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STUDYSUMMARY / CALISMA BILGILERI:

LAB ID / NUMUNE NUMARASI

DISTRIBUTOR NAME / DISTRIBUTOR ADI

MANUFACTURER NAME /URETICI ADI

PRODUCT NAME / URUN ADI

PRODUCT BRAND /MARKA

BATCH NUMBER / BATCH NO

PRODUCT TYPE / URUN TiPiI

PRODUCT EXPIRY DATE / URUN SON KULLANMA TARIHI

RECEIPT DATE / KABUL TARIHI

STORAGE / SAKLAMA KOSULU

ANALYSIS START DATE / ANALIZ BASLAMA TARIHI

ANALYSIS FINISH DATE / ANALIZ BITIS TARIHI

PANEL / GONULLU PROFILI

APPLICATION AREA / UYGULAMA BOLGESI

QUANTITY OF PRODUCT / URUN MIKTARI
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: 18030259

: FIXPLANT KOZMETIK

: FIXPLANT KOZMETIK

: FIXDEEP

: Hair Concealer / Sa¢ Kapaticisi

:10.02.2020

2 12.02.2018

: Room Temperature /Oda sicaklig

220.02.2018

2 23.02.2018

: 20 healthy adult volunteers / 20 saglikli yetiskin
goniillii

: On The Back / Sirt bolgesi

: 0.05-0.1 ml
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OBJECTIVE OF STUDY / CALISMANIN AMACI:
(Cosmetics Europe: Product Test Guidelines For The Assessment of Human Skin Compatibility,

Tiirk Dermatoloji Dernegi Yama Testi)

This patch test study aims to evaluate and to detect by visual examination; the irritation potential of the test

product by the application under normal conditions using a patch on 20 volunteers or a desired number of
volunteers.

Bu patch test ¢alismast ile, 20 ya da talep edilen sayida goniillii iizerinde, test edilecek iiriiniin, patch yardimi ile
normal kosullar altinda uygulanmast durumunda olusabilecek tahris potansiyelinin gozle muayene ile tespit
edilmesi ve degerlendirilmesi amaglanmistir.

THE CRITERIA FOR PARTICIPATING VOLUNTEERS / GONULLU SECIM KRITERLERI:

The volunteers must answer the questions correctly on the MM30_01 Volunteer Information Questionnaire

(VIQ) and sign the questionnaire. This volunteer qustionnaire consists of the rules for the study and the
information about the withdrawal right from the study.

Gomilliiler, MM30 01 Bilgilendirilmis Goniillii Olur Formu'nda (BGOF) yer alan sorulara dogru sekilde cevap
verip, imzalamalidirlar. Bu goniillii formunda, uyulmasi gereken kurallar ve ¢alismada yer alan goniilliilerin
istedigi zaman testten ayrilabilecegi bilgileri yer almaktadr.

e  Should be male/female between ages 18-70
18-70 yas arasmda kadin ve/veya erkek olmali,
¢  The participating volunteers should not have any health problem (for exampie: allergy),
Calismaya katilacak goniilliilerin herhangi bir saglik problemi (6rnegin alerji) olmamali,
e The area of application should not have any dermatological problem,
Calisilan bolgede herhangi bir dermatolojik problem olmamali,
e Skin type should meet the required criteria of the study,
Cilt tipi ¢alisma kriterlerini karsidamali,
e  The volunteers should not participate in any other study regarding the application area until 7 days
to the patch test,
Goniilliiler ¢alismadan 7 giin dncesine kadar uygulama bolgesi ile ilgili olarak baska bir ¢alismaya
katilmamals,
e The hair at the application area should be decreased at minimal level before the study,
Uygulama yapilacak olan bolgedeki sag ve killarin en aza indirilmeli,
e  Adress should be known,
Adresi biliniyor olmall,
o  Should comprehend Turkish and the study conditions,
Tiirkge 'yi ve ¢alisma gereksinimlerini anlayabilmeli,
e Should have no irritation on the application area,
Test bolgesinde tahris olmamali,
e  Should not be pregnant or breast-feeding,
Gebelik ya da emzirme durumu olmamall,
e  Should not have any spots on the test area (for example; scars, sun spots, tattoos),
Test bolgesinde leke olmamal (6rnegin; yara izleri, giines yaniklart, dovmeler),
e The medicine which has effect on skin resistance should not be used,
Deri direncini etkileyebilecek ilag kullanmamali,
e  Should not have any allergy regarding the test product ingredients,
Test edilecek iriiniin icerdigi maddelerden herhangi birine alerjisi olmamali,
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e Should not be participating in any other study at the same time,
Eszamanli olarak bagka bir ¢calismada katilimer olmamal,
¢ Should not participate in another study until the time necessary has passed between two studies,
Iki calismast arast uygun zaman ge¢meden yeni bir calismaya katilmamal,
e  Should sign freely the Volunteer Information Questionnaire,
Ozgiirce bilgilendirilmis goniillii formunu imzalamali,
e  The person whom the freedom are taken by their director or legally,
Yasal veya yonetici karariyla ozgiirliiklerinden yoksun birakilms kisiler olmamall,
e  Should not be emergency patient.
Acil durum hastast olmamali.

