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b 5N T

FEFRECBNTHEHR, BEEELIVHERSGFRET, HBRPEREOREIZR
SN Tz,
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BB LR EIY & HIC 1000 mg/kg/day LA b & HERE i,



PPL mik w5 #: 40103

=

i

[l

~

Bl A ROREHICETL2HEERARO—REL T, SUBRMEE S bOSHET 14 B,
HETIZZOBEMFZET 35 0L, #ECIAN, HRMB S LW 3 BETEL TH
5L, ABCH T 5REZREEEBIUEMBEFERCRIITESII DL TR L.

. BR M OB B KO F

1. #E8BWE

K DRI NZELT 1 F (Lot No. FE 97 wt%) ZRBRICER L
o, AEBYEIRKAAERRRTHHEMFER D). ARERBTOEBRYEOLEEIZIDNLTIE,
FRBOREGEHMK TRICLEORBEICTHNZTT>ER, REMMPELEETH- T &
DRI NIRRT ER 2). BRI ANEFAFIENT—2Z - F 5™ L(CMC-Na) (Lot
No. MIH1784, FH T4 FAZKRRE® 05 %AEKREER L. 28, #HHRUWES IO
ARERIZERTHERYVEEOREEICREL, #RYHICIDOLTIIEHTRERERICLEA %
ANREL .

2. EREBMBIEEFERNE
8 IAE D Crj:CD(SD)IGS 5 v b+ (HAEF ¥+ —JL A - YN—bkXEth) 2 Mm% 5SS AL, 13
HEO®EE - Bt &> 7. ZOMRBPIC—RIREOBRB LUK ERE 2T, BEMNZN
TEEMRLEDS, MMS 48 PLAEEIKL, 10 BEEmTHERICER L. 28, H5HBREO
KRBT T 346.1~412.1 g, T 222.7-272.1 g TH-o7=. ELIRE 2422 °CEFEHiH 21~27
°C), 1RS¥ 5510 B(AFEEIM 35-75 %), BEBH 12 BRRICTFAT 7 B ~2F1% 7 B3 L UM RE £ 13~15
E/RFICEREL N 7 — 2 A7 4L C RBEEE 86 #H)THME L. BRE - BIENE L 2~3
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BHCRE-1, AU T 7 LB LKt %, BAKLIKEERES Y T LZERNUE 2 ppm)
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- s g | i | Ea B
wgp | CoR | RE g o | BET
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J— . . S s 12 | s01-512
- 2!l 12 551~562
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oh fH 8 Bt 300 6 5
1 2 12 575~586
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100] ZEHL-. WE 4 AKHEROERE LTIV T TRMBIES &, 3/E - Mk
RIRMBEE T/, £/, HERCGEERRUELRESINCONTIE, SRE—ERLT
Ty ) —)VIZETRE L.

7. WEEHEEAT

hE, BiE TEMEAR HEANREECEHEAY), $EER, AELREHERE, R
HIR, B, ERENR, RHERE HEERERBIVEERAKBIIDONTIE, SHIEIFE
Bl &R R, SRR S HERME B SR T RO —M % Batlett IEIC I DARE L 7=,
S EA—72551E, Dunnett DX BB EZ AL THBEE OLEETTYL, SEAE—TR
WB AL, Steel DZELBEREEAVTHERHLOKEZIT-Z. WTHOBELHEIKES
1 BXNS %EL, mMMREE Uk, F, KBE, ZhE, HEFEBIUHLEROHELIZDON
TR KREICLD, BRE, EE, HEEBIUHELD 4 BOEFRIZDWTIE Wilcoxon
DONEALFIRREIC L O, FREMAMFREIZ DNV TIZ Mann-Whitney @ U BREICL D X & &%
EHMOEKRETo/. WTNORGHEEKEEZ 5 &L, B, HERIETIHEBE
WDOWTIE B TR L /2.
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S ERE F THREBIZIRENA S /NS, 1000 mgkg HETIEEHEDA AIdA N TW W &
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{KTEHERE % Fig. 1,2, Table 3,4 &£ 78 Appendix 3,4 12 L 7-.
eSS, HRYERSHEMBROEIZEER IR S Mo Tz,

