Test report number: ISO 201501_01590B_SI_engl

Test report
Skin Irritation Test
Test report Number: ISO 201501-01590B_SI_engl
commissioned by:

CYTOX
biological testing of medical devices
Gottlieb-Keim-Straße 60
95448 Bayreuth, Germany

SANWIL POLSKA SP. z.o.o.

tel. +49-921-1511-254
fax +49-921-1511-255
mobil +49-179-5102577

ul. Lwowska 52
37-700 Przemyśl, POLAND

info@cytox.de
www.cytox.de

Feb 01st 15
Test material:
MEDITAP, PVC (Phthalate free) coated PES knitted fabric, Lot no 2014/01469/A for use
as medical/dental/massage chair covers and furniture upholstery

Test material received: Dec 23rd 14

Result

Test performed: Jan 24th 15

The MEDITAP, PVC (Phthalate free) coated PES knitted fabric,
Lot no 2014/01469/A didn´t cause a skin irritating effect.

Description of the test procedure:
Normative References: ISO 10993-10 (2009), ISO 10993-1 (2009), OECD TG 439
Based on the normative references ISO-10993-1 (2009), Chapter 4.6 and ISO 10993–10
(2009) an in vitro test was performed to evaluate the potential skin irritating effect of the
test material. An in vitro reconstituted, human epidermal 3D-skin model, type epiCS, Lot.
Nr. 100-AD2452-1 was used. The test was performed according to ECVAM´s
“Performance standards for applying human skin models to in vitro skin irritation
testing”.
Prior to performing the test procedure the skin model cell culture inserts were incubated
for 24 h at 37°C and 5 % pCO2 in a cell culture incubator in fresh Maintenance Medium.
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After this preincubation time 50 µl of PBS was pipetted on the surface of each skin
model. Then the material samples to be tested were applied directly on the skin surface.
50 µl Triton X 100 were used as a (skin irritating) positive control, 50 µl PBS were used
as a (not skin irritating) negative control. All experiments were performed in duplicate.
After 20 min incubation all inserts were rinsed thoroughly with sterile PBS, blotted on a
paper towel to remove excess PBS and cultivated in Maintenance Medium for 42 h in a
cell culture incubator at 37°C and 5 % pCO2 .

Measurement of LDH-release:

After the 42 h incubation period 2 x 100 µl Maintenance Medium Samples were taken
from every skin model and the LDH-release was measured using a „Cytotoxicity
Detection Kit (LDH)“ from Roche Diagnostics.

Measurement of cell vitality (MTT-test):

The inserts were rinsed once in Assay Medium using a 24-well cell culture plate and
transferred in a second 24-well cell culture plate with 300 µl Cellsystems Assay Medium
containing 1mg/ml MTT (Sigma M5655). All inserts were incubated for additional 3 h in a
cell culture incubator at 37°C and 5 % pCO2. Afterwards all inserts were blotted on a
paper towel and the MTT-dye was extracted from the skin samples using 2 ml
Isopropanol per insert. The extinction of each Isopropanol extract was measured in a
photometer at 570 nm. With this data the relative vitality of the cells in the skin samples
compared to the negative control (PBS) was calculated.
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Results:

Measurement of cell vitality (MTT-test)

*: p<0,05
Triton 1%;
Test material

*

*

Result data
n=2, (%)
PBS
Test material
(rel. cell vitality) Triton X 100
Mean
1,60
100
93,11
Standarddev.
0,56
3,81
2,95
(PBS-data not shown in graphic)

In the presence of Triton X 100 on the skin culture inserts 1,6 % of the cell vitality
compared to the negative control was reached. This value is within the valid range of 15
% cell vitality or less compared to the negative control.
A material is considered as skin irritating, if it reduces the cell vitality of the skin samples
to less than 50 % compared to negative control skin samples. This is not the case in this
experiment. The material didn´t show a skin irritating effect.
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LDH-Release

*§

*§
*: p<0,05
PBS;
Test material

LDH-Release
(mU/skin
Triton X 100 data not shown in graphic,
sample)
n=2
Triton X 100
PBS
Test material
Mean
5605,20
35,26
64,46
Standarddev.
187,51
13,49
27,64

Skin samples charged with the test material didn´t increase the LDH-Release significantly
compared to the PBS negative controls.

Result

The MEDITAP, PVC (Phthalate free) coated PES knitted fabric,
Lot no 2014/01469/A didn´t cause a skin irritating effect.
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Explanatory notes:
none

Test performed by:__________________________________

authorized by:__________________________________
( Dr. D. Scheddin / CEO CYTOX)

It is not allowed to publish only parts of this test report without written approval of CYTOX.
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