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1. M 2
L-929 OtRA SRO0INEZE MEGIH AISSE22 HMEZSH GRS Zotcts LEO0ICH
2. NEEY

ISO 10993-5:2009(E) Tests for /n vitro cytotoxicity & Test on extracts method

3.Al g &
NON-DOP Compound (Dinch)

4. NIE2E @ 20144 108 072 ~ 201449 10€ 10¥

5. AIEZXH

=
51.1 220 : Minimum Essential Medium(MEM) with 10% Fetal Bovine Serum(FBS)
2ER2

5.1.2 S/AI2E : (3741) T/(24+2) h
52 ANE2Z
521 YMHUNXZ2 (HXEH : YNPESES U2 SEXTHO =W
52.1.1 84U ESZE : 0.1% ZDEC Polyurethane film
52.1.2 &H|I8 : 120 cm?/20 mL
° SEXHO 25N

522 S4UEZ XY : SHdHEZSES €2
5.2.2.1 S4UEZ2& : High—density polyethylene film
5.2.2.2 &HI8 : 120 cm?/20 mL

533 AIET AIEY : NIEE E2 E&EX2HY B
5.3.3.1 E&HIE : 4 g/20 mL
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6. AIEIHZ
NIZES @ L-929 Otf2A & KRO0tHIZ(ATCC CCL1, NCTC Clone 929)
B2 : (5+1)% CO2/(37+1) C
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7. NELS

7.1 HIZIE

711 HIZ SEHZS F=H|5tD H=I|E8 0|23t MZEE H=3dtULCH

7.1.2 1x10° cells/mL Hl€2 _J’ﬁ.SFO# 6-well plate(35®)0 2 mL/well2 £2=5%LCt.
7.1.3 BHLDI0lAl 24A12F Ol & HH2GHSECY.

7.2 NE2Z& Hel
7.2.1 HIZJt === plateE RTH2=Z HUHH 222 well2 S ES0IZ22 2EGINH AIE
Off M&tst plateE HE56I0d AIE0 O/ 256+H LY.
7.2.2 2 welloff &€ Ues BHSUBHRIE HH = N L AIE§EHES welld 2 mL® XHelst
Ct.
7.2.3 M2lgt plateE B0 48A12F S+ HiFSHALE.
7.3 &2 ¥ Z24
7.3.1 3424
7.3.1.1 A8, SHUHEN, L dHUXHES H2IE 2 wellS 0|8 Z2HOZ 2HESIIHLH
7.3.1.2 NZEE}, HESHY, 25tH F=SIHL NEZER, MESoH, MEZ O S 2FE6l
0 MESH EHEI|IE0 Ot S22 ol 2 2Al neutral redE 0|38 &M =
ZHEOHATH
Grade |Reactivity Conditions of all Cultures
} Discrete intracytoplasmic granules : No cell lysis, no reduction of cell
0 | None
‘ - growth. '
‘ ' Not more than 20 % of the cells are round, loosely attached, and
: | without intracytoplasmic granules ; or show changes in morphology;
1 Slight | . i : N
\ | occasional lysed cells are present: only slightly growth inhibition
' observable.
' Not more than 50 % of the «cells are round, devoid of
2 | Mild intracytoplasmic granules, no extensive cell lysis: not more than 50 %
\ growth inhibition observable.
‘ Not more than 70% of the cell layers contain rounded cells or are
3 Moderate | lysed; cell layers not completely destroyed, but more than 50 %
\ growth inhibition observable.
4 Severe | Nearly complete destruction of the cell layers.
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7.3.2 AgE4A
7.3.2.1 80I1Z ZA0| Et = 2 wellE PBSE O|98+O4 28| 0l& Mo
7.3.2.2 Trypsin—EDTA 300~500 uL & 2 welltl EF8 & 5~1022t A XIGtAC.
7.3.2.3 27& MNZZ 15mL cornical tube0l 20t O] MIEZRFHE st = Hemacyto-
meterE O0|&3dt01 ME/1 mLE JH=+3tALCH.
7.3.2.4 %8 HEZ%Z Relative cell count[RCC (%)]2tS PBIAULH
Cell number of test group

% RCC (%) = : x 100
Cell number of negative control group
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X A S2EZ0E Xeld welllds 22 90.9%, 100%,
oH St wellol M= 3.0% JF LEZtCE.

9. 2 =
L-929 OISRA S KO0IMIEE AFE5t0d NON-DOP Compound (Dinch) & 24, SHO
220 Oist NIZESHAEES sast 20, 248 L SHUEZS AlEZ20=E 28 2UE
LIEFHHRACH AMEESEE 4 g/20 mL2 HIEZ (37+1) CTUHAM (24+2) ID* S0t E2E0ULCH
BE T EEYUS MEUOE AISSIULCH ANEHS2 L-929 HIZZ0| 48A12F St XHelst = Ml
TaaE 2 He - HHEAE oAU AIEUY NMESH Z20 HEE4A Al Relative Cell
Count= 90.9 %2 LIEIGICH EAd=4 20, AME2Z HM2lZ2u M cell rounding, MIZZ2
SEfE A 0la L cell lysisJt OIL3HH 2EEIRUCEH TOetA, SAIEN AFEE NON-DOP

Compound (Dinch)2 E&%2 MEZSH0| 242 A= A2 BHE D, ISO 10993-5:
20099 ME=d BEII=0 [HE MESH gtsd=2 12 BHELC
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H 1. Z4ESHZ (48A12 Mel2)

AE (%) SHHEZ(%) | SHUZ2(%) | XAUHEZ2(%)
AlB|C|A C| A | B Al B ]| C
Confluent Monolayer 90 | 85 | 90 | 100100 /1001001100 (5 5 5
Intracellular Granulation 90 | 90 | 100|100 (100 /100|100 100 0 0 0
Rounding 10 | 10 | 10 0 0 0 0 0 5 5 5
Lysis o|5l0]0|0]0]|O0]oO 90 | 90 | 90
Grade 1 0 0 4
T2 XN2ASAAD (48A12F H2lD)
7T 5 HIZHZ2 Z3 OF / mL)
oS ANE = 22204 S8 X2 oM HEZ
1 3.0 x 10° 3.3 x 10° 3.3 x 10° 1.0 x 10*
2 3.1 x 10° 3.3 x 10° 3.2 x 10° 1.0 x 10
3 29 x 10° 3.4 x 10° 3.4 x 10° 1.0 x 10°
A 3.0 x 10° 3.3 x 10° 3.3 x 10° 1.0 x 10*
RCC (%) 90.9 100.0 100.0 3.0
T3 TEZ
= = oh = oA
5
0= SHI=E I BN
Grade 0 0 4