3) &
{BAHE % Fig. 3,4, Table 5, 6 35K Appendix 5, 6 1257 L 7=.
HTIE, HBRMEREGHEMBHOBICAERERERRD S NAh o7,
tETIE, 1000 mg/kg BF TG 2 HICHEEEE & LE U THEAEKENED S/,

4y Bk
LR DAEH % Table 7,8 3 LN Appendix 7, 8 IZ R L /=,
HTIE, 100 BLTX 1000 mgkg B#EDOHX | FITRE EEROFEOGETHNA S5, 300 mg/ke B
D 1 G THIEREE DR E(—MIRETHSNZWHOIHE)NFRD S /.
i Tid, 1000 mg/kg BED 1 HITHERE T O A AR (—RIKETH SN FTOEE)N
R BTz

5) BEEE
HREHEBOHREZ Table 9, 10 B LN Appendix 9, 10 (TR L /=,
MEHE S b, WEBRYBERSEEMNEROMICERREZIRD SN 7.

6) FRIBFHALFROMRE

HEDREHRE R % Table 11 3K Appendix 11, BfDRZE# E % Table 12 3 XX Appendix 12
NN YA

100 }7X 1000 mg/kg BED&HE 1 FITHEE LIRD M FRZEMEAT, 1000 mg/kg BEDME 1 HIZH,
MRIEMERD Sz, 728, WIRMICIEMNA S/ 300 mgkg #EOHE | # T, HEZBIoL
{Lix@BHeniam-7z.



Y
N

PPL

I
o

hH = 40103

S
7
&

2 AmEFESEME
) HERES XU EGERE T RE
P EBRE S L U AETEEE IR E DFAE % Table 13 3 X O Appendix 13, 14 125 L 7=,
HERABRETIE, KRYBERSHEMABEOBM TREBRANICEE2EAZRZD S N7
A FEREIIRE T 1000 mg/kg BED 1 #LEBROWTIRTIZIKRMA SN, REITIEEA R
S, LMo T, KR MERE, 100, 300 35X 1000 mg/kg #8TENFH 100, 100,
100 §7891.67 %, ZHRERIIWTNORIZEBNTS 100 2TH0, B SR ERSE S
OEICEEREFERDoNho . o, ZERMEHHIIBWTY, M- GHRMER
ERCOMICAEERERRD SRz, 728, 1000 mgkg HORIZRBFTIE, MEsD
FHEBOHRPB LUV EABFREIBVWTELRASNT, SHREORMNERET SR
B sNahoTz.

2) pPrBLUHMENMHEE 4 HEORERSICHEREE

3B L O E R E O % Table 14 3208 Appendix 15 |2/ L 7-.

SR DORETIE, 100 mg/kg B TR & Lk U THIRBM OB R ERN A S 17205
W, BB, HEKE HERK AR, FERK MHFEISRE, sEE, HE
ERLUHFERDELRICEMBEEERYERSHEOMTHEREZZZRD SN2
FEROABZREICBVLTS, FREIDEFEIRO SN, L.

WEMORETIE, HEROWE 4 BOEFRE KLUEE TR SRRy E 58 OM
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By 1 ZOEZEHICHAT2HEERARO -RELT, 2iH 14 BRI, ETHEEOERE M
Z@E 35 HiE, TR, ERAMSIOWE 3 BETRL TROEKS L, BEaWmiox
TORERFEEEIOCEMELEFSEICI OV TR L.

1 RiEGHEERR

SROMR S BT OREZIRD SN o7z, —RUIKEETIZ 1000 mg/kg BEOHE | Fl THa sk
DETOMEE BB TEIETORKEBGEEENRA SN, MBEIREIZB W THRHBREE L 2k X
N, ZOEKIZDOWTIE, 1 FIOHOELTHS I L, £/, BU SD Z7 v ~OREEE O
TOHRREORENHDZEMS Y, HBRYWEHRSG SHAEDTWERNELEEZ SN,

HETIR, 5HMEZEC THRYBERSGHIHEFLIOMICEEARAZIIRD SN -
EAHETIE, 1000 mgkg BEOME TS 2 HICHBE S L TAEREBAZSN/A, —@
HOLBTHY, KEICEHRIASN TRV EMnS, ERYERS EEOLRWLERENZE
fbEEZ SN,

