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LABORATORIES

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 TiPI

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

: 19031961

: KUATRA PHARMA

:DYS KOZMETIK KiMYAEVI MAD. LTD.

STI.

: KUATRA PLUS KREM

: KPQ10001

: Cream / Krem

:09/2021

:27/1172019

: Room Temperature /Oda sicaklig

2 11.03.2020

:14.03.2020

: 20 healthy adult volunteers / 20 saglikli yetiskin

goniillii

: On The Back / Sirt bolgesi

: 0.05-0.1 ml
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LABORATORIES

OBJECTIVE OF STUDY / CALISMANIN AMACI:
(Cosmetics Europe: Product Test Guidelines For The Asessment 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 géniillii tizerinde, test edilecek iirtiniin, patch yardimi ile
normal kogullar altinda uygulanmast durumunda olusabilecek tahris potansiyelinin gozle muayene ile tespit
edilmesi ve degerlendirilmesi amaglanmigtir.

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.

Géniilliiler, MM30_01 Bilgilendirilmis Goniillti Olur Formu’'nda (BGOF) yer alan sorulara dogru sekilde cevap
verip, imzalamaldirlar. Bu géniillii formunda, uyulmas: gereken kurallar ve ¢alismada yer alan géniilliilerin
istedigi zaman testten ayrilabilecegi bilgileri yer almaktadur.

e Should be male/female between ages 18-70
18-70 yas arasinda kadin ve/veya erkek olmall,
e The participating volunteers should not have any health problem (for example: allergy),
Calismaya katilacak goniilliilerin herhangi bir saghk problemi (6rnegin alerji) olmamali,
e The area of application should not have any dermatological problem,
Calisilan bélgede herhangi bir dermatolojik problem olmamall,
e  Skin type should meet the required criteria of the study,
Cilt tipi ¢aligma kriterlerini karsilamali,
e The volunteers should not participate in any other study regarding the application area until 7
days to the patch test,
Goniilliiler ¢calismadan 7 giin oncesine kadar uygulama bolgesi ile ilgili olarak baska bir ¢alismaya
katilmamall,
e The hair at the application area should be decreased at minimal level before the study,
Uygulama yapilacak olan bolgedeki sa¢ ve killarin en aza indirilmeli,
o  Adress should be known,
Adresi biliniyor olmali,
e  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 olmamalr (Ornegin, yara izleri, giines yaniklari, dévmeler),
o The medicine which has effect on skin resistance should not be used,
Deri direncini etkileyebilecek ila¢ kullanmamall,
e Should not have any allergy regarding the test product ingredients,
Test edilecek iiriiniin icerdigi maddelerden herhangi birine alerjisi olmamali,
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LABORATORIES

e Should not be participating in any other study at the same time,
Eszamanli olarak baska bir ¢calismada katilimct olmamali,
e 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 katilmamali,
e Should sign freely the Volunteer Information Questionnaire,
Ozgiirce bilgilendirilmis goniillii formunu imzalamal,
e The person whom the freedom are taken by their director or legally,
Yasal veya yonetici karariyla 6zgiirliiklerinden yoksun birakilmis kisiler olmamall,
e Should not be emergency patient.
Acil durum hastasi olmamall.

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 ettirilmemel,
e Should not bathe or expose to UV radiations during the study,
Calisma siiresince banyo yapilmamalir ve herhangi bir UV 1s1gina maruz kalinmamali,
¢ Should avoid any sport activities that may lead to patch removal from the skin,
Yamanin viicuttan ayrilmasina neden olacak her tiirlii spor faaliyetinden kaginilmali,
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 iltihaplart azaltan cilt

metabolizmasini bozan ila¢lar kullanilmamalidir.

