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2. N
ISO 10993-5:2009(E) Tests for /n vitro cytotoxicity = Test on extracts method

3.Al B8 &
NON-DOP Compound (E390)

4. NELE @ 20144 108 072 ~ 20144 108 10L

5. AIEZHI

5.1 x4

5.1.1 =20 : Minimum Essential Medium(MEM) with 10% Fetal Bovine Serum(FBS)
512 EE2Z/A2t : (37+1) T/(24+2) h

52.1 8= XY : YXHNUEXSEESE E2 EEX2HO 2=
5211 HUHESE : 0.1% ZDEC Polyurethane film

52.1.2 &H|8 : 120 cm?/20 mL

522 SHUXZ 9 22 EEX2H 25

QX . SHHESEE €2 8&8X2H°
5.2.2.1 28UZE=2Z : High-density polyethylene film
5.2.2.2 &H|8 : 120 cm?/20 mL

53.3 AIE AMEY : ANISE E2 E&X2Ho 25N

5.3.3.1 E&HIE : 4 g/20 mL

6. AIEIHZ
HIZEZ= : L-929 0IRA HK0LHIZ(ATCC CCL1, NCTC Clone 929)
BHEE24 @ (5+1)% CO./(37+1) T
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7. NEHE

7.1 NEZIIE

711 AZE SEAS =Hlotd, EFRHTIIE 01800 MEZE HSBHAULE.

7.1.2 1x10° cells/mL HI22 38/45t0{ 6-well plate(350)0 2 mL/well2 =Z=5IRUCH.
7.1.3 BHZIIUIAM 24A12F Ol & HH LB CY.

7.2 822 Hcl

FORNCZ NHUON 222 well2 TEHE0IZ22 2HEGHH Al
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Grade | Reactivity Conditions of all Cultures

| Discrete intracytoplasmic granules ; No cell lysis, no reduction of cell
growth. A

Not more than 20 % of the cells are round, loosely attached, and
without intracytoplasmic granules : or show changes in morphology;

0 None

! allght - occasional lysed cells are present: only slightly arowth 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 BEEH

= Ly )

7.3.2.1 E0l1& 20| L £ 2 well2 PBSE OI%SM 23| .
7.3.2.2 Trypsin—EDTA 300~500 pL 2 2 welltil =8t & 5~10=2t EXIoIAL.
7.3.2.3 £5& MNEZE 15mL cornical tube0fl 20t 0] MESRHE SZ48H = Hemacyto-
meterE O|23t0 MZ/1 mLE JH+=5I%CH.
7.3.2.4 448" MIZ2Z Relative cell count[RCC (%)]2tE R5tILH.
Cell number of test group

% RCC (%) = - x 100
Cell number of negative control group

8. NBZD

8.1 HMEA (E 1)
NEZE ZD AEY 0S2, SEUEY 0S2, SES0 0SS ¥ YLUEY 4522
2 UEtCH

8.2 HUSAM (I 2)
RCC% gt

SdUZ, & SESMHE HMelet wellll A= 22 100.0%, 100%,
100%It L2t 20, dHUENS Hels w

elltl M= 3.0% It LIZtCH.

9. & =

L-929 OtRA HKO0MEZE AE36I0d NON-DOP Compound (E390) & 2UM SAHE
0l CHSt NIZSEAIEE 388 20, 24 2 SHUZZS AMEZN=E |58 Z2UE U
EtLHRACE. AIE2EE 4 g/20 mLel HIEZ (37+£1) CTOHAM (24+2) A2t =9+ EE56IULY.
EE § ZSEUS MNEUOZ AIZOIULCH AIE@HES L-929 MHIZ0 48A12F SF Helst & Al
Ta2s o M - JYIAS OIULCH AW NEZSH 20 Hzt=24 Al Relative Cell
Count= 100.0 %= LIEIGCH EAHEA Z210, AIE€=Z2 H™elZ20l A cell rounding, M2
SEHEE Olah  cell lysis= ZHECX LUCH WM2tAH, SAIE0 AI2E NON-DOP
Compound (E390)2 E&£U2S MESAHO| gs HS= BHHE D, ISO 10993-5:20099)
HNESE HHIE0N G2 NESYH BtS4d2 022 BT
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H 1. 42420 (48A12F Hel2)

NEZ(%) | BHUZEZ(%) | SEUE2(%) | LEUHEZ(%)
A|lB|C|A|B|C|A|B A|B|C
Confluent Monolayer 100 100|100 (100 | 100|100 |100| 100 5 5 5
Intracellular Granulation 100 {100 | 100|100 | 100|100 | 100|100 0 0 0
Rounding 0 0 0 0 0 0 0 0 5 5 5
Lysis olojo|O0o]O0o]O0|o0O]|oO 90 | 90 | 90
Grade 0 0 0 4
T2 HUSHZD (48AI12F H2l2)
2 = HIZHA 2D OF / mL)
H o= =R 2E204 S8 WE2 UM (HEZ
1 3.4 x 10° 3.3 x 10° 3.3 x 10° 1.0 x 10
2 3.2 x 10° 3.3 x 10° 32 x 10° 1.0 x 10
3 3.3 x 10° 3.4 x 10° 3.4 x 10° 1.0 x 10
B3t 3.3 x 10° 3.3 x 10° 3.3 x 10° 1.0 x 10°
RCC (%) 100.0 100.0 100.0 3.0
23 BHIZY
= = = o
=l
=hllES SHU= RIS S
Grade 0 0 0 4