FREFHRRAE T, EdRLAEWIHE TOKEEEZEDIEA, 100 35 KT 1000 mgkg #OR# %
| FITHREEAOEAGEETNASN, RHEASERETIIBE LAOR FRFENED ST
2. ZOBLIZDNTIE, BHEHEBEBENMEWI ECYMRMORIZRKED T v b TIHEHRREEMIZ
HoNBELTHBIEMS, KBRMERT EOEEDLWELLEEZ SN,

UEDEDIZT, WINO#HBYERSEIIBLWTHHRYEORERGICLHEEITD S
NI ENS, FRBREGTIBIARERSERCE T IMPERIIMH S-S 1000
mg/kg/day LA b L HERR A N7z,

2 ERFEAE B

HE o EmbgEeIc B LT, EEEE, R ERK AR, ZEE FRREBIW
SHRBIIERVERFOEZBIIRD SOBh o7z

SRR OB T, IR, theER, HpEWREK, A4, FrElRE, e R RIKE, S
EEBIUHEROIERICKRYERGOREIHONT, ARRFOREDED oNn-
7. WENOERTIE, WERDOER 4 BOETFRBIUKEIHRMER FOZEIIRD S
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Fig. 1 Mean body weight changes of male rats treated orally with silicone nitride
in the preliminary reproduction toxicity screening test
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Fig.2 Mean body weight changes of female rats treated orally with silicone nitride
in the preliminary reproduction toxicity screening test
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Fig. 3 Mean food consumption of male rats treated orally with silicone nitride
in the preliminary reproduction toxicity screening test
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Study No. 40103

Table 1§ Clinical signs of male rats treated orally with silicone nitride in the preliminary reproduction toxicily screening test

Group Days of treatment

and Clinical sign

dose 1 2 3 4 5 6 7 8 9 10 11 12 13 14

0 mg/kg Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12

100 mg/kg Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12

300 mg/ke Number of examined 12 12 12 12 12 12 12 12 2 12 12 12 12 12
No abnormality 12 i2 12 12 12 12 12 12 12 12 12 12 12 12
Loss of hair 0 0 0 0 0 0 0 0 0 0 0 0 D 0

1000 mg/ke Namber of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 iz 12 12 12 12 12 12 12 12 12 {2
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Tabie 1 - continued

Clinical signs of male rats treated orally with silicone nitride in the preliminary reproduction toxicity screening test

Study No. 40103

Group Days of treatment

and Clinical sign

dose 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29

0 mg/Ke Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

100 mg/ke Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 i2 12 12 12 12 12 12 12 12 12 {2 12

300 mg/ke Namber of examined {2 12 12 {2 12 12 12 12 12 12 12 12 12 12 {2
No abnormality 11 11 Il 11 11 11 11 11 11 11 11 11 11 11 11
Loss of hair 1 1 1 | 1 1 1 1 1 1 1 1 1 ! 1

1000 mg/kg Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
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Table | - continued

Clinical signs of male rats treated orally with silicone nitride in the preliminary reproduction toxicity screening test

Study No. 40103

Group Days of treatment

and Clinical sign

dose 30 31 32 33 34 35 36 31 38 39 40 41 42 43 44

0 mg/ke Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

100 mg/ke Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormalily 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

300 mg/kg Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 11 11 11 11 11 11 11 11 11 It 11 11 11 11 L1
Loss of hair 1 1 | 1 1 1 1 1 I { 1 1 1 [ 1

1000 mg/kg Naumber of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
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Table 1 - continued

Clinical signs of male rats treated orally with silicone nitride in the preliminary reproduction toxicity screening test

Study No. 40103

Group Days of treatment

and Clinical sign

dose 45 46 47 48 49 50

0 mg/kg Number of examined 12 12 12 12 12 12
No abnormalily 12 12 12 12 12 12

100 mg/kg Number of examined 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12

300 mg/ke Number of examined 12 12 12 12 12 12
No abnormality 11 11 11 11 11 11
Loss of hair | 1 1 1 1 1

1000 me/ke Number of examined 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12
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61

Table 2 Clinical signs of female rats treated orally with silicone niiride in the preliminary reproduction toxicity screening lest

Group Days of treatment

and Clinical sign

dose 1 2 3 4 5 6 1 3 9 10 11 12 13 14

0 mg/kg Nomber of examined 12 12 12 12 12 12 12 12 12 i2 12 12 12 12
No abnormality 12 12 i12 12 12 12 12 12 12 12 12 12 12 12

