& 14041257001-%% & page 1/6
RiTH

ARAESE

—BIAELEA

HAR@ATT 7

ERBERBR T AT2E B

FAB Yty y—cR S nE ERREICOVTRBLEBRE Z85VWELET,

ANFRERINGT I 2R F-DRERPERT ) KAV,



 14041257001-%% & page 2/6

73 2 A B R — KRR R

S 5

RATERERAEEE#IKL LT, OECD Guideline for the Testing of Chemicals
404(2002) iz L, DHXERVIER—RBEKERABRETo %,

BEE VS ICORERCHEERASMAEER L, ToFR REZISMNCLHT
EECEE~ o) LEMESRONN, 48RMNE TITHELE,

150 10993-10 Biological Evaluation of Medical Devices-Part 10(2010){Zf- TR *—
RWFES T v 2 AP LL)IR0.1E R,

BEDZENnG, vFERVLER—KERERRICE T, RETTEUNE OR%
AbbvoERMmEn,



—

B 14041257001-%% % page 3/6

(8
BA&#t J-STYLE

® &
77 RIS RK T i
AR - BBk

B ERR
—REHEAR ARSIV 7 — SEWER
HRELET kLT ELLELS

BB
2014#05708H ~ 00005007001

HEEM
BRIz 2T, OECD Guideline for the Testing of Chemicals 404(2002) ¥4, o
FXEBTHIEM—RUFEEF~5,

HREEH

HARAREYIX LT < AEXEENCMAL, AN LOFRETLT-T—
BRBIZREORNI L LRB LK, SEEXRARICERLE, ARBHIIFRPM Y — Vil
BlicmE L, iR22 T2 T, MURMIZEM/B L LEAFRICEWTHEE LE, AR
vH¥ - EAEy PHEREHRCE, AV = I AVBRIREASH]ILERES L, K#
KiEAEKE B @RS EE,



 14041257001-%% % page 4/6

7 RENiE

ARBBHOABEDRELHABROM2EFMATIIH R LA,

HREBHITIZ %, #6 c’OmMMTIBREREL, £0 I H2HFITIXIT —VOEH
$HERVWT, BRFTHELRZVE I CALBICHTEROT Y@L (FEEWN), o
QAT kAL (R & LT,

$92 cuX3 cmiZIRMF L AN —E Ny F IR0 S al 2 B—ICBH L, RERVAEZRO
ZIEFTOCERALER, wAF 74 92 R n—N[TArTHASRICHAELE, ¥
f, Ry FREREEMTILEIE, BRIV =AY —VANTF—F[R)—xh A~
WA THRAZRITRELE. BYORERUASEMIIHME L,

EARMITAEME L, Fo& Ay FERVRE, SHRULENAKTHERLE, BE
1, 24, BRUTEMBBELTY, R1ER-> THBRGORALERLE,

F7, 150 10993-10 Biological Evaluation of Medical Devices-Part 10(2010) {ZfE»
T, Ny FRE®R, BRUNEMORAELEHLTOTRL, FL4eRRBHOTHE
BHL TR, VT2 AP LL)EL, B20RLEEECESE, REOHSHE
DFEETo,

2P, RERMEREURBETHRIREDHOSELNELE,

8 HRERHERE-IRKY
1) REBHOD
RERIFEMCEERVAEEM TR0 &) LK (RK)BRONLMN, 2465010
BIEELRE (RED L2Y, BRMIZHEELE. FTo&NEREIRONA MoK,

2) RBRBHQ
RERIEMIZKERVTSEMCRo& ) LK (RE)BRONEN, 245MIZH
kL, TOHMFERGIRONLEN T,

3) HEBHO
BRERIBEMCEERCAEEMCHSCEE LK (AR BROALDN, 2450z
kL, FORMEELIROALN T,
BARENORBULPLLLIE, 015788,

B, VTNORBRBHICEVTLRELEOBRERUA SR TIL, BRHIMLEL TH
MERGHROA Do,



& 14041257001-%% % page 5/6

9 & R

Bz 21T, OECD Guideline for the Testing of Chemicals 404(2002) (¥E8L, ¥
$ELERVSER—REFERABR LT,

TORE RERIEMCIZATHBCEE~To& ) LELHAROALN, 48FMF
TRHELE,

IS0 10993-10 Biological Evaluation of Medical Devices-Part 10(2010) - TR
E—RUBES T2 AP LL)I0.1E R0,

UEDZEnG, 7HXFEAVSEN—RMEERBIZE VT, B EIENEE ) O
KA b LFMENE,

10 LR
180 10993-10 Biological Evaluation of Medical Devices-Part 10 : Tests for

irritation and skin sensitization (2010).

£-1 BERRG O

HLH R UREOTH,
IR L cvrrseowsa T o v o NP om0 v vavswnens oncmramwryvassvessyyevesd 0
HECEERALIE (15 ) LTRBITES) oorverremesos s 1
e D AN R T 2
U A 1 e e M U i 3
BIEALHE (75 22) 70 b ALIE DR A BT BRB DTG, - vovooeeeoenes ¢

[ 4]

* B, RE, KWE MEFORDIIEAREL LTRARUCHELE,

BEOF
ﬂEfIL ........................................................... 0
ERCEERBEDAD CTHMUTED) covvrerrerrrrrararenianion. 1
BEEZE(I-&) LARRE LOVRARIMBITED) oo 2
S IR (B9 mmDBERE) v v 3
PR (1 mnld kDR & RBEEEEBATIEMRY) ~ovverreeees 4

(R 4]



% 14041257001-% & page 6/6

®-2 oYX BIH—KMRREOHNT T —

REOAFIY — P.LL
bk i 0~0.4
EELAE R 3 0.5~1.9

o 55 O M) B 2~4.9
AU 5~8

®-3 REBHOEKE (B : kg)

BB Eat b HE TR
@ 3.18 3.32
@ 3.38 3.46
@ 3.21 3.34

F-4 EREEORAHSE

RRHHD RERDHO REEHE
i i3 s # 1 s #& &
1R 2/0 2/0 2/0 2/0 1/0 1/0

2485 1/0 1/0 0/0 0/0 0/0 0/0
4885 M) 0/0 0/0 0/0 0/0 0/0 0/0
T21EM 0/0 0/0 0/0 0/0 0/0 0/0

S ITECRE - i B/ FEOMICR L,

B ik



