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STUDY DESIGN
Title

REPORT ON A HUMAN PATCH TEST
Skin test to evaluate potential skin irritation after contact with a cosmetic product.

Aim of the study

This study assesses the potential side effects (skin erythema and oedema reactions) that may occur after applying a
cosmetic product to evaluate whether the topical product is safe for consumer use.

Tested Product
Information provided by the Customer
®  Product name:

VALSAMELAIO OR ST JOHN'S WORT OIL BY SAKELLAROPOULOS ORGANIC FARM

® The tested cosmetic product conforms to REGULATION (EC) No 1223/2009 OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL of 30 November 2009 on cosmetic products (recast) (Text with EEA relevance) and to
its annexes.

® Qualitative INCI formula:
filed
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Ethical requirements
The study was carried out in compliance with the following ethical requirements:
® Allof the subjects participating in the study are healthy volunteers at least 18 years old.

® Al of the subjects participating in the study are selected under the supervision of a dermatologist according
to inclusion/non inclusion criteria (see respective paragraph “Inclusion criteria” and “Non inclusion Criteria”).

¢ Volunteer participation in the study is totally free.
e All of the subjects participating in the study are informed of the aim and the nature of the study.
e Al of the subjects participating in the study are informed of the potential risks involved.

® All necessary precautions were taken to avoid adverse skin reactions.

®  Ifunexpected/adverse skin reactions occur, the dermatologist evaluates the severity of the reaction (and report it in
the data collecting sheet) and if necessary proceed with the appropriate therapy.

Subjects selection
Volunteers recruitment
25 volunteers were recruited to take a part in the test in accordance with the following inclusion and non inclusion
criteria:

Inclusion criteria

@ Male and female subjects

& Subjects between 18 and 70 years old

4 Healthy subjects

B Subjects informed about test purposes

Non - inclusion criteria

% Subjects who do not fit the inclusion criteria

£  Pregnant or breastfeeding women

% Subjects with marks (for example tattoos, scars, burns) in the tested skin region, which
© might interfere with clinical evaluation

Subjects with dermatological problems in the test area

Subjects with medication which may affect skin response

Subjects undergoing pharmacological treatment (both locally or systemically)

Subjects with Past history for contact dermatitis

Positive anamnesis for atopy

x X X % x

Withdrawal criteria
Partecipants are withdrawan if

of the study
#  They no longer wish to participate in the study.
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Behaviour of volunteers during the test
Through patch application and 24 hours after patch removal volunteers must avoid situations or activity that could
interfere with clinical evaluations:

% Exposition to sun or solarium

£ Sport activity

% Immersion in water or steam bath

% Chafing and mechanical or thermal stress in the area in which patch is/has been applied.

Materials and Methods
Tested product and concentration

Name VALSAMELAIO OR ST JOH N'S WORT OIL BY SAKELLAROPOULOS ORGANIC FARM
sponsor KANARA-SAKELLAROPOULOU ATHANASIA
concentration asitis
application method occlusive

Sample preparation and application

on the Mean Irritation Index.
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Table 1 - Clinical score of skin reactions
No erythema 0
Light erythema (hardly visible) 1
Clearly visible erythema 2
Moderate erythema 3
Serious erythema (dark red with possible formation of light scars) 4
L
No oedema 0
Light oedema (hardly visible) 1
Light oedema 2
Moderate oedema (about 1 mm raised skin) 3
Strong oedema ( extended swelling even beyond the application area) 4
Table 2 - Classification of the medium irritation index (according to the amended Draize classification).
— T
Mean Irritation Index (m) Product classification
<0,5 non irritating
from 0.5 to 2.0 slightly irritating
from 2.0 to 5.0 moderately irritating
L from 5.0to 8.0 highly irritating J
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RESULTS

Summary of the data obtained and evaluation of the product irritation potential

OEDEMA AND ERYTHEMA REACTIONS

ID Vol ERYTHEMA | OEDEMA ERYTHEMA | OEDEMA ERYTHEMA | OEDEMA
151 15' 1h 1h 24h 24h

1 C1250v M 0 0 0 0 0 0
2  C3147F F 0 0 0 0 0 0
3 Co0931A F 0 0 0 0 0 0
4 MO0476P F 0 0 0 0 0 0
5 V1860G F 0 0 0 0 0 0
6 L1808T F 0 0 0 0 0 0
7 L1092P M 0 0 0 0 0 0
8 P1921v M 0 0 0 0 0 0
9 F1861l F 0 0 0 0 0 0
C1941F M 0 0 0 0 0 0
P1073D F 0 0 0 0 0 0
P1764M F 0 0 0 0 0 0
G0899C F 0 0 0 0 0 0
V1867V F 0 0 0 0 0 0
A1177M F 0 0 0 0 0 0
D1405N M 0 0 0 0 0 0
U2553V M 0 0 0 0 0 0
B2554N M 0 0 0 0 0 0
M1179S F 0 0 0 0 0 0
M2659P F 0 0 0 0 0 0
G12610 F 0 0 0 0 0 0
S$2653F F 0 0 0 0 0 0
C1576G F 0 0 0 0 0 0
A1522C F 1 0 1 0 0 0
A1432M F 0 0 0 0 0 0

MEAN VALUES FOR OEDEMA AND ERYTHEMA

IIM Er 15" (| 1M Ed 15' || 1M Er 1h IIM Ed 1h || IM Er 24h || 1M Ed 24h

004 ][ o000 [ oce ) 000 ][ oo [ 000 ]
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KANARA-SAKELLAROPOULOU ATHANASIA

51.01.C_2015/2933
27/11/2015

Limitunderwhichthe product is classified
as NON-IRRITATING

0,00 &

IIM Er IIM Ed
15 15'

IRRITATION INDEX MEAN VALUES
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KANARA-SAKELLAROPOULOU ATHANASIA

51.01.C_2015/2933
27/11/2015

CONCLUSIONS

On the basis of the data obtained we deem the product:

KANARA-SAKELLAROPOULOU ATHANASIA

VALSAMELAIO OR ST JOHN'S WORT OIL BY SAKELLAROPOULOS
ORGANIC FARM

NON IRRITATING

“DERMATOLOGICALLY TESTED”

San Martino Siccomario - November, Zt 2015

Quality control

Dr. Maria Luisa Ferrara
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P A copy of this report is kept on file at Farcoderm s.r.l,

P Both the informed consent and the information forms are kept on file at Farcoderm s.r.l.for 5 years after the date of issue of the report.
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