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

Calisma siiresince asagidaki nedenlerden dolayr géniilliiler herhangi bir yaptirima maruz birakilmadan
calismadan c¢ekilebilirler,

e In case they do not follow the Volunteer Information Questionnaire,
Bilgilendirilmis Goniillii Formuna uyulmadigi takdirde,

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

e Calisma siwrasinda ¢calismanin gidisatini etkileyebilecek herhangi bir hastalik ya da kazaya maruz
kalmislarsa,

e Desires to leave the study for a personal reason,
Kisisel bir sebeple artik calismaya 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.

Géniilliilerin sirt bolgesine, 0,05- 0,1 ml iiriin uygulanan patchler yapistirilir. Ayrica her bir test igin géniilliilere
bir adet negatif kontrol uygulanir. Uriin uygulanmis patch 48 saat boyunca ciltte tutulur. 48 saat sonra yama
viicuttan ¢ikartilir, 30 dakika sonra ve 72.saatte degerlendirme yapilir. Cilt reaksiyonlari 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 sonucglari asagidaki tanimlara gore puanlanur,

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

0 =no evidence of erythema

herhangi bir kizariklik 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 6dem
3 =significant erythema, oedema with or without papules / vesicles or blisters

Papiiller, kesecikler ya da kabarciklar olan veya olmayan ciddi eritem ve 6dem

DRYNESS / KURULUK:

0 = no evidence of scaling / herhangi bir 6l¢ek yok

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

2 = moderate scaling / orta derece 6l¢ekleme

3 =severe scaling with large flakes / Biiyiik pul iceren siddetli 6lcekleme

Mean irritation index (M.L.L) / Ortalama Tahris Indeksi Classification /Siniflandirma
0<M.LIL <0.1 Non Irritant / Tahris Yok
0.1<M.II1.<0.2 Very Slightly Irritant / Cok Hafif Tahris Edici
0.2 <M.LIL<0.5 Slightly Irritant / Az Tahris Edici
0.5<M.LIL< 1.0 Moderately Irritant / Orta Tahris Edici
1.0<M.II< 2.0 Irritant / Tahris Edici
2.0<M.LI< 3.0 Very Irritant / Cok Tahris Edici
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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 /
Goniillii Géniillii ID Cinsiyet Yas Cilt Tipi Kizariklik Odem Papiil Kabarcik Kesecik Kuruluk Toplam
Sayisi Okuma
1 2003000041 F/K 49 Sensitive Skin/ Hassas Cilt [} [} 0 0 0 0 0
2 2003000042 M/E 58 Sensitive Skin/ Hassas Cilt 0 0 0 ()} 0 0 0
3 2003000043 F/K 52 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
4 2003000044 F/K 60 Normal Skin / Normal Cilt (] 0 0 0 0 0 0
5 2003000045 F/K 50 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
6 2003000046 F/K 28 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
7 2003000047 F/K 53 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
8 2003000048 M/E 60 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
9 2003000049 F/K 28 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
10 2003000050 F/K 37 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
11 2003000051 F/K 42 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
12 2003000052 F/K 69 Normal Skin / Normal Cilt 0 0 0 (] 0 0 0
13 2003000053 F/K 58 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
14 2003000054 F/K 54 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
15 2003000055 F/K 26 Normal Skin / Normal Cilt 0 0 0 (] 0 0 0
16 2003000056 F/K 26 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
17 2003000057 F/K 37 Normal Skin / Normal Cilt 0 (] 0 (] 0 0 0
18 2003000058 F/K 30 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
19 2003000059 F/K 43 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
20 2003000060 F/K 28 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
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LABORATORIES

PANEL DESCRIPTION / PANEL ACIKLAMASI:
This study includes 20 healthy adult volunteers. / Bu ¢calisma 20 saglkli yetiskin géniillii icermektedir.

STUDY WITHDRAWALS / CALISMADAN AYRILMA:
No withdrawal of the study happened / Calismadan ayrilan géniillii olmamstir.

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 goniilltiniin test
bélgesinde ciddi bir cilt reaksiyonu (6dem, kesecik gibi) gézlenmemistir.

