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2. A8y
ISO 10993-5:2009(E) Tests for in vitro cytotoxicity = Test on extracts method

3.Al B2 ¥
NON-DOP Compound (TOTM)

4. NIE2LE @ 20149 108 072 ~ 201449 10€ 10¥

5. AIEZH

51 2&xd4

51.1 EZZ0 : Minimum Essential Medium(MEM) with 10% Fetal Bovine Serum(FBS)
5.1.2 882%/AM2t 1 (37£1) T/(24%2) h

5.2 NE22&

52,1 YHUXZ XY : YHUHITEEE 2 SEET2HY B&5Y
5211 d8UHE2E : 0.1% ZDEC Polyurethane film

5.2.1.2 &HI8 : 120 cm?/20 mL

522 S4U=Z =Y : SHUHZSEE €2 E8xH 25N
52.2.1 S4UEX22% : High—density polyethylene film

5.2.2.2 &HI8 : 120 cm?/20 mL

533 AIET AEY : NIZE E2 EEX22 E&Y

5.3.3.1 8&HIE8 : 4 g/20 mL

6. ANETHZ
MEZ= @ -929 OIRA & SK0MZ(ATCC CCL1, NCTC Clone 929)
BHEZ21 @ (5+1)% CO,/(37+1) T
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7. NEHE

71 NZIE

711 HZ SEMS Z=HI5tD, EFHIIZ 012610 MEEZE H$6HACH

7.1.2 1x10° cells/mL HIE2 3/45t0{ 6-well plate(350)0 2 mL/well2 235tIALtH.
7.1.3 BIZDI0IA 24A12F O A HH2FBHRICY.

7.2 NE2& Hcl

7.2.1 NIZJt =& plateE OS2 HUO 2o well2 SEEOIELZ 2EGIH AIE
Ol M&st plateE HE5I0{ A& Ol E0HALCH.

7.2.2 2t welloff &2 Ues BHLUHXE HH & =Y L AIEHE welld 2 mLA XHeloHA
Ct.

7.2.3 XMclst plateE BHLII0IAM 48AI12F =S¢t Ui SHRAULY.

o

7.31.1 AEY, SHUHZN, ¥ dHUHEZHE Helst 2 well2 018 2E22 2EGIAULH
7.3.1.2 NIZEE, BES S, 2AotH RHERSIHL NEZER, MESoH, MEZS O S 2E6t
0 MESH EHEHIIE0 (et S== ot ZRAl neutral redE 0/E0t S =
ZHE B CH
Grade |Reactivity | Conditions of all Cultures
| Discrete intracytoplasmic granules ; No cell lysis, no reduction of cell
0 None |
. growth. A
' Not more than 20 % of the cells are round, loosely attached, and
: Slight withoqt intracytoplasmic granules ; or show ghanges in mor'phpl_o‘gy:
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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7.3.2.1 &0|8 Z2Z0| 2 = 2 well2 PBSE 0IE3dtd 23 0|4& M =GHACE.

7.3.2.2 Trypsin—EDTA 300~500 pL % 2t welloff 238t

7.3.2.3 £292& HNIZZE 15mL cornical tube®l 20t 0| Al
meterE 0|Eol0{ MZ/1 mLE Ji4=5t<LCh.

7.3.2.4 {48 MEZ2Z Relative cell count[RCC (%)]2t2 FoIULH.
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Cell number of test group
% RCC (%) = ; x 100
Cell number of negative control group

8.2 =4 (E 2)

RCC% AMEY, SEUEZN, & S=E0ME HMalst wellldsE 22 100.0%, 100%,
100%27 F LIS, SHUHEHNE Helg wellldE 3.0% I LIZLH.
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L-929 0IA EKO0tAl 04 NON-DOP Compound (TOTM) & 24, SHO
2

220 CHE MIZSHAIE@S &8s 20, 24 & SHUEZY ANEZUe &6 Z2UE
LIEHHRACH AIEE2EE 4 g/20 mLe HIEZ (37+1) COIAM (24+2) IDF =2 5L
BE § BEUZS ANEAUCZ AISOIRULE AIEHH2 L-929 HIZZ0 48AI12F SCt Xclst & Al
TEE 2 FHEY - HHE2AHE OIRUCH ANEUY AEZsSH ZD HEESN AI Relative Cell
Count= 100.0 %2 LIEISICH B34824A 210, AIE@2Z MHel20 A cell rounding, AIZE2)
SEEE 0lad & cell lysise ZETX LUCH OEtH, SAIE0 AHEE NON-DOP

Compound (TOTM)S| S&H EI=40| gl Aoz I, ISO 10993-5:20092
J rs

NESd BEII=0 OE HI&&%S bS48 022 HHELh.
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O 1. HNE2EAMZD (48AI2 Hal?)
A& 2 (%) SHUHER(%) | SHUE2(%) | SHUER(%)
AlBlc|lAl|lB|lC|A|B|C|A|BI|C
Confluent Monolayer 100 100| 100|100 | 100|100 | 100|100 |100| 5 5 5
Intracellular Granulation | 100 [ 100 | 100 | 100 | 100 | 100 | 100|100 | 100| O | O | O
Rounding olo|lo|lo|o|lOoO]|]O|O]|]O]|S5]|5]°5
Lysis olo |0 |00 ] 0] 0] O] 019 ]9 ]9
Grade 0 0 0 4
2. NU2SAZD (48AI12F Hal?)
2 = MEZHZ 20 Of / mL)
B s NEER: 222 sS4 XD UM WX
1 3.3 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 3.5 x 10° 3.4 x 10° 3.4 x 10° 1.0 x 10°
AU 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
T 3. EHFZE
-l = o = o
Al B oA
S0HH= SHU= AN
Grade 0 0 0 4