100 mg/kg Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12

300 mg/ke Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 i2 12 12 12 12

1000 mg/kg Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12




Table 2 — continued

Study No. 40103

Clinical signs of female rats treated orally with silicone nitride in the preliminary reproduction toxicity screening test

Group Days of treatment

and Clinical sign

dose 15 16 17 18 19 20 21 22 23 24 25 26 217 28 29

0 mg/ke Number of examined 12 12 7 7 3 1 1 1 1 0 0 0 0 i} 0
No abnormality 12 12 7 7 3 1 1 1 1 ] 0 ] 0 0 G

100 mg/kg Number of examined 12 12 9 8 1 | i 1 1 1 1 1 1 t I
No abnormality 12 12 9 8 7 { 1 1 1 1 i 1 L | 1

300 mg/ke Number of examined 12 12 1 8 4 ] 0 i} ] t ¢ ] 0 0 0
Ne abnormality 12 12 11 8 4 0 0 0 0 0 0 0 ] 0 0

1000 mg/kg Number of examined 12 12 12 11 5 1 1 1 1 ] ] 1 l l 1
No abnormality 12 12 12 11 5 1 1 1 1 1 1 1 1 1 1

0e



Table 2 - continued

Study No. 40103

Clinical signs of female rats treated orally with silicone nitride in the preliminary reproduction toxicity screening test

Group Days of treatment

and Clinical sign

dose 30 31 32 33 34 35 36 37 38 39 40 41 42 43 44

0 mg/ke Number of examined 0 0 0 0 ¢ 0 0 0 0 0 0 0 0 0 0
No abnormaiily 0 0 0 0 0 0 0 0 0 0 0 0 ] 0 0

100 mg/kg Number of examined 0 0 0 0 0 0 0 0 0 0 0 0 ] 0 0
No abnormality 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

300 mg/kg Number of examined 0 0 0 0 0 0 0 0 0 0 0 1] 0 ¢ 0
No abnormality 0 ] 0 0 0 0 0 0 0 0 0 0 0 ¢ 0

1000 mg/ke Number of examined l I 1 { 1 1 1 1 1 1 1 1 1 1 1

No abnormality

¥4



Table 2 - continued

Study No. 40103

Clinical signs of female rats treated orally with silicone nitride in the preliminary reproduction toxicity screening test

Group Days of treatment

and Clinical sign

dose 45 46 47 48 19 50

0 mg/ke Number of examined 0 0 0 0 0 0
No abnormality 0 0 0 0 0 0

100 mg/ke Number of examined 0 0 0 0 0 0
No abnormality 0 0 0 0 0 0

300 mg/kg Number of examined 0 0 0 0 0 0
No abnormality 0 0 0 0 0 0

1000 mg/ke Number of examined 1 1 1 1 1 !

No abnormality

2e
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Table 2 - continued

Study No. 40103

Clinical signs of female rats treaied orally with silicone nitiride in the preliminary reproduction toxicity screening test

Group Days of gestation

and Clinical sign

dose 0 | 2 3 4 5 6 7 8 9 10 11 12 13

0 mg/kg Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 ) 12 i2

100 mg/ke Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12

300 mg/kg Number of examined 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12

1000 mg/kg Number of examined 11 11 11 11 Il 11 11 11 11 11 I 11 11 11
No abnormality 11 11 11 11 11 11 11 11 11 i1 11 11 11 11
Integumentary mass 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Table 2 - continued

Study No. 40103

Clinical signs of female rats treated orally with silicone nitride in the preliminary reproduction toxicity screening lest

Group Days of gestation

and Clinical sign

dose 14 15 16 17 18 19 20 21 22 23

0 mg/kg Number of examined 12 12 12 12 12 12 {2 12 12 5
No abnormality 12 12 12 12 12 12 12 12 12 5

100 mg/kg Number of examined 12 12 12 12 12 12 12 12 12 1]
No abnormality 12 12 12 12 12 12 12 12 12 0

300 meg/kg Number of examined 12 12 12 12 12 12 12 12 12 6
No abnormality 12 12 12 12 12 12 12 12 12 6

1000 mg/ke Number of examined it it it 1 It 1t I 11 it 3
No abnormality 11 11 11 11 10 10 10 16 10 3
Integumentary mass 0 0 0 0 1 1 1 1 1 0
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Table 2 - continued

