findings 
F0445 1 J吋印刷 V刷叫ization.lamina propria:千

Thymus A加 phy.叩嶋田 andmedulla:土

Ki伽.ey H卯erplasia.町四割tiona1epithelium: + 
Kidney Reg開町ation.町inary旬b叫e:% 

Urinary bladd町 Hype巾lasia.町田町tiona1epi由elium:+ 
O山町org皿 sandti回U田 No abnorma1ity detected 
Jejun山n Vacuoli四tion.lamina propria: + 
Mes聞 tericIymph node Vac九loli四 tlon，剖n回・+
Urinary bladder Hyperpl闘 la.甘副sitiona1epitheli山n:+ 
oth町 organs聞 dti田U田 Noabnorma1ity detected 
Jejunum Vacuol回 .tion.lamina propria: + 
Kidney Hyp町pl回 la.甘副sitionalepi出elium:土

Kidney Regen町'ation.urinary tubule:土

Kidney Pyelitis:土

Urinary bladder Hype叩l回ia.transitional句i出elium:+ 
U問曲目 Metaplasia. keratinized stratified sq凶 mous叩i出elium:+ 
Urethra Cellul町 infil回 tlOn:土

oth町 organs聞 dtiss国 s No abnormality det配 ted
Duodenum Vacuolization. lamina propria土

Jcjunum Vacuolization. lamina propria: + 
Th抑n田 Atrophy.∞巾，xandm“叫la:% 

Kidney Hyp町plasia.甘ansitiona1cp愉 eli山n土

Kidney Reg間町副ion，町in町ytub叫l風土

Kidney Pyclitis:土

組合国y Hydroncphrosis. right: 2+ 
Urinary bladdcr Hyperplasia.甘副首itional叩1白elium:+ 
Urethra Hype刷asia.transitional叩ithelium:土

Other org副 sand tissues No abnorma1ity d回目ted
Lung Accumulation. foam ccll土

Duoden山n Vacuolization. lamina propria土

J吋四国n Va印 oli皿tion.1町叫napropria:+ 
Mesenteric Iymph node Va印 olization.sinus: + 
Urinary bladder Hyp町plasia.町田sitiona1cp仙 cli山n:+ 
Urethra Metaplasia. keratinized strat出edsqu町nousepithel山 n:+ 
U問血ra Nccrosis.叩i血cli凹n:2+ 
Urethra Cellular infi1tration: + 
Other organs and ti田ues No abnorma1ity detect吋
J唱j叩山n Vacuolization.lamina propria: + 
Mesenteric Iymph node Vacuolization. sinus: % 

Urinary bladder Hyperpl岡田，町田制ional句1出d叫m:+
Urcthra Hyp町 l回 i8，甘副sitiona1句凶clium土

Oth町 organsand ti田ues No abnormality d副E岬d
Grade of histopa血ologi叫 1findings土 slight.+: mild. 2+: mod町a恒.3+・m町ked
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Study No. 100S23 

OrganJTissue Findings 
Wholeorg朗 sand ti回ues No abnormality d剖ected
Spleen Atrophy: + 
oth町 org阻 sand tissues No abnormality detec阻d
Whol出organsand ti回ues No abnormality det削 :ed
Testis Degen町副ion，semini伽ous帥叫e:土

Testis Va印 olization，S町tolicell:土

Epidid戸nis Cell d晴:bris，lum聞土

Other organs阻 dti回U回 Noabnormality det制 ω
Testis Atrophy， s田niniferousωb叫e:，j， 

Epidid抑制s Cell debris， 1田n凹:，j，
Other organs and tissues No abnormality detected 

M:01112 Whole org阻 S阻 dtissues No abnormality det配:ted
Orllde-ofhlst旧pathologicaltindings:土:slight， -+ : mild， 2+: moderate，-3+: marked. 
Examined only for duod閉山n，JeJUs山n，ile山n，白戸nus，mesenteric lymph node， kidney， urinary bladder， urethra，同tis，and epidid戸nis;also for sple田 inthe male No. MOII08 

Individual histopa出ologi岨1tindings ofmale rats on termination ofrecovery period Appendix S7・1
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Study No. 100523 

Individual histopa血ologi岨1findings of ma1c rats on t町胃tinationof r田 ov町yperiod

(si1阻止ethenyltrime曲。岬・groupat 62.5 mg/kg) 
MaleNo. Or富田v'Ti田ue Findings 
M02207 Whole org阻 S阻 dtissucs No abnormality ilct四tω
M02208 Wholc organs and t国側関 No abnormality dctccted 
M02209 Wholc organs and tissue渇 Noabn四百a1itydc師dω
M022IO Wholcorg.阻 S阻 dtissucs No abnorma1ity detccted 
M0221 I Whole org.皿 S回 dtissues No abnorma1ity det田 ted
M02212 Whole 0叩 阻sandt日sues No abnormality dctcctω 