The rules to be obeyed by the volunteers during the study are as below,

Calisma boyunca goniilliilerin uymasi gereken kurallar asagidaki gibidir,

e No product such as water should be applied on the application area,
Calisma alanina su gibi herhangi bir iiriin temas ettirilmemeli,
e Should not bathe or expose to UV radiations during the study,
Calisma siiresince banyo yapilmamali ve herhangi bir UV isigma maruz kalmmamali,
e  Should avoid any sport activities that may lead to patch removal from the skin,
Yamanin viicuttan ayrilmasina neden olacak her tiirlii spor faaliyetinden kacinilmali,
e Aspirin, antihistaminic, corticosteroid, antiinflammatory or any medicine decreasing the allergy or
inflammation, medicine effective on skin metabolism should be avoided.
Aspirin, antihistaminik, kortikosteroid, antiinflamatuar ve herhangi bir alerji ya da iltihaplar: azaltan cilt

metabolizmasmnt bozan ilaglar kullanimamalidir.

During the study, the volunteers, may withdraw from the study for the reasons mentioned below without
having any sanction,

Calisma siiresince asagidaki nedenlerden dolay: gomiilliiler herhangi bir yaptirima maruz birakilmadan
calismadan ¢ekilebilirler,

e In case they do not follow the Volunteer Information Questionnaire,
Bilgilendirilmis Gonilllit Formuna uyulmadig takdirde,

¢ In case they face a disease or have an accident during the study,

e  Calisma swrasinda ¢alismanin gidisatin etkileyebilecek herhangi bir hastalik ya da kazaya maruz
kalmislarsa,

e  Desires to leave the study for a personal reason,
Kisisel bir sebeple artik ¢alismaya devam etmek istemiyorlarsa.
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PATCH TEST METHOD / PATCH TEST METODU:

On the back area of the volunteers, patches with 0,05-0,1 ml of products are applied. Also a negative control

is applied for each test. The patch test with products are applied for 48 hours on the skin. The patch is
removed after 48 hours and the reading is done after 30 min, and 72 hours. During the study, skin reactions
are given points and evaluated by the same experienced examiner.

Gomiilliilerin sirt bolgesine, 0,05- 0,1 ml iiriin uygulanan paichler yapistirilir. Ayrica her bir test igin goniilliilere
bir adet negatif kontrol uygulamr. Uriin uygulanmis patch 48 saat boyunca ciltte tutulur. 48 saat sonra yama
viicuttan ¢ikartilir, 30 dakika sonra ve 72.saatte degerlendirme yapilw. Cilt reaksiyonlar: ayni deneyimli
degerlendirici tarafindan test boyunca puanlanir ve degerlendirme yapilir.

