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Sertifika

Kozmetik Urln;

Actolind® W Solution

2014 yilinda insanlar tizerinde yapilan dermatolojik test

Dermatolojik uzmanlarin kontroli altinda Griinin(iz Uzerinde yapti§imiz
dermatolojik test, bu Urun icin

"cok iyi" olarak gecmistir.

Bu Urln, uluslararasi yénergelere uygun olarak yapilan alerji testlerinde
toksik-tahrig edici intolerans reaksiyonlarina yol agmamistir. Dolayisi ile
preparat dermatolojik olarak test edilmis olarak agiklanabilir.

Imza
Dr. Gerrit Schlippe Smap

Dermatoloji, venereoloji, alergoloji
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SKIN IRRITATION TEST REPORT

GENERAL INFORMATION

Test Name Skin Irritation

Guidelines
This study followed the procedures indicated by the following internationally

accepted guidelines:

ISO 10993: Biological evaluation of medical devices
IS0 10993-1:2014 - Evaluation and testing within a risk management
process
ISO 10993-10:2014 - Tests for irritation and skin sensitization
IS0 10993-12:2013 - Sample preparation and reference materials

Testing Facility : Hacettepe University
Faculty of Pharmacy
Departruent of Pharmacology 06100 ANKARA

Test Sample : Actolind W Solution*
Lot Ne : 15091174
Quantity : 3 pieces

¥ As the request of the supplier. this report does not include the supplier’s
company information.

Arrival of the test sample : 08.12.2015

Start of Experiment 122.12.2015
% s :’/"‘
End of Experiment :25.12.2015 ¢ &)
Date of Report 30.12.2013
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EXPERIMENTAL PROCEDURE

Blank sample: Physiological saline (0.9 % (m/vy NaCh
Test procedure: Three healthy adult albino rabbits {either sex, 2-3 kg) was used.

On the day before the test. the fur on the back of the animals was shaved. A sufficient distance
was kept on both sides of the spine for the application and observation of all test sites. The test
material (0.5 ml) and a blank sample (0.5 ml) immersed in four-ply gauze patches were applied
directly 1o the skin on both sides in two different arcas of the rabbit. The application sites were
covered with a 2,5%2,5 cm gauze patch and were wrapped with a semi-occlusive bandage tor 4
h. At the end of the contact time the paiches and dressings were removed and the position of
the sites were marked by permanent ink.
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OBSERVATION & CALCULATION

Application sites are abserved for crythema and ocdema at 1", 24" 48" and 72 hours
following the removal of the patches. Only 24™, 48" and 72" hours observations are used for
calcuiations. Irritation was scored by using ISO 10993-10, “Scoring system for skin reaction™
Irritation grades are presented as mean of two application sites of either test or blank sample. The
primary irritation score for each animal is calculated by dividing the sum of all the irritation
scores by six (iwo tesv/observation sites, three time points). Primary irritation index is calculated
by subtracting the sum of primary irritation scores for the blank sample from the sum of primary
irtitation scores for the test samples and then dividing this difference by the total number of
animals (three). According to the calculated primary irritation index values, the results are
presented as the appropriate response category which is given below,

TABLE 1: SCORING SYSTEM FOR SKIN REACTION

[ Reaction I Irritation score

Erythema and eschar formation

No erythema }— Y

. TRt s perwmzbz&; e e az=all 1 -
Weil-defined erythema 2
i e;ymemé ..... = e s .M_3 —

Severe erythema {beet-radness) to eschar formation preventing grading of arythema
CGedema formation

No cedema

Very slight oedema (barely percentibie) 1

Moderate cedema (raised approximately 1 mm)

Severe vedema {raised

mers than 1 mm and extending beyond exposure arsa)

Maximal possible score for irritation

Other adverse changes at the skin sites shall be recorded and reported,
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RESULT

TABLE 2: MEAN mmmnm acom«,s OF TWO A t'mcm;om SITES AT 24 %, 48" 72" HOURS

A — — S — T S—

i i l . .
()bqen ation time points I* rabbit i 2" rabbit [ 3" rabbit
{hours) e — N {
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i Prxmary‘ irritation score & 8 . 0 0 z 0 0 3
Primary irritation index: 0
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1 Lwed . Negligible |
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Response category: Negligible
CONCLUSION

This result indicates that the test sample “Actolind W Selution (Lot 15091 174) ™ does not
cause any skin irritation,

Study Director Coordinator
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LEsighes are only valid for the test sam ple detivered (o our department with the declared Tot number.
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