% 20049839001-0201 % page 1/6

2020 £ 07 A 02 H

K | A Japan Global Consulting
PR &1t
—REEHEA fg@@?%
AN P )
HARBR DD
%ﬁﬁ&ﬁ@ﬁﬁgﬁjﬂg@&%
o
TR A~ WERTER R R AR Z 7 Ly b
= e

T Y X & HV D B — IR AR

2020 F 04 A 28 RY o ¥ —lcftHan ERRBREICOWTRHE LR THEVWE LET,

—RREEAN

BEARmIITT)F—



<% JFRL %

% 20049839001-0201 % page 2/6

0 & D B — R M R

2L 9

MEAME R IR EEK Y 7 Ly M &ML LT, OECD Guideline for Testing of Chemicals
404 (2015) |IZ¥EHL L, T H X Z AV 5 EE — RAIMMERBRE 1T o7,

RIR1EE 2 FEEIK500 nLIC AR S, B4 MIEHE L CE b NIERABRIKZ U ¥ F3L o G KR OH
ERBEICARFRASEER Lz, TO/R, REZRLIFMICEMI TIHEFICBRE~IT > & LIZAEN
Rohicny, 48K E TIZHEK LT,

ISO 10993-10:2010, Biological evaluation of medical devices — Part 10IZff-> TR 7=
— WA Ty 7 A (P.1L)F0. 1& e o7,

UEDZ Edb, vFZ2A0DKE—REIMERBRIZE VT, AR TERIBME | o #hks
WCADbDEF ST,

—BETEA

BHARmIT)F—



r
v JFRL

—

¥ 20049839001-0201 5 page 3/6

&k | F
Japan Global Consul tingtiett

i (EN
MERPER SRk Z 7 L v b

= 5 22 il il 5%
— R EIEN B ARE S DITE Z —
WRAENZ ETAIL6T H113E 105

W
e
=
i
el

A B A R
20204F04 A 28 A ~20204£07 A 02 A

AR E Y

BRR1EE 2/ RIK500 LI S &, 50MHEE L TELNERARIKIC DUV T, 0ECD
Guideline for Testing of Chemicals 404 (2015) (Z¥EHL L, » ¥ XTI 1T B K7 JE— Mt
D,

=R g o 7 B
AR LEEZ FEHIK500 mLICIRiE S, ofMEE L CE oz BRIk s Lz,

HERE

AABAGEBEHEY S X2Ibl T AR En oA L, HEBU EOPHEAEZIT>T—
RREEICEFE ORI L 2R L%, HBICERNRDOONRWILEARAERICEHEM L7,
KRB IZFRPEL 7 — DI HBNCIRA L, =iR23 C£3 °C, MFRIAKRKMI2KM/A & LHEF
FIZBWTHEBE Lz, ATy X - vy NABERER[LRC4, FV = 2 VEERTHE
MRS 2GRS L, #BKIZKEKEZ BHERS E7-,

—RREITEA

BEARRmIITF—



f

<% JFRL

1)

2

3)

% 20049839001-0201 & page 4/6

AR B T 1

FRBRE Y O FEp Y E 2 RO 24RFFANIZ I E L,

ARBREBWICIZOX, K6 cn?OEE CAE T ZHZEL, 09 L2EINIIX187 — VDN
HHERAWC, ERFCEHELRVES ICAMBICHT RO T W EEZST FERE), o
2FE T & AL E (IEE R RE) & LT,

K12 emX3 emlZ#HMr Li- A —F Ny FIC3HEBRKO. 5 nLEB— 128 Hm L, BMELKOVEEEE
DEIEHTOICEHALE®R, ~VF 747 A - v = [TAr 7RSI TEE LT,
Tz, N FREBLEEMT LI, BIXXF—TIN7 [=FAAUKRASH]TRE LT,
HEOOEGROCAGRBIIRRE Lz,

