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1.0 fStudy Summary

~ the results of control groups show

and 25% in growth medium) was added to L-929 cells in 96 well

in 5%

CO:; for 24h to determine the potential cytotoxicity. The

~ MTT method results showed ma‘t{Ef cell viability% of the 100 % test article extract was 70.2% and

Under the conditions of this study,
toxicity to L-929 cells.

2.0 Purpose

W
X

The purpose kofthe test is to deterr
fibroblast L-929 cells) mresponsﬂ
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the TSt was valid. ;
st article FOAM TAPE extract did not show potential

line the biological reactivity of a mammalian cell culture (mouse
p the test article. ‘
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Solubility: N/S

Storage Condition: Room Tem

The information about the tes
Extracting solvent: MEM med|

5.2 Negative Control Article Name:
Manufactmer U.S. Pharma ~||

Size: 3 Strips |

Lot/ Batch#: KOM357 i
Physical State: Solid {

lum, v
High
eial C

Ire

vith addition 10% FBS
Density Polyethylene
‘onvention (USP)

article was supplied by the sponsor wheiéver applicable.

o (. |

1 s




B - )1

SDWH -M201702770-1

9.0 Experiment design

9.1 Sample and Control Preparation

Aseptic extracting the test article

extraction solvent (pre- and post

the process of pH value adjustment,

(test mTﬂicle to volume of vehicle) by MEM medium(10%FBS)
according to the table below.Sealed and incubated at 37°C for 24h.There is no change in the
traction).Extracts were used immediately after extraction without

filtering, centrifugation, dilution, etc.

: : Sterilization Aseptic Extraction In Inert .
Aseptic Sampling A e P Cualaiug. Final Extract
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satisfactory.

After the cells grew to form a monolayer

were then treated with 100ul of X
negative article (100%) and posi -”'
in cell incubator of 5% CO; for 24 |
- After 24h incubation, observe the ¢
aliquot of MTT (1mg/mL) was ’:

atmosphere of 5% CO; for 2 ho L

isopropanol was added to each well
Evaluate the suspension above
wavelength at 570 nm and reference

9.5 Results of Cell Morphology

, original culture medium was discarded. The 96-well plates
ract of test article (100% - 75%. 50%. 25%), control article,
e article (100%) respectively. Incubate the 96-well plate at 37°C
. Five replicates of each test were tested.

ell morphology first and then discard the culture medium. A 50ul
ded to each well and then incubated at 37°C in a humidified
he liquid in each well was tipped out and 100 pl 99.9%
to suspend the cell layer.

h a dual-wavelength spectrophotometer with the measurement
wavelength at 650 nm.
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9.6 Results of the Cell Vitality
~ Table2 Results of the Cell Vitality
Group Mean+SD Viability%
Blank control 0.3970+0.007 100.0%
Negative control 0.3900£0.007 98.2%
Positive control ‘ 0.0198+0.013 5.0%
100% test article extract 0.2786+0.008 70.2%
75% test article extract 0.3478+0.009 87.6%
50% test article extract 0.3658+0.007 92.1%
25% test article extract } 0.371440.005 93.6%
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