Gradc of histopathologica1 findin唱s:ま:slight， +: mild， 2+: mod岡崎， 3+:m町ked.
Examined only for duodenum， jcjunum， i1eum，出ymus，mesenteric Iymph nodc， kidney，叩叩ybladd町， urethra， tcstis， and epididymis 

Appendix 57・2
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Study No. 100523 

(si1anc. ethcnvltrimc出OXV.IUOUIl at 250 mRikg) 
Male No. Org町1f日目ue F一面証in~s
M03307 Duodcnum Vacuolization， I阻1inapropria土

Urinary bladdcr Hypcrpl醐 a，甘田副tionalcp凶 clium:"
O出 町organs回 dti田U田 Noabn町四alitydetccled 
Urinary bladdcr Hypcrplasia， transitional epi出eli岨n:土

Othcr organs皿 dti田ucs No abnormality detec加d
Urinary bladdcr Hypc叩lasia，tr阻副tionalcp凶 elium:土

O出町 org町田 andlissucs No abn四百alitydclccled 
Urinary bladdcr Hyp町'Plasia，tr回 目tional叩凶cl山 n:"
Oth町 organs回 dti田ues No abnormality d国町ted
Urinary bladder Hyp町'P1asia.甘聞剖tional句i出clium:土

O出町organs皿 dti随U回 No abnormality detcctω 
M03312 Wholc organs副 dtissucs No abnormality dc師ct“

Grade ofhistopathological findings: ，，: sli嘩ht，+: mild， 2+: modcratc， 3+: markcd 
Examined only for duod凹 um，jCj皿 um，ileum，出ymus，mcsenteric Iymph node， ki伽ey，urinary bladdcr， urcthra， t四tis，朗d叩idid抑 is.

Individual hislop帥 ologicalfindings of malc rats叩 tcrminationof r国 ov町 periodAppcndix 57・3
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Study No. 100523 

(si1ane， ethenyltrimethoxy-group at 1000 mg!kg) 
Male No. Organffissue Findings 
M04407 J句叩um Vaω01四 tion，lamina propria: + 

Mesenteric Iymph node Vac回 lization，剖n回目土

Kidney Hyp町 lasia，transitiona1 epi恥 lium:土

Kidney Reg聞 町'ation，山羽田y制b叫e:土

U巾祖rybladd町 Hyp町 l回la，甘阻sitionalepi制 i町:土

O由町 org阻 S朗 dti回ues No・bnorrnalitydet四 ted
Duodenum Va.印 olization，lamina propria土

Jejunum Vacu旧lization，lamina propria: + 
Mesent凋riclymph node Vacuolization， sinus:土

Kidney Hyp町plasia，甘ansitiona1c刷出eli田n土

Kidney Regeneration，町m町yωbule:+ 
Urinary bladder Hyp町plasia，tr印刷0na1epi曲eli田n:土

Testis Deg田 町ation，seminiferous tubule土

Testis R国田tion，sperrnatid:土

O出町org血 sand tissues No abnorrna1ity d国岡崎d
J句unum Vac叩曲目tion，lamina propria: + 
Mesent泡riclymph node Vacuolization， sinus:土

Kidney Hyp町plasia，甘副sitiona1epitheli田n:"
Ki也ley Regen町atlOs，町田町y加b叫e:+ 
Urinary bladder Hyperplasia， tr回 sitiona1epi出eli叫n:"
Other organs and tissues No abnorrnality detected 
Jej叩聞 Vaιuolization， lamina propria: + 
Kidney Hype巾lasia，甘ansitionalep凶el山 n土

Kidney Regeneration， urinary tubule:士

Urinary bladder Hyperplasia， transitiona1 epi白elium:土

O出町org聞 sandti田ues No abnorrna1ity det町制

Duodenum Vacuolization， lamina prop回a:+ 
Jejunum Vacuoli国 tion，I副凶naprop凶a:+ 
lleum Vacuoli四 tion，lamina propria: + 
M田e川町icIymph node Vacuolization，副nus土

Kidney Hyp町plasia，町田sitiona1epithelium: + 
Kidney Regeneration， urin町ytubule:+ 
Urinary bladder Hyp町 lasia，tr阻 Sll10哨 句 油elium:土

O曲町org阻 sand tissues No abn叩 na1itydetected 
Grade ofhistopathological findings土:slight， +: mi1d， 2+: moderate， 3+: marked. 
Examined only for duodenum， jejunum， ileum， thymus， mesen旬ricIymph node， kidney，叩n町ybladder， ur国hra，国tis，and epididymis. 

lndividua1 histopathologica1 findings ofma1e rats on termination ofrecov町yperiodAppend皿 57-4
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Individual histoplI血ological白Idingsof female rats on t町minationof re∞V町yp町iod