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

LABORATORIES

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 Kizariklik Odem Papiil Kabarcik Kesecik Kuruluk Toplam
Sayisi Okuma
1 2003000041 F/K 49 Sensitive Skin/ Hassas Cilt 0 [} 0 [} 0 0 0
2 2003000042 M/E 58 Sensitive Skin/ Hassas Cilt 0 0 0 (] 0 0 0
3 2003000043 F/K 52 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
4 2003000044 F/K 60 Normal Skin / Normal Cilt 0 0 0 (] 0 0 0
5 2003000045 F/K 50 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
6 2003000046 F/K 28 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
7 2003000047 F/K 53 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
8 2003000048 M/E 60 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
9 2003000049 F/K 28 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
10 2003000050 F/K 37 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
11 2003000051 F/K 42 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
12 2003000052 F/K 69 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
13 2003000053 F/K 58 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
14 2003000054 F/K 54 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
15 2003000055 F/K 26 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
16 2003000056 F/K 26 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
17 2003000057 F/K 37 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
18 2003000058 F/K 30 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
19 2003000059 F/K 43 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
20 2003000060 F/K 28 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
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LABORATORIES

PANEL DESCRIPTION / PANEL ACIKLAMASI:
This study includes 20 healthy adult volunteers. / Bu ¢alisma 20 saglkli yetiskin géniillii icermektedir.

STUDY WITHDRAWALS / CALISMADAN AYRILMA:
No withdrawal of the study happened / Calismadan ayrilan géniillii 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 goniilltiniin test
bélgesinde ciddi bir cilt reaksiyonu (6dem, kesecik gibi) gézlenmemistir.

RESULTS ANALYSIS / ANALIZ SONUCLARI:
Results obtained for each volunteer as well as the corresponding irritation index. / Her goniillii i¢in karsilik gelen iritasyon indeksine gére sonuglar degerlendirilmistir.
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After 72 Hours Total Readings / 72 saat Sonraki Okumanin Toplami 0,0

Total Reading Number / Okuma sayist 2

Skin Irritation Index / Cilt Tahris Indeksi 0.0000

Result / Sonug 0.0000
PRODUCT EVALUATION / URUN DEGERLENDIRILMESI Non Irritant / Tahris Yok

EVALUATION OF THE RESULTS /SONUCLARIN DEGERLENDIRMESI:

Regarding the results of the patch test performed in 20 adult volunteers, “KUATRA PLUS KREM”

product has been found as “Non Irritant”.

20 yetiskin goniilliide gerceklestirilen yama testi ¢alismasinda, “KUATRA PLUS KREM” iriinii
degerlendirmeler sonucunda “Tahris Yok bulunmustur.

SIGNATURES / IMZALAR:

Dermatologist / Dermatolog

Name Surname / Ad Soyad
Signature / imza
Date / Tarih

Study Manager / Sorumlu Arastirmaci

Name Surname / Ad Soyad
Signature / imza

Date / Tarih

: Leyla ERTENU

:16.03.2020

: Ceyda OZTURK

:16.03.2020

CONFIRMABLE /TASDIK OLUNUR,

16.03.2020
STAMP / KASE

This certificate is issued by computer and is valued without signature. /
Bu rapor elektronik olarak diizenlenmis olup islak imzasiz olarak gegerlidir.

SkopBio Laboratuvarlar1 Ltd. Sti.
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48 HOURS PATCH TEST REPORT
48 SAAT PATCH TEST RAPORU

PRODUCT NAME / URUN ADI : KUATRA NIPPLE CARE
DISTRIBUTOR NAME/ DISTRIBUTOR ADI : KUATRA PHARMA
MANUFACTURER NAME / URETICI ADI : DYS KOZMETIK KIMYAEVI MAD. LTD. STi.
LAB ID /| NUMUNE NUMARASI : 19031964
REPORT DATE / RAPOR TARIHI :16.03.2020
SkopBio Laboratuvarlar Ltd. Sti. www.skopbio.com
Altinsehir Mah. Okyanus Sok. No:3 Umraniye/ Istanbul E-mail: destek@skopbio.com
Tel: +90 216 314 02 16 Fax:+90 216 324 85 87 E-mail: lab@skopbio.com
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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 TiPI

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

: 19031964

: KUATRA PHARMA

:DYS KOZMETIK KiMYAEVI MAD. LTD.