Study No. 40103

Clinical signs of female rats treated orally with silicone nitride in the preliminary reproduction toxicity screening fest

Group Days of lactation

and Clinical sign

dose 0 1 2 3 4

0 mg/ke Number of examined 12 12 12 12 12
No abnormality 12 12 12 12 12

100 mg/kg Number of examined 12 12 12 12 12
No abnormality 12 12 [2 12 12

300 me/kg Number of examined 12 12 12 12 12
No abnormality 12 12 12 12 12

1000 mg/ke Number of examined 11 11 11 11 11
No abnormality 10 10 10 10 10

Integumentary mass

1

1

1
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Study No. 40103
Table 3 Body weights of male rats treated orally with slicone nitride in the preliminary reproduction toxicily screening test

Group and dose 0 mg/kg 100 mg/ke 300 mg/kg 1000 mg/ke

Body weight (g)

Days of ireatment 1 373.6x 15.2 (12) 315.4x 17.6  (12) 3726+ 16.3 (12) 3726 15.7 (12)
4 389.4x 16.9 (12 1.6+ 19.0 (12) 390.0+ 19.5 (12) 390.6+ 19.0 (12)
8 406.0x 19.8 (12 403.7x 2.0 C1D) 401. 4% 23.5 ( 12) 404. 4% 22.8 (12)

11 420.8%+ 21.8 (12) 418.8x 22.0 (12) 418. 1+ 23.6 (12) 419. 1+ 24.6 ( 12)
15 4295+ 245 (1D 426.9+ 24.2 ( 12) 424.0x 27.1 (12) 428.0£ 283 (1)
18 436.3+ 25.7 (12) 436.3%+ 23.6 ( 12) 4370 27.0 (12) 435. 6+ 27.3 ( 12)
22 449.9+ 23.6 C( (D) 452. 4% 26.9 (12) 450. T+ 28.3 ( 12) 450.1+£ 29.9 (1D)
25 4578+ 25.6 (12 463. 0%+ 28.4 (12) 461. 3% 30.6 ( 12) 458. 3+ 3.0 (1D
29 470. 7+ 271 (12) 475.5% 32.8 ( 12) 474.2+ 32.9 (12) 472.0+ 31.3 (1)
32 480.8+ 27.6 (12 486.3£ 36.2 (12 485.2+ 35.7 (1D 481.9+ 33.4 (1)
36 492. 8%+ 29.1 (12) 498. 6+ 38.6 ( 12) 496. 1+ 347 (1D) 494. 4+ 34.8 (12)
39 5010+ 305 (12 507. 1+ 42.0 (12) 507. 1%+ 375 (12) 505.4+ 37.8 (12
43 509. 7+ 3L.4 (12) 515.3+ 41.3 (12) 5169+ 37.5 (12) 514, 2+ 37.4 (1D)
46 516 t+ 3L6 (12 §22.4x 42.2 (12) §23. 0+ 37.8 (12) 523.9+ 385 (12
50 526. 1% 33.0 (12) 532.4% 45.5 (1D 5353+ 39.0 (12) 536. 4+ 41.6 (12)

Not significantly different from control
Values are mean=*S D and the values in parentheses represent the number of animals.



Study No. 40103
Table 4 Body weights of female rals trealed orally with silicone nitride in the preliminary reproduction toxicity screening tesl

Group and dose 0 mg/kg 100 mg/kg 300 mg/kg 1000 mg/kg

le

Body weight (g)

Days of treatment ] 241. 84 13. ¢4 (12) 2423+ 14.9 (12) 242.5+ 15.8 (12) 240.5+ 13.5 (12)
4 247. 6% 16.7 (12D 245. 4 17.1 (12) 2512+ 173 (12) 249. 9% 14.5 (12)
3 256. 6% 20.7 (12) 2579+ 21.0 (12) 259.3+ 18.9 (12) 256. 74 16.2 (12)
11 264. 2%+ 22.4 (1D) 264. 1+ 24.8 (12) 265.6+ 22.1 (1) 260. 6+ 16.8 (12)
15 268. 8+ 249 (12) 267.9x 27.4 (12) 269.9+ 23.0 (12) 264.3+15.5 (12
Days of gestation 0 278. T+ 26.4 (12) 282.9+ 30.5 (12) 279. 8+ 22.3 (12) 276.3x 22.3 (1D
7 305.3+ 25.0 (1) WL T+ 27.6 (12 3101+ 27.0 (12) 3031 17.0 (1D
14 338. 2+ 24.4 (12} 339.8+ 36.5 (12) 342.6+ 29.9 (12) 3335+ 15.3 (1)
21 431. 2+ 31.2 (12) 4344+ 45.4 (12) 4279+ 40.7 (12) 428. 94 15.0 (11
Days of lactation 0 Jog6. 6+ 347 (12) 309.3+ 38.2 (12) L1310 (1D 298 1+ 14.2 (1D
4 32607 31T (12) 325.4+ 35.4 (12) 327.2+ 26.4 (12) 326.3+ 14.6 (1D