VISUAL ASSESSMENT CRITERIA / DEGERLENDIRME KRITERLERI:

Visual examination is given points regarding the explanations below;

Gorsel degerlendirme sonuglart asagidaki tanimlara gire puanianr;

E= Erythema / Kizariklik
0=0edema / Odem
P=Papula / Papiil
V=Vesicle / Kabarcik
B=Blister / Biil, Kesecik

0 =no evidence of erythema

herhangi bir kizariklk yok
0,5 = hardly perceptible erythema

Belli belirsiz kizariklik

1 =slight erythema with or without oedema

Odem olan ya da olmayan hafif kizariklik
2 = moderate erythema, oedema with or without papules

Papiiller olan ya da olmayan orta kizariklik ve ddem
3 =significant erythema, oedema with or without papules / vesicles or blisters

Papiiller, kesecikler ya da kabarciklar olan veya olmayan ciddi eritem ve odem

DRYNESS / KURULUK:

0 = no evidence of scaling / herhangi bir élgek yok

0.5 = dry without scaling; appears smooth and taut / Piiriizsiiz ve gergin goriinen kuru élgekleme,
1 = fine/mild scaling / Ince/hafif dlcekleme

2 = moderate scaling / orta derece olgekleme

3 = severe scaling with large flakes / Biiyiik pul iceren siddetli élgekleme

Mean irritation index (M.LL) / Ortalama Tahris Indeksi Classification /Smiflandirma
0<MIIL<0.1 Non Irritant / Tahris Yok
0.1<M.ILI<0.2 Very Slightly Irritant / Cok Hafif Tahris Edici
02<MIL<0.5 Slightly Irritant / Az Tahris Ldici
0.5<MI11<1.0 Moderately Irritant / Orta Tahris Edici
1.0<M.ILL< 2.0 Irritant / Tahris Edici
20<MIL< 3.0 Very Irritant / Cok Tahris Edici

SkopBio Laboratuvarlar: Ltd. $ti. ) www.skopbio.com
Altingehir Mah. Okyanus Sok. No:3 Umraniye/ [stanbul E-mail: destek@skopbio.com
Tel: 490216 314 02 16 ~ Fax:+90 216 324 85 87 E-mail: lab@skopbio.com

PAGE 5/10



RESULTS AFTER 48 HOUR / 48 SAAT SONRAKI SONUCLAR:

| LABORATORIES

Number of Total
volunteers / | Volunteers ID / | Gender/ | Age/ Skin Type / Erythema/ | Oedema/ Papula / Vesicles / | Blister / Biil, Dryness / Reading /
Gomnillii Goniillii ID Cinsiyet Yag Cilt Tipi Kizariklik Odem Papiil Kabarcitk Kesecik Kuruluk Toplam
Sayist Okuma
1 18000021 M/E 32 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
2 18000022 F/K 56 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
3 18000023 F/K 36 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
4 18000024 F/K 48 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
5 18000025 F/K 26 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
6 18000026 F/K 27 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
7 18000027 M/E 20 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
8 18000028 F/K 47 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
9 18000029 M/E 56 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
10 18000030 F/K 50 Normal Skin / Normal Cilt 0 0 0 0 ] 0 0
11 18000031 F/K 55 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
12 18000632 F/K §7 Normal Skin / Normal Ciit 0 0 ] 0 0 0 0
13 18000033 F/K 52 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
14 18000034 F/K 19 Normal Skin / Normal Cilt 0 0 (] 0 0 0 0
15 18000035 F/K 29 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
16 18000036 F/K 23 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
17 18000037 F/K 31 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
18 18000038 F/K 39 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
19 18000039 F/K 28 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
20 18000040 F/K 35 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
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PANEL DESCRIPTION / PANEL ACIKILAMASI:
This study includes 20 healthy adult volunteers. / Bu ¢alisma 20 saglikit yetiskin goniillii icermektedir.

STUDY WITHDRAWALS / CALISMADAN AYRILMA:
No withdrawal of the study happened / Calismadan ayrilan goniillii olmamastir.

SKIN REACTIONS / CIL.T REAKSIYONLARI:
No important (oedema, blister) skin reaction was noticed by the dermatologist on the reference area for all the volunteers / Dermatolog tarafindan, hi¢bir goniillimiin fest

bolgesinde ciddi bir cilt reaksiyonu (6dem, kesecik gibi) gozlenmemistir.