OrganlTissue Findings 
Whole organs皿 dti回 U回 Noabnorrnality det閣 ted
Wholeor伊nsand tissues No abnom祖Iitydet配 ted
Whole organs and ti田ues Noabnom祖Iitydet国 ted
Urethra Missing 
O白町org聞 S阻 dtissues No abno問団litydetected 

FOll7S Whole 0市町四回dti田ues No・，bnom祖Iitydet配 ted
m1176 Whole organs and tissues No abnorrnality detected 

uiade ()fhist()pathological findings:主 slight，+: mild， 2+: mod町a脂， 3+:m町t弱。
Examined only for duoden岨n，J句叩山n，i1四m，出抑n回，mesent町icIymph node， kidney， urinary bladder， and urethra 

Append皿 S8・1
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Individual histopathological findings of f，開祖lerats on t国百inationofr田 overyperiod 

(silane， ethenyltrimetho岬・町ouPat 250 mRlkll) 
Female No. Org副もTissue Findin喧S

F03371 Urinary bladd町 Hyp町plasia，甘ans山onalepi曲eli凶n:土

O出町organsand tissu田 No abnonnality d副院出d
Urinary bladd町 Hyp町plasia，首ansltl旧naIepitheli田n:土

Urethra Missing 
O出町org，皿sand tissues No abnonnality d回国ted
U自国rybladd町 Hyp町 lasia，甘ansitionalepi蜘Iium:+ 
O山首organs阻 dtissues No abn四百a1itydet配 ted
U巾祖rybladd町 Hyp町 l回ia，transitional句i血elium:"
oth町 organs阻 dtissues No abnonn副itydetected 
Urin町ybladder Hype叩l阻 a，tr，回目tionalepi由eli山n士

O出町org皿 sand tissues No abnonnality detected 
Urin町 bladd町 Hyperpl嗣 a，町ansitionalepithelium土

O山町or隣国阻dt回sues No abnormality detected 
Grade of histopathological findings土:slight， +: mild， 2+: moderate， 3+: marked 
Exarnined onlyおrduodenum， jejunum， i1eum， thymus， mesenteric Iym唱lhnode， kidney，町inarybladd町， and世田hra.

Appendix 58・2

F03372 

F03373 

F03374 

F03375 

F03376 

.。-ム'
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Individua1 h目topathologicalfindings of fema1e rats on termination of recovery penod 

{si1ane， ethenyltrimethoxy-group at 1000 mg/kg) 
FemaleNo. 0町E副ザ日間ue Findings 
F0447 I Duod開山n Vac九lolization，lamina propria:土

J司回国n Vacuoli回 tion，lamina propria: + 
Mesenteric Iymph node Vac九lolization，sinus土

Kidney Hyp町pl回ia，tr，阻sitiona1epi出elium:土

脳血ey Regen町atloD，町m町yωbule:% 

Urinary bladd町 Hyp町下l副 凪 transitiona1ep油 eli山n土

O山首org四ISand tissues No abnorm副ityd峨阿ω
Duoden山n Va印 oli国 tion，I町田lapropna土

J句聞出n Vaωolization， lamina propria: + 
Kidney Hyp町pl回 la，甘町田itionalep抽出um:土

Kidney Regen町ation，urinary tubule土

Urinary bladder Hype叩l幽ia，transitiona1 epithelium:土

Ur宮崎ma H断"叩lasia，町田副tionalepi由elium:土

O出町町別nsand ti田ues No abnom祖litydetected 
Duod町田n Va叩 oli回 tion，lamina propria土

Jejunum Va印刷ization，lamina propria: + 
Ki伽ey Hyp町plasia，transitional epi血eli山n:土

Kidney Regene四.tion，町inarytubule土

Urinary bladder Hyp町plasia，transitional ep凶 elium土

Other organs and tis印刷 Noabnom祖litydet民 ted
Jejunum Vacuolization， lamina propria: + 
Mesenteric Iymph node Va印 .olization，s回国土

Urin町 bladd町 Hyp町，Iasia，tr肌 siti叩 alepi由elium:+ 
Oth町 organsand tissues No abnorma1ity d峨配t“
Duod開山n Vacuoli四 tion，lamina propria:土

J句叩um Vacuolization， lamina propria: + 
Kidney Regeneration， urinaryωb叫e:土

Urinary bladder Hyperplasia，甘聞副tiona1句唱theli田n:+ 
O唯herorg，副S阻 dtissues No abnormality detected 
Duodenum Vacuolization， I町凶napropna土

J句皿山n Vacuolization，加ninap四何a:+ 
Mesentenc Iymph node Vacuolization， sinus:土

Urinary bladder Hyperpla副a，甘ansitiona1叩愉d山 n:土

O出町 org回 sand tissues No abnorma1ity de協同

Grad暗ofhistopathologicalfindings:主 slight，+: mi1d， 2+・moderate，3+: marked. 
Examined onlyおrduoden山首，J旬間山n，ileum， thymus， mesentenc Iymph node， kidney， urin田ybladder， and uretma. 