Not significantly differenl from control.
Values are mean=S.D. and the values in parentheses represent the number of animals.
One animal (1000 mg/kg) did not copulated



Stody No. 40103

Table 5 Food consumplion of male rats treated orally with silicone nitride in the preliminary reproduction toxicity screening tes!
Group and dose 0 meg/kg 100 mg/ke 300 meg/kg 1000 mg/kg
Food consumption (g/day/rat)

Days of treatment 2 279+ 25 (12) 2.4 3.3 (12) 2.5+ 2.2 (12 2.1+ 4.3 (1D
4 2.3 1.8 (12) 2.1+ 35 (12) 283+ 2.7 (12 2.9+ 3.4 (12)
3 8.3+ 2.2 (12) 2.9+ 3.3 (12) 281229 (12 278+ 3.5 (12)
11 2.3+ 2.7 (1) 26,8 41 (12 280+ 2.7 (12) 2.6 2.4 (12)
15 28.2+£ 2.7 (12) 2.4 3.8 (12) 28.2+ 3.4 (1) 28.6 3.4 (12)
30 .6 3.7 (12) 2.9+ 43 (12) 29.3+ 2.8 (12 286+ 2.2 (12
32 8.5+ 2.1 (12) 29.0+ 59 (12) 8.8+ 3.1 (12 29.2x 2.5 (12
36 28.0+ 3.4 (12) 2.2+ 40 (12 28.9+ 2.3 (12 291+ 2.7 (1)
39 7.1 2.2 (12) 26,9+ 44 (12) 2.0+ 2.8 (12 291+ 3.7 (12
13 7.5 1.9 (12) 26.8+ 3.7 (12) 207 2.1 (12) 2132 2.2 (12)
46 2.7 21 (1) 2.5+ 2.9 (12) 8.7+ 2.9 (12) 297 31 (1D
50 2.7 2.2 (12) 28.0+ 43 (12) 9.6+ 2.8 (12) 29.3+£ 3.3 (1)

Noi significantly different from control.

Values are mean=S.D. and the values in parentheses represent the number of animals.



Study No. 40103
Table 6 Food consumption of female rats treated orally with silicone nitride in the preliminary reproduction toxicity screening test

Group and dose 0 mg/kg 100 mg/ke 300 mg/kg 1000 mg/kg

Food consumptlion (g/day/rat)

Days of treatment 2 19.3+£ 3.3 (12) 198+ 1.8 (12 19.5£ 3.2 (12 16.5+ 2. 6% (12)
4 2009+ 41 (12) 21.2+£ 3.3 (12) 2.8+ 1.8  (12) 2.1+ 25 (12)
8 2.7 43 (12 218+ 4.1 (12) 231+ 1.6 (12) 2.9+ 2.7 (12)
11 20,9+ 3.5 (12) 2007+ 40 (12 21. 4%+ 3.5 (12 196+ 2.7 (12
19 2.5 40 (12) 2003+ 4.5 (12 2.0+ 44 (12 19523 (12
Days of gestation 1 1.9+ 2.0 (12 181+ 22 (12 205+ 3.2 (12 179+ 2.8 (1D
7 2.7 2.2 (1D 225+ 2.7 (12) 221+ 42 (12) 2.3+ 29 (1)
14 22353 (12) 2.5+ 3.1 (1D 220+ 39 (12 214+ 2.7 (1D
21 21.4x 5.4 (12) 237+ 41 (12 2007 6.6 (12) 2.2 5.7 (1)
Days of lactation | 121+ 9.3 (12) 144+ 7.8 (12) 1.4+ 85 (12) 1.1x87 (1)
4 43, 6+ 6.5 (12) 8.5+ 7.4 (12 398 4.0 (12 4.5+ 5.3 (1D