RESULTS ANALYSIS / ANALIZ SONUCLARI:
Results obtained for each volunteer as well as the corresponding irritation index. / Her goniillii icin karsilik gelen irritasyon indeksine gore sonuclar degerlendirilmistir.
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RESULTS AFTER 72 HOUR / 72 SAAT SONRAKI SONUCLAR:

&
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Number of Total
volunteers / | Volunteers ID/ | Gender/ | Age/ Skin Type / Erythema/ | Oedema/ Papula / Vesicles/ | Blister / Biil, Dryness / Reading /
Goniillii Goniillii ID Cinsiyet Yas Cilt Tipi Kuzariklik Odem Papiil Kabarcik Kesecik Kuruluk Toplam
Sayisi Okuma
1 18000021 M/E 32 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
2 18000022 F/K 56 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
3 18000023 F/K 36 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
4 18000024 F/K 48 Normal Skin / Normal Cilt 0 0 0 0 (] 0 0
5 18000025 F/K 26 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
6 18000026 F/K 27 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
7 18000027 M/E 20 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
8 18000028 F/K 47 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
9 18000029 M/E 56 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
10 18000030 F/K 50 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
ii 18000031 F/K 55 Normai Skin / Normal Ciit 0 0 0 0 0 0 0
12 18000032 F/K 57 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
13 18000033 F/K 52 Sensitive Skin / Hassas Cilt 0 0 0 0 (] 0 0
14 18000034 F/K 19 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
15 18000035 F/K 29 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
16 18000036 F/K 23 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
17 18000037 F/K 31 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
18 18000038 F/K 39 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
19 18000039 F/K 28 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
20 18000040 F/K 35 Normal Skin / Normal Cilt 0,5 0 0 0 0 0 0
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PANEL DESCRIPTION / PANEL ACIKLAMASI:
This study includes 20 healthy adult volunteers. / Bu calisma 20 saglikli yetiskin goniillii icermektedir.

STUDY WITHDRAWALS / CALISMADAN AYRILMA:
No withdrawal of the study happened / Calismadan ayrilan goniillii olmad..

SKIN REACTIONS / CILT REAKSIYONLARI:
No important (oedema, blister) skin reaction was noticed by the dermatologist on the reference area for all the volunteers / Dermatolog tarafindan, hi¢bir goniilliiniin test

bolgesinde ciddi bir cilt reaksiyonu (6dem, kesecik gibi) gozlenmemistir.

RESULTS ANALYSIS / ANALIZ SONUCLARI:
Resuits obtained for each volunteer as well as the corresponding irritation index. / Her gomiillii icin karsilik gelen iritasyon indeksine gore sonuglar degerlendirilmistir.
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After 72 Hours Total Readings / 72 saat Sonraki Olumanin Toplam: 0,5
Total Reading Number / Okuma sayist 2
Skin Irritation Index / Cilt Tahris Indeksi 0.0125
Result / Sonug 0.0125

PRODUCT EVALUATION / URUN DEGERLENDIRILMES]

Non Irritant / Tahris Yok

EVALUATION OF THE RESULTS /SONUCLARIN DEGERLENDIRMESI:

Regarding the results of the patch test performed in 20 adult volunteers, “FIXDEEP” product has been found

as “Non Irritant”.

20 yetiskin goniilliide gerceklestirilen yama testi ¢alismasinda, “FIXDEEP” iiriinii degerlendirmeler sonucunda

“Tahris Yok” bulunmustur.

SIGNATURES / IMZALAR:

Dermatologist / Dermatolog

Name Surname / Ad Soyad : Leyla ERTENU

Signature /Imza

Date / Tarih - 23/

/ £
A
Study Manager / Sorumlu Arastirmact /
Name Surname / Ad Soyad : Sevde INALM
Signature /imza ; @W’(/
Date / Tarih :23/02/18

CONFIRMABLE /TASDIK OLUNUR,

23/02/18
STAMP / KASE
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