Append皿 58-3
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8tudy No. 100523 

Number of days 
till copulation 
after pairing 

Pregnancy 
(+) or 
non-pregnancy 

(・)

Copulation 
(+) or 
non-copulation 

(・)

lndividual reproductive functions of male rats and female rats 

Pairing 
Male 
No. 

Number 
of 
estrus 

(Control group) 
Administration 

Appendix 59・1

Female 
No. 

14 
E笠2
7 

+
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F01162 
Number of fema1es 

Mean 
8.D. 
% 

Whene石而scontinued for 2 consecutive days or more， it was counted only once. 
a): Copulation ind飢(%);(Numb釘 ofpairs with successful copulationJnumber of pairs)x 1 00. 
b): Fe代i1ityindex (%); (Number ofpregnant females/number ofpairs with successful ∞pulation)x 100. 
P: Pro-estrus， E: Estrus， M: Meta-estrus， D: Di-estrus， +: Copulation. 
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Study No. 100523 

Number of days 
ti1l copulation 
after pairing 

Pregnancy 
(+) or 
non-pregnancy 

(・)

Copulation 
(+) or 
non-copulation 

(・)

Individual reproductive functions of male rats and female rats 

Pairing 

Male 
No. 

Number 
of 

estrus 

(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
Administration 

Appendix 59-2 

Female 

No. 

14 
E笠2
7 

E笠2
17  14 

DPEDDPEMDPEDDP 4 + + M02201 3 F02251 

EDDDDDDDDDDDDDD M02202 3 DPEDDPEDDDEDDP F02252 

4 + + EDDP+ M02203 

M02204 

3 DPEDDPEMDPEDDP F02253 

+ + D+ 3 DDPEDDPEDDDEDD F02254 

F02255 + P+ M02205 3 DDPEDDPEDDPEDD + 

P+ M02206 3 DPEDDPEMDDEEDD F02256 + + 

+ + P+ 

P+ + + 

D+ 

F02261 

F02262 
Number of femaJes 

Mean 
S.D. 
% 

Significance 
Statistical method DT 

When estrus continued for 2 consecutive days or more， it was counted only once. 
a): Copulation ind侃(%);(Number ofpairs with success削 copulationlnumberof pairs)x 100. 

b): F剖 ilityind目(%);(Numb釘 ofpregnant females/number of pairs with successful copulation)x 100. 
P: Pro-estrus， E: Esけus，M: Meta-estrus， D: Di-estrus， +: Copulation. 
DT: Analysis by Dunnett type mean rank test. 
CHI-2: Analysis by chi-square test(2x2). 

UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 

+ + 

D+ + + 

M02208 
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M02207 3 

-d弓

3
今
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F02257 

F02258 
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3 
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4 
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12 
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DT 
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UA 
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Study No. 100523 

Number of days 
till copulation 
after pairing 

Pregnancy 
(+) or 

non-pregnancy 

(・)

Copulation 
(+) or 

non-copulation 

(・)

Individual reproductive functions of male rats and female rats 

Pairing 
Male 
No. 

Number 
of 
estrus 

(silane， ethenyltrimethoxy-group at 250 mg/kg) 
Administration 

Appendix 59・3

Female 
No. 

14 
旦笠2
7 

P+ + + 

DDPEMDDDDDDDDDD 

E+ 

M03301 

M03302 

M03303 

M03304 

E笠2
17  14 

DDPEDDPEDDPEDD 3 F03351 

F03352 4 EDDPEDDPEDDPEE 

3 

3 

EDDPEMDDPEEDDP F03353 

3 

+ 

+ 

+ 

+ DDP+ DDPEDDPEEDDPEE F03354 

2 DP+ M03305 

M03306 

M03307 

3 DDPEDDPEDDDEED F03355 

2 

+ + 

DP+ 3 

3 

DDPEDDDPEDDPED F03356 + + 
P+ DDPEDDPEDDPEDD F03357 + + 

+ D+ M03308 3 DDPEDDPEDDPEDD F03358 

F03359 

F03360 

14 

+ 
EDDDDDDDDDDDDD+ M03309 3 DPEDDPEEDPEDDP 'a-

∞・

F03361 

F03362 
Number of femaJes 

Mean 
S.D. 
% 

Significance 
Statistical method DT 

When estrus continued for 2 consecutive days or more， it was counted only once. 
a): Copulation ind郎(%);(Number ofpairs with successful copulationlnumber ofpairs)xl00. 
b): Fertility ind回(%);(Number ofpregnant females/number ofpairs with successful copulation)x 100. 
P: Pro-estrus， E: Estrus， M: Meta-estrus， D: Di-estrus， +: Copulation. 
DT: Analysis by Dunnett type mean rank test. 
CHI-2: Analysis by chi-square test(2x2). 
UA: Unable to be analyzed be氾ausethe value in the treated group was the same as the value in the control group. 
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Number of days 
till copulation 
a食erpairing 

Pregnancy 
(+) or 
non-pregnancy 

(・)

Copulation 
(+) or 
non-copulation 

(・)

Individual reproductive functions of male rats and female rats 

Pairing 
Male 
No. 