62

% P<0.05 (significantly differenf from control).
Values are mean=£S. D. and the values in parentheses represent the number of animals.
One animal (1000 mg/ke) did not copulated,
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Table 7 Necropey findings of male rats treated orally with silicone nitride in the preliminary reproduction toxicily screening test

Study No. 40103

Group and dose 0 mg/kg 100 mg/kg 300 mg/ke 1000 mg/ke

Terminal sacrifice Terminal sacrifice Terminal sacrifice Terminal sacrifice

Organs and findings Number of animals 12 12 12 12

Genital sysiem
Epididymis
Nodule, 1ight vellow 0 - 1 0 1

Integumentary syslem
Integument
Loss, hair 0 0 1 0

No appreciable changes in all other organs and tissues.
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Table 8 Necropey findings of female rats treated orally with silicone nitride in the pretiminary reproduction toxicity screening test

Study No. 40103

Group and dose 0 mg/kg 100 mg/kg . 300 mg/kg 1000 mg/ke

Terminal sacrifice Terminal sacrifice Terminal sacrifice Terminal sacrifice

Organs and findings Number of animals 12 12 12 12

Inlegumentary syslem
Subcutis
Mass, light gray 0 0 0 1

No appreciable changes in all other organs and tissues.
One animal (1000 mg/kg) did not copulated.
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Study No. 40103

Tabie 9 Absclute and relative organ weights of male rats treated orally with silicone nitride in the preliminary reproduction ioxicity screening test

Group and dose 0 mg/kg 100 mg/ke 300 mg/ke 1000 mg/ke
No. of animals 12 12 12 12
Absolute organ weighls

Final body weight (g) 525.1£33.0 532. 4+45.5 535.3+39.0 536.4+41.6
Epididymides (g) 1.33+0.13 1.28%+0.13 1.26+0. 14 1. 33+0. 05
Testes (g) 3.49+0. 19 3.26%0. 46 3.32£0. 43 3.51+0. 26
Relative organ weights

Epididymides (g/100gB. ¥.) 0.25%0. 03 0.24£0. 02 0.240.03 0. 25+0. 02
Testes (g/100gB. ¥.) 0. 67+0.05 0.61%0. 07 0.62+0. 09 0.66+0. 06

Not significantly different from control.
Values are mean=+S. D
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Table 10 Absolute and relative organ weights of female rats lreated orally with silicone nitride in the preliminary reproduction

toxicity screening test

Study No. 40103

Group and dose 0 mg/kg 100 mg/kg 300 mg/kg 1000 me/ke
No. of anmimals 12 12 12 11
Absolute organ weights

Final body weight (g) 326. T£31. 7 325.4+£35. 4 327.2+£26. 4 326.3 146
Ovaries (mg) 102. 7+16. 2 95.8+13.0 98.8+8.9 98. 7+8.0
Relative organ weighis

Ovaries (mg/100gB. W.) 31.4+3.2 30.7£2.9 30.4+3. 4 30.3%3.2

Not significantly different from control.
Yalues are mean+S.D.
One animal (1000 mg/kg) did not copulated
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Table il

Study No. 40103
Histopathological findings of male rats treated oraltly with silicone nitride in the preliminary reproduction toxicily screening test

Group and dose 0 mg/ke 100 mg/ke

300 mg/kg 1000 ng/kg

Terminal sacrifice Terminal sacrifice

Terminal sacrifice Terminal sacrifice

1z 12
t t+ ++t Total ~ t ++ +++ Total

Organs and findings Number of animals {2 12

- + ++ ++t  Total - + ++  +t+ Total
Genital system
Epididymis an (D
Granuloma, spermatic 12 0 0 0 0 0 1 0 0 14

(0 (12)

% P<0.01 (significantly different from control).
Grade sign: - none; + mild: ++ moderate; ++t, marked

There are no remarkable changes in the testis of all animals in control and 1000 mg/kg groups, and in the integumeni of one animal in 300 mg/kg group

Figures in parentheses are number of animals with tissues examined hisiopathologically.
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Table 12

Study No. 40103

Histopathoiogicai findings of female rats treated orally with silicone nitride in the preliminary reproduction toxiciiy screening fest

Group and dose 0 mg/ke

100 mg/ke 300 mg/keg

1000 mg/kg

Terminal sacrifice

Terminal sacrifice Terminal sacrifice

Terminal sacrifice

12 12
t Ht tHt Total -+t ++t Total

12
t ++ +++ Tolal

Organs and findings Number of animals 12
- + ++ +++ Total
Genital system
Mammary gland )
Adenocarcinoma

) (0

Not significantiy different from control.
Grade sign: -, none; +, mild; ++ moderate; t+++, marked.