HARRITARERE L, Ty FE2mOERE, EAMMEZESAKTERLEZ, RE
%1, 24, ABROT2EMICHBEZITV, R-UIE> TRMRIEOBRAZ EE L7,

F7-, IS0 10993-10:2010, Biological evaluation of medical devices — Part 10{Z
ToT, Ny TFREKR24, BROREMORRMEZAF LT6TERL, HICHAREDOF
WEEHL RIS >T 7 AP 1LI)EL, R2RLEEREICESE, ARRO
HECME O T 2 1T - 72,

7B, RBREBRLOBEERETRICRBREMOEKEZE LT,

HERER (R-3 K U4)
REBRE YO
BrESGIFMICESEROEERBE T &0 LR (RER2) AR 6N, 24FFRICIE
HICERE M (a3 L7220, 48RFRIICYHIR LT, ZORBIMKISIIA oo T,

EREID O
R4 LRFR L S R R CHER IR 2 ALBE (A3, AERE Tlid> & 0 LICHIEE (R
o) MR TR, 24FFRICHEEL, ZoBRERINIR N1,

M4 IR I C S K OVE R 8 CIER TR E AL (RE ) AR N7, 24KFRIIZH
LL, TOBRBMRTIR N - T,

BRAKENSEHLEP.LLLIE, 0.1-4o7,

BB, WThoORREBMICE VT b ELEDCIRG R OREGRETIE, BENMZE L TH
WMEISIER BN h o7,

—REEA

BHARmITF—



< JFRL

10 #&

Pavand

H 20049839001-0201 =

ZA
[aljii)

X & A5 BUE — IR MR 21T - 72,

Mk L,

DIz — Wil A Ty 7 ZA(P.1.I)IIF0. 1E 7257,
LDz enb, U920V 5EE—REBERBICS VT, RBRRE MEfBAE ) o
BIZAB LD EFMENT,

11 B
IS0 10993-10:2010, Biological evaluation of medical devices — Part 10: Tests for

irritation and skin sensitization

F-1 HERIS O

FLBE K OViin 2 D T Ak
FLBEZR L - oo v r o
ERIBRERABE (MBI CTHBITED) ~ccrrorrrrrreees
I o Z Y LFoIEE - - cvormmrm e
BB AN S B EERTHE - - - - oo oo o
B AL (B R G) D DALBE OB R Z T DR O - -

* HEIE, 1B, BLE, MRESORNEERBEEG S L TREdI AL,

I8 DK
LR |, Gmmr i 82 800 £ S04 et s wmm o = 5 s 5 n K e
EFICEERFBEDA) CTHRAMNTED) oo
BERE(I-> &0 LzBREIC X 2AREIFITED) -
A (] D IIEY s - o vt e s mma e r e g
EEEIE (1 ol F O P REGH A B I TIEND)

—REDEA

BEARmEIITTF—

[fx ]

page 5/6

SHER I IZ DUV T, OECD Guideline for Testing of Chemicals 404 (2015) [Z¥#E#L L, w7

ZORER, BMEZIFEICEFCHERICRE~Zo &) LIEABA RN, 48K %
TIZ
ISO 10993-10:2010, Biological evaluation of medical devices — Part 10IZfE—> T:3K



—RETEA

BEARRmITF—

% 20049839001-0201 & page 6/6
z-2 UvHXFICBFEI—WRHEKLEO AT I —
RIiEoAT Y — P.I.1.
S R 0~0.4
55 U R 0.5~1.9
Hh & E oD ) MR 2~4.9
G AV I € 5~8
F-3 ABREYOKE
AR EREN 5 BA s B BLEHE T
@® 3.62 3.67
e 3.25 | 3.32
e | 3.26 | 3.32
AL - kg
RK-4  BIE RS DR R AR
. HEREN O RBRHBYWO HEREID O
Bl 22 IRF ] : ; :
A5 f15 A5 fi5 45 5
1H5F 2/0 2/0 1/0 2/0 1/0 1/0
241RF ] 1/0 1/0 0/0 0/0 0/0 0/0
48 ] 0/0 0/0 0/0 0/0 0/0 0/0
7215 R 0/0 i 0/0 0/0 0/0 0/0 0/0
o S ATALEE - i B/ FRE DRI R LT,
LA =