Number 
of 
estrus 

(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
Administration 

Appendix 59-4 

Female 
No. 

14 

担一一… 6 + + M04401 (M04405d
)) 

M04402 

2 F04451 

DDDDDDDDDDDDDDD 今

3

弓

3

弓
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DDPEDDPEDDDEED F04452 

4 + + EDDP+ M04403 DPEDDPEDDPEDDP F04453 

F04454 3 + + DDE+ M04404 DPEMDDPEDDDEED 

DDDDEMDC
) F04455 

5 + + DDDDD+ M04406 2 EMDPEMDDDDDDDD F04456 

+ + P+ M04407 

M04408 

3 DPEDDPEDDDEEDD F04457 

4 EDDP+ 3 PEDDDEEDDPEDDP F04458 

F04459 

F04460 

4 

+ 

+ 

+ 

+ EDDP+ M04409 3 DPEDDPEDDPEDDP 
Ea-

。. 3 DDP+ M04410 

M044 11 

M04412 (M04407c)) 

3 

2 

DDPEEDDDEDDDPE 

F04462 
Number of females 

Mean 
S.D. 
% 

Significance 噂

Statistical method DT 
When estrus continued for 2 consecutive days or more， it was counted only once. 
a): Copulation inde流(%);(Number ofpairs with suc心essfulcゅpulationlnumberofpairs)xl00. 
b): Fertility ind回(%);(Numb釘 ofpregnant females/number of p副rswith successful copulation)x 100. 
c): Death on Day 8 ofadministration. 
d): From Day 1 of pairing. 
e): From Day 4 ofpairing. 
P: Pro-estrus， E: Estrus， M: Meta-estrus， D: Di-estrus， +: Copulation. 
剖伊ificantlydifferent仕omcontrol group (*: P<0.05). 
DT: Analysis by Dunnett type mean rank test. 
CHI-2: Analysis by chi-square test (2x2). 
UA: Unable to be analyzed because the value in the treated group was the same as the value in the control group. 
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(Continued) Observation ofpups (F1) from individual dams Appendix60・1

(Control group) 

DamNo. 
Acaudate 

Extemal 
abnormalities 

鉛。。
0
0
0
0
0
0
0
0
0
0
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(silane， ethenyltrimethoxy-gro叫pat 62.5 mg/kg) 
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Study No. 100523 

(Continued) Observation ofpups (F1)合'Omindividual dams 

(silane， e白enyltrimethoxy-宮山pat 62.5 mg/kg) 
Oam No. Extemal 

abnonnalities 

Appendix 60・2
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DU DT 
(Continued) 

F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of dams 
Total 
Mean 
S.D. 
% 

Significan閣
Statistical method DU DT DT DT UA DT 
Gestation index: +: Dams with Iive pups， -: Pregnant dams without Iive pups. 
a): Numb町 ofdams with Iive pups. 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type m唱anrank test. 
UA: Unable to be analyzed because the value in山etr官atedgroup was出esame as出levalue in the control gr∞p. 
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(Continued) Observation ofpups (Ft)合omindividual dams 

(silan直， e出enyltrime白0味y-group瓜 250mg/kg) 
Dam No. Extemal 

ab岨lonnalities
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(silan氾， e出enyltrime白0味y-gro叫pat 1000 mg/kg) 
Dam No. Length Number Number of Implan- Ges- Number of pups扇 町 Deli-

of of implan- tation tation Live very Birth 
gestation corpora tation index index Total Stillbirths S回 index index 
(days) lutea scars (%) Male Female Total ratio σも，) (%) 
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Signi百cance
Statistical method DU DT DT DT UA DT 
G明tationindex: +: Dams with live pups，・:Pregnant dams without live pups. 
a): Number of dams with live pups. 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
UA: Unable ωbe analyzed because出氾 valuein the trea旬dgro凡Ipwas血lesame as the value in白崎∞n位。1group. 
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(Continued) Observation ofpups (F.) from individual dams 
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Delivery conditions and nursing conditions of individual dams Appendix 61・1

(C冶ntrolgroup ) 
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(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
Dam No. Delivery Nursing conditions 

conditions Days of lactation 
0 1  2 3 

N N N N N 
Non-cゆP叫lation
N N N 
N N N 

Death on Day 8 of administration 
N N N 
N N N 
N N N 
N N N 
N N N 
N N N 
N N N 

10 10 10 
10 10 10 

Delivery conditions and nursing conditions of individual dams Appendix 61-4 
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一ωω

F0445 1 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of dams 
N 

N: Norma1. 
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Study No. 100523 

(Control group ) 

