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extracts
ISO 10993-10, Tests for irritation and skin
2. et AlE sensitization, Animal intracutaneous{intradermal) =2
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% 1
M EZZSMAIE (Cytotoxicity test)

1. Alged
1.1 AIEMAIY 2 2018 4 04 & 16
1.2 AIEEEY 2018 04 & 19 &

2. M 2 9¥: 2F (MH-1008)

3. A&

3.1 1SO 10993 : 2009, Biological Evaluation of Medical Devices ~ Part 5 : Tests for in vitro Cytotoxicity, 8.2
Test on extracts

3.2 USP 39 : 2016, <87> Biological reactivity tests, in vitro, Elution Test

4, HYH =

41 &80 : MEM H{X| (10 % FBS &7}

42 BEIIE - ANB 4 g © EE30 20 mLe B|E, (37 £ 1) CTolA (24 £ 2) A1t 88

4.3 %é?l” : 2018. 04. 16 ~ 2018. 04. 17

4.4 S4ti=2  High Density Polyethylene Film 2 g & MEM 81X] 20 mLel 8|8 & (37 + 1) CollM (24 *

2) A2t &&39ct,

4.5 M= . ZDBC Polyurethane Film 2 g & MEM HiX| 20 mLe| HIS2 (37 £ 1) ColM (24 £ 2) A2+
A v

4.6 8ojtiz=F @ ABRE EX| 22 B28ME (37 £ 1) THM (24 £ 2) AIZF B&5IHCH

5. Alged
5.1 ALSAMZ
American Type Culture Collection CCL1. NCTC Clone 929 (connective tissue mouse), clone of Strain L
(referred to here after as L-929 cells)& 10 % Fetal Bovine Serum& ZE&& Minimum Essential
Medium(MEM) di U2 ALB5I0 (3~4) & ACHuf kst T ALEZBiCt

52 1-929 MZE 1x10° 742l =2 EF50{ MEM v YU o2 CHEu| LSt & BiX|E HAHSID AIEZ,
ofci =3, SMi= 2|3 i‘ BEYEZ Melstn 5 % CO,, 37 T HiT|ollA 48 AlZF v 2k
Z #o|d(100X)28 M=EZE ZHE

E
et oo

kﬁF

t

ol
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6. AlEE|
71714¥ 2171 & nYAX} b sl
CO: Incubator KTC-17-177 17. 05. 13 18. 05. 13
ol Al 2 A 0] A KTC-17-127 - -
Microplate Reader KTC-17-128 — i
. BYO|E - 2ol ofelel EETIEZO wel pEE o 2 S2 olstolofol gict.
[ ®H2|Z % (Reactivity Grades for Elution Test) ]
& & (Grade) | #HE(Reactivity) o 2k o] Atel (Conditions of all Cultures)
0 None MZEY 2lglo] MYsH BHEtsElD MEE80| LIEHIX e AP
/ Slight HEMzZ, otstH FALHJAHL M EEH L}%OI gle MEIE 20 % O
akol 2%; S8 MEI FEIH2E [iEE P
i il ez MEAL ol glE MEIE 50 % olstel 9 MESE %
MEZZE 8iZ2io] WXl @2 2 .«;
3 Moderate HEMz == 8EE MESO0| 70 % ol Z%
4 | Severe MzEo| 28| ohijE 2
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8. MEZ3 : 24, 20, YHUZZME SHE AMEZZE AT £+ ALH, AEZAME MEZS
7t YO{LtX| plol MESMAY BIBES 0 S22 Lietxtct
[ MIZSHAIY HE 2D )
Mz 22l

e | %ﬁéﬁé& | %fﬁfiz %gagmug{m g m s

Aazd | (Confluent | (Percgenp {Percé‘r% Cieus ;\%thout (PLerS?:)m (Grade) | (Reactivity)