There are no remarkable changes in the ovary of all animals in controi and 1000 mg/kg groups.
Figures in parentheses are number of animals with fissues examined histopathelogically.

One animal (1000 mg/kg) did not copulated
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Table 13 Reproductive performance of rais treated orally with silicone nitride in the preliminary reproduction toxicity screening test

Study No. 40103

Group and dose 0 mg/ke 100 mg/kg 300 mg/keg 1000 mg/kg
No. of female examined 12 12 12 12
Estrous cycle 400 0.00 4 00 0.00 407+ 0.17 4. 08+ 0.29
No. of maled
Male 12 12 12 12
Female 12 12 12 12
No. of copulated
Male 12¢ 100 ) 12¢ 100 ) 12( 100 ) 11{91. 67)
Female 12( 100 ) 12( 100 ) 12( 100 ) 11(91. 67)
No. of impregnated © 12( 100) 12( 100) 12( 100 ) 11¢ 100 )
No. of pregnant @ 12( 100 ) 12( 100 ) 12( 100 ) 11( 100
Duration of mating ¥ 275+ 2.05 3. 83+ 3.46 2.92+ 1.00 327 0.65

Not significantly different from control.

a) Values are mean £5.D. (day)

b) Values in parentheses represent percentages to the number of mated.
¢) Values in parentheses represent percentages to the number of copulated
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Table 14 Terminal delivery of Fu dams treated orally with silicone nitride in the preliminary reproduction toxicily screening test

Study No. 40103

Group and dose 0 mg/kg 100 mg/ke 300 mg/ke 1000 me/kg
No. of dams 12 12 12 1!
Gestalional days ¥ 22.42%+ 0.51 22. 00+ 0. 00# 22.50+ 0.52 22.07x 0. 47
No. of corpora lutea Y 16.92+ 1.98 16. 08+ 2. 35 16. 42+ 1. 24 16. 64 1. 21
No. of implantations ¥ 16. 17T+ [.53 15. 42+ 3.20 15.00L£ 3.05 16.45+ .29
Implantation index © 95. 57 95. 85 9]. 37 98. 9]
No. of newborns " 15. 42+ 1.56 14.92+ 2.78 13. 67 3. 11 15.82% 1. 17
Gestation index ¢ 100 100 100 100
No. of stillborns ©

Male 1 1 1

Female 1 0 1 1

Total 2(1.08) 1( 0. 56) 2(1.22) 1( 0.9
No. of live newhorns ” 15. 25+ 1.42 14. 83+ 2.76 13. 50+ 3.03 15.73x 1. 19
Birth index " 94. 33 96. 22 90. 00 95. 58
Sex ratio of }ive newborns # 1. 08( 95/ 88) 1. 07( 92/ 86) 1. 03( 82/ 80) 1. 01( 87/ 86)
Body weight of live newborns (g) ¥

Male on day 0 7.0+1.2 6.4+£0 6 7.1+£0.9 6. 406

on day 4 10.3+1. 4 10.1£1.5 10. 8% 2. 4 9.9+1.3
Female on day 0 6.6%1 2 6.1+0.5 6.6+0 8 6.0£0.6
on day 4 9.7x1. 4 9.8+17 10.2£2.2 9.4+1.4

Viability index " 98. 36 98. 31 99, 38 100
No. of externai anomalies 0 0 0 i

* PC0.05 (significantly different from control).

a) Values are mean =8 D. (day).
b) Values are mean=3S.D.

¢) Implantation index=(Number of implantaiions/Number of corpora lutea) X100

d) Gestation index={(Number of dams with live newborns/Number of pregnant females) X100
e) Values in pareniheses represent percentages to the number of litter.
f) Birth index=(Number of live newborns/Number of implantations) X100.

g) Values in parentheses represent the number of male/female live newborns.

h) Viability index=(Number of live newborns on day 4 after berth/Number of live newborns} XI100.
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