Dam No. Number ofpups Days of lactation 
and general signs 0 1 2 3 4 
Numberofpups 17 17 17 17 17 

Normal 17 17 17 17 17 
Number ofpups 14 14 14 14 14 
NormaI 14 14 14 14 14 

Number ofpups 13 13 13 13 13 
Normal 13 13 13 13 13 

Number ofpups 12 12 12 12 12 
Normal 12 12 12 12 12 

Number ofpups 14 14 14 14 14 
Normal 14 14 14 14 14 

Number of pups 15 13 13 13 13 
Normal 13 13 13 13 13 
Death 2 0 0 o 0 

Number ofpups 14 14 13 13 13 
Normal 14 13 13 13 13 
Death 0 1 0 0 0 

Number ofpups 14 13 13 13 13 
Normal 13 13 13 13 13 

Death 1 000  0 
F01159 Number ofpups 12 11 11 11 11 

Normal 11 11 11 11 11 
lli~ 1 0 000  

Number ofpups 16 16 16 16 16 

Normal 16 16 16 16 16 
F01161 Numberofpups 15 15 15 15 15 

Normal 1 51 5  15 15 15 
F01162 Number ofpups 16 15 15 15 15 

Normal 15 15 15 15 15 
D~h 1 0 0 0 0 

Numberofpups 172 167 166 166 166 

Normal 167 166 166 166 166 
Death 5 1 0 0 0 

General signs of pups (F 1) from individual dams Appendix 62・1

F01157 

F01158 

F01160 

F01154 

F01152 

F01156 

F01153 

F01155 

F01151 
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Study No. 100523 

(silane， ethenyltrimethoxy-group at 62.5 mg!kg) 
Dam No. Number of pups 

and general signs 
Number of pups 

Normal 
Non-copulation 
Number of pups 20 20 20 19 19 
Normal 20 20 19 19 19 
D~h 0o  1 0 0 

Number ofpups 2 2 2 2 2 
Normal 2 2 222  

Numberofpups 17 17 17 17 17 
Normal 17 17 17 17 17 

Number ofpups 15 15 15 15 14 
Normal 15 15 15 14 13 
Death 0 0 0 1 1 

Number ofpups 14 13 13 13 13 
Normal 13 13 13 13 13 
Death 1 0 000  

F02258 Number ofpups 14 14 14 14 14 
Normal 14 14 14 14 14 

Number ofpups 14 14 14 14 14 
Normal 14 14 14 14 14 

Number ofpups 13 13 13 13 13 
Normal 13 13 13 13 13 

N umber of pups 13 13 13 13 13 
Normal 13 13 1313  13 

Number ofpups 9 9 9 9 9 
Normal 9 9 9 9 9 

Numberofpups 146 145 145 144 143 
Normal 145 145 144 143 142 
Death 1 0 1 1 1 

4
一
日
目

General signs ofpups (F)) from individual dams 

Days of lactation 
1 2  3 
15 15 15 
15 15 15 

0
一
日
目

Appendix 62-2 

F02251 
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F02257 

F02261 
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F02262 

F02254 

F02256 

F02255 

-

A

F
凶一

w
'



Study No. 100523 

-
E
胃
3
1
d

J
1
1
 

General signs ofpups (F1) from individual dams 

Days of lactation 

1 2  3 
13 13 13 
13 13 13 

0
一
日
目

Appendix 62・3
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F03352 
F03353 

F03354 

(silane， ethenyltrimethoxy-group at 250 mダkg)
Dam No. Number ofpups 

andgβneral signs 
Number ofpups 

Normal 
Non・copulation
Number of pups 
Normal 
Death 

Number of pups 
Normal 

Number of pups 
Normal 

Number of pups 
Normal 
Death 

Number ofpups 

Normal 
Death 

Number of pups 
Normal 

F03359 Number ofpups 
Normal 

Number of pups 
Normal 

Death 
Number ofpups 

Normal 
F03362 Number ofpups 

Normal 
Death 

Number ofpups 
Normal 
Death 

F03355 

F03356 

F03358 

F03357 
'

h

F
凶
品
・

F03360 

F03361 
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General signs of pups (F t) from individual dams 

Days of lactation 
1 2  3 
14 13 12 
13 12 12 
1 1 0 
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F04454 

F04457 

F04459 

F04460 

(silane， ethenyltrimethoxy-gro叫pat 1000 mg/kg) 
Dam No. Number of pups 

a.nd general sig.ns 
Number ofpups 
Normal 
Death 

F04452Non-copulation 
F04453 Number ofpups 

Normal 
Number ofpups 
Normal 

Death on Day 8 of administration 
Number ofpups 14 
Normal 12 
Death 2 

Number ofpups 12 
Normal 12 

Number ofpups 14 
Normal 14 

Number of pups 13 
Normal 13 

Number ofpups 14 
Normal 14 

F04461 Number of pups 13 
Normal 13 

F04462 Number ofpups 11 
Normal 11 

Number ofpups 129 
Normal 127 
Death 2 

F04455 
F04456 

F04458 
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Body weights (g， per dam) ofpups (F1)合omindividual dams 
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Study No. 100523 

Body weights (g， per dam) ofpups (F() from individual dams Appendix 63-2 
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0 404  
6.2 (9) 9.8 (9) 6.2 (15) 9.8 (15) 

(silane， ethenyltrimethoxy-group at 62.5 mg/kg) 
DamNo. 