Monolayer) Rounding) lntr%%tnolﬁgass)mic Y
A1) (+) 0 0 0 0 None
Algz(2) (+) 0 0 0 0 None
AI@E‘(IS) (+) | 0 0 0 0 None
SHUzER() M 0 0 0 None
Satz7(2) (+) 0 0 0 0 None
sl B (3) (f) 0 0 0 0 None
Sofchz=2(1) (+) 0 0 0 0 None
o ZF(2) (+) 0 0 0 0 None
S0 = F(3) (+) 0 0 0 0 None
kM ZEF(1) i} 99 99 99 4 Severe
M EF(2) - 99 99 99 4 Severe
LM E=F(3) (] 99 99 99 4 Severe
(+) = Present (-} = Absent
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MR 2
gk E A8 (Intracutaneous(intradermal) Reactivity Test)
1.A|8ed
1.1 S84 2018 4 03 & 28
1.2 Al8IiAIY @ 2018 & 04 € 02 ¢
ol

1.3 AEERY 12018 4 04 & 06

2. Al B ¥ 2d (MH-1008)

3. AlE2|E R we
3.1 I1SO 10993 : 2010, Biological Evaluation of Medical Devices — Part 10 : Tests for irritation and skin
sensitization, 6.4 Animal intracutaneous(intradermal) reactivity test

4. MEA
4.1 B(A&) : NZWHl Rabbit (New Zealand White)
4.2 ¥ : (F)2t2H0|2

S5
4.3 Ad 9 ol A - A, (11 7 12) #E

44 e Al BE % (37 4) 7

4.5 249 ¥ #5p7|2t : 5 @ o4

4.6 B0 WM Al - : (12 7 13) FE

5 S84

51 25 2 &5 2% (22 + 3) €, MHE&E (50 + 20) %

52 82|84 (12 ~ 18) & / h

53 =% : (150 ~ 300) Ix

54 =0 : HYE=H 12 h F7| (AM 800 35 ~ PM 8:00 2 8)
5.5 AP AMRLe] R | Stainless Steel AFFAXL

5.6 AISAAE S&80l2 £ 11 F

6. AR

6.1 2 & EVE T8AR
6.2 E28 | FEILHF)

6.3 201 : AFH4H

7. 3%
71 & £ 135 EeYH MeES
7.2 344 : R34
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8. YA =
8.1 830l : SC (0.9 % Sodium Chloride), CO (Com OQil)
8.2 B&7|& : A8 4 g & 8220 20 mL

88 EQER YMEE TG+ 2 M (24 2) N Y

9. AlEF|
21718 7171 DR AZ|myd
SEAN S KTC~17-161 17. 11. 08 18. 11, 08
g KTC~17-193 17. 11. 08 18. 11. 08
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O] mufets

A= (IS0 intracutaneous observation)
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[ mjujgk2 x| AME2|ZE (Grading system for intracutaneous(intradermal) reaction)

Erythma and Eschar formation Edema formation
No Erythema 0 No edema 0
Very Slight Erythema (barely perceptible) 1 Very slight edemalbarely perceptible) 1
Wellsdntiond Erviherna P Wel‘l-ldea‘me.:dl edema (edges of area well defined by o
definite raising)
Moderate Erythema 3 Moderate edemalraised approximately 1mm} 3
Severe Erythemal(beet redness) to eschar 4 Severe edema (raised more than 1mm and 4
formation preventing grading of erythema extending beyond exposure area)
] Mean score % HX7|&E
20| 2w Total individual score|Total individual score|Mean score| Mean score | Mean score BEI|E
(Test) {Control) (Test) (Control) difference |
180328-13 0.0 0.0
SC |180328-14 0.0 0.0 0.0 0.0 0.0 %
180328-15 0.0 0.0 ! Mean score
difference 7t 1.0
180328-13 0.0 0.0 o5t olojo} Bict,
CO {180328-14 0.0 0.0 0.0 0.0 0.0
180328-15 0.0 0.0 ]
|

Mean score = total score / 15 [5(site)*3(observation no.)] / 3(animal no.)
SC ; BEoMelAHZAIHE . CO : Corn, oil

10. A8 A} : SCEE U 2| Mean score difference 0.0, CO& M 2| Mean score difference 0.0 22 EHHI|&=
o] A gtsiet.
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