140.5 
27.8 
161.6 
126.5 
131.0 
142.4 
135.4 
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126.8 
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0.6 1.2 

DT DT DT DU DU DU 

.••. 
割
、

uaLV 

ゐ

E--
L
民m

 

"
E
 m

 

ρν m
 

ゐ
E
E

・
g
d

白い
w

h
z
p
 

y
w
 

U
一
期
品
川

D

一m
m

-
目

n

-
u
u
 

l

一D
D

l
α
-
v
'
v
d
 

m

e

b

一b
b

誼

C
H
A
-
s
s

引

見

幻

何

百

日

灯

見

mnω
引
臼
一
M
m
L
-
潤

m-m.川

2
2
2
2
2
2
2
2
2
2
2
2
-
o
沼

D
F
K
J
-，u.Lr.

2
2
2
2
2
2
2
2
2
2
2
2
-
汀

h
L
-ほ
2

M

M

m
m
m
m
m
m
m
m
m
m
m
m一山
h
E
-
町山一
h

H

-
w
s
a
一U
T

I

針一
D

D

(6) 

(5) 
(2) 
(3) 
(3) 
(5) 
(9) 
(8) 
(8) 
(9) 
(3) 

t
圃

4
τ
5
1
9
0
5
2
1
1
A
0
6
7
T
1
5
7

h
」

一

Q
h
1
1
仏

9.
仏

n札
口
仏
し
仏

2.一
l

o

-

-町一一

m

l

l

l

-

-

w
一

一

・

1

一

色'-園、‘，，，
d
u

刷、‘.，，、‘.，，、‘.，，、、.，，、‘，，，、‘，，，、‘.，，、‘.，，、‘，，，、‘.，，司

k
-
-
6
L
H
5
2
3
3
5
9
8
8
9
3
-

〕

E

7

、u
r
t
(
r
t
(
(
(
(
(
(
rム

M
一

一

叩

一

.
O
T
I
C
4
5
4
5
3
7
8
3
2
9
7
1
6
8
 

6
ル

5
8
6
6
6
6
6
7
6
6
一1
6

0

o
 

N
 

-mい
凶
J

可'

DT 



Study No. 100523 

Body weights (g， per dam) of pups (F t)企omindividual dams Appendix 63・3

Litter weight 
0 4  

86.3 133.7 

Days of lactation 
Female weight Mean pups weight 
0 404  

6.5 (7) 10.1 (7) 6.6 (13) 10.3 (13) 

(silane， ethenyltrimethoxy-group at 250 mglkg) 
DamNo. 

125.3 
142.9 
164.4 
150.0 
171.8 
146.9 
106.2 
142.3 
151.9 
134.9 

11 
142.8 
18.0 

86.3 
88.7 
108.1 
98.7 
111.0 
106.4 
59.4 
97.6 
100.7 
90.0 
11 

93.9 
14.4 

9.0 (14) 
10.2 (14) 
11.0 (15) 

10.0 (15) 
12.3 (14) 
9.8 (15) 
11.8 (9) 
10.9 (13) 
11.7 (13) 
10土 (13)

10.7 
1.0 

5.8 (15) 
6.3 (14) 
7.2 (15) 

6.6 (15) 
7.9 (14) 
7.1 (15) 
6.6 (9) 
7.5 (13) 
7.7 (13) 
6.4 (14) 

11 
6.9 
0.6 

9.3 (7) 
10.1 (9) 
10.8 (11) 
9.7 (6) 
12.4 (8) 
9.7 (8) 
11.8 (5) 
10.6 (4) 
11.5 (7) 
10.5 (9) 

10.6 
1.0 

5.7 (7) 
6.3 (9) 
7.1 (11) 
6.4 (6) 
7.8 (8) 
7.0 (8) 
6.6 (5) 
7.3 (4) 
7.7 (7) 

6.4 (10) 
11 
6.8 
0.6 

DT DT DT DU DU DU 

F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of dams 
Mean 
S.D. 

Significance 
Statistical method DU 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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Study No. 100523 

Body weights (g， per dam) ofpups (F()合omindividual dams Appendix 63-4 

Litter weight 
0 4  

85.0 117.2 

Days of lactation 
Female weight Mean pups weight 
0 404  

5.9 (8) 9.5 (8) 6.1 (14) 9.8 (12) 

129.6 
134.1 

81.2 
85.5 

10.8 (12) 
11.2 (12) 

6.8 (12) 
7.1 (12) 

(4) 
(3) 

10.4 
10.8 

(4) 
(3) 

107.4 
123.6 
136.4 
140.3 
141.4 
128.4 
127.5 

10 
128.6 
10.5 

事

66.0 
80.6 
93.1 
93.5 
89.6 
88.1 
84.0 
10 

84.7 
7.9 

9.8 (11) 
10.3 (12) 
9.7 (14) 
10.8 (13) 
10.1 (14) 
9.9 (13) 

比立(11) 

10.4 
0.7 

5.5 (12) 
6.7 (12) 
6.7 (14) 

7.2 (13) 
6.4 (14) 
6.8 (13) 
7.6 (11) 
10 
6.7 
0.6 

(6) 
(5) 
(9) 
(8) 
(7) 
(8) 
(6) 

9.9 
10.3 
9.6 
10.6 
10.4 
9.8 
11.5 
10 

10.3 
0.6 

(6) 
(5) 
(9) 
(8) 
(7) 
(8) 
(6) 

DT DT DT DU DU 

(silane， ethenyltrimethoxy-group at 1000 mg/kg) 
DamNo. 

F04451 
F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F04461 
F04462 

Number of dams 
Mean 
S.D. 

Significance 
Statistical method DU DT DU 
Significantly different合omcontrol group (申:P<⑬.05). 
DU: Analysis by Dunnett's test. 
DT: Analysis by Dunnett type mean rank test. 
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Study No. 100523 

Individual necropsy findings of dead pups (F 1) 

A而間車E

Appendix 64・3

(silane， ethenyltrimethoxy-group at 250 mg/k回
Dam No. Number of 

pups Normal Lung 
Atrophy 

g盟並立

0 
0 
0 
4 

(Nu也er)

0 
0 
0 
4 

(Num並立
0 

4 

'a'且

'

且

'

且

-
a
n
u
T

刈
斗

F03356 
F03357 
F03360 
F03362 

Number of dams 
Total 
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か
h
F
M

・



Appendix 64-4 lndividual necropsy findings of dead pups (F .) 

(si1ane， ethenyltrimethoxy-group at 1000 mg!kg) 
Dam No. Number of 

pups 一市ormal

F04451 
F04456 

Number of dams 
Total 

(Nu型並立

2 
2 

1
2
-
2
3
 

-
小
品
凶

E旦単E
Abnormal 

型盟ber)

O 

Lung 
Atrophy 

g盟並立
0 
0 
2 
0 
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Study No. 100523 

Appendix 65・1.lndividual necropsy findings ofpups (F1) 

(Control group) 
DamNo. Number 0f Findings Number 0f Findings 

male Normal Abnormal Kidney female Normal Abnormal 

pups Dilatation， pelvis pups 
(Number) (Number) (Number) (Number) (Number) 

F01151 8 8 。 。 9 9 。
F01152 10 10 。 。 4 4 。
F01153 10 10 。 。 3 3 。
F01154 5 5 。 。 7 7 。
F01155 10 10 。 。 4 4 。
F01156 8 8 。 。 5 5 。
F01157 5 5 。 。 8 8 。
F01158 3 3 。 。 10 10 。
F01159 9 9 。 。 2 2 。
F01160 9 9 。 。 7 7 。
F01161 9 9 。 。 6 6 。. 
F01162 8 8 。 。 7 7 。

t Number of dams 12 12 

Total 94 94 。 。 72 72 。
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Appendix 65・2.lndividual necropsy findings ofpups (F，) 

山一。
(Number) 

9 

Kidney 
Dilatation， pelvis 

型盟並立。型umber)町一
6

。
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U
A
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U
A
U
A
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14 
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Non-copulation 

5 
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3 
3 
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9 
8 
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9 
3 
11 
61 

F02251 
F02252 
F02253 
F02254 
F02255 
F02256 
F02257 
F02258 
F02259 
F02260 
F02261 
F02262 

Number of dams 
Total 
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Appendix65・3. Individual necropsy findings ofpups (FJ) 
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Non-copulation 

7 
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4 

11 
67 

F03351 
F03352 
F03353 
F03354 
F03355 
F03356 
F03357 
F03358 
F03359 
F03360 
F03361 
F03362 

Number of dams 
Total 。81 。。67 
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Appendix 65-4. Individual necropsy findings ofpups (F() 
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Non-copulation 
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Death on Day 8 of administration 
5 5 
7 7 
5 5 
5 5 
7 6 
5 5 
5 5  
10 
60 

(Number) 
4 F0445 1 

F04452 
F04453 
F04454 
F04455 
F04456 
F04457 
F04458 
F04459 
F04460 
F0446 1 
F04462 

Number of dams 
Total 。64 59 

B

。
ム
叫
・



Study No. 100523 

ビニルトリメトキシシランのラットを用いる

経口投与による反復投与毒性・生殖発生毒性併合試験
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