STI.

: KUATRA NIPPLE CARE

: KNC0001

: Cream / Krem

:09/2021

:27/1172019

: Room Temperature /Oda sicaklig

2 11.03.2020

:14.03.2020

: 20 healthy adult volunteers / 20 saglikli yetiskin

goniillii

: On The Back / Sirt bolgesi

: 0.05-0.1 ml
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LABORATORIES

OBJECTIVE OF STUDY / CALISMANIN AMACI:
(Cosmetics Europe: Product Test Guidelines For The Asessment 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 géniillii tizerinde, test edilecek iirtiniin, patch yardimi ile
normal kosullar altinda uygulanmast durumunda olusabilecek tahris potansiyelinin gozle muayene ile tespit
edilmesi ve degerlendirilmesi amaglanmigtir.

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.

Géniilliiler, MM30_01 Bilgilendirilmis Goniillii Olur Formu’'nda (BGOF) yer alan sorulara dogru sekilde cevap
verip, imzalamaldirlar. Bu géniillii formunda, uyulmas: gereken kurallar ve ¢alismada yer alan géniilliilerin
istedigi zaman testten ayrilabilecegi bilgileri yer almaktadur.

e Should be male/female between ages 18-70
18-70 yas arasinda kadin ve/veya erkek olmall,
e The participating volunteers should not have any health problem (for example: allergy),
Calismaya katilacak goniilliilerin herhangi bir saghk problemi (6rnegin alerji) olmamali,
e The area of application should not have any dermatological problem,
Calisilan bélgede herhangi bir dermatolojik problem olmamall,
e  Skin type should meet the required criteria of the study,
Cilt tipi ¢aligma kriterlerini karsilamali,
e The volunteers should not participate in any other study regarding the application area until 7
days to the patch test,
Goniilliiler ¢calismadan 7 giin oncesine kadar uygulama bolgesi ile ilgili olarak baska bir ¢alismaya
katilmamall,
e The hair at the application area should be decreased at minimal level before the study,
Uygulama yapilacak olan bolgedeki sa¢ ve killarin en aza indirilmeli,
o  Adress should be known,
Adresi biliniyor olmali,
e  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 olmamalyr (Ornegin, yara izleri, giines yaniklari, dévmeler),
o The medicine which has effect on skin resistance should not be used,
Deri direncini etkileyebilecek ila¢ kullanmamall,
e Should not have any allergy regarding the test product ingredients,
Test edilecek iiriiniin icerdigi maddelerden herhangi birine alerjisi olmamall,
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LABORATORIES

e Should not be participating in any other study at the same time,
Eszamanli olarak baska bir ¢calismada katilimct olmamali,
e 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 katilmamali,
e Should sign freely the Volunteer Information Questionnaire,
Ozgiirce bilgilendirilmis goniillii formunu imzalamal,
e The person whom the freedom are taken by their director or legally,
Yasal veya yonetici karariyla 6zgiirliiklerinden yoksun birakilmis kisiler olmamall,
e Should not be emergency patient.
Acil durum hastasi olmamall.

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 ettirilmemel,
e Should not bathe or expose to UV radiations during the study,
Calisma siiresince banyo yapilmamalr ve herhangi bir UV 1s1gina maruz kalinmamali,
¢ Should avoid any sport activities that may lead to patch removal from the skin,
Yamanin viicuttan ayrilmasina neden olacak her tiirlii spor faaliyetinden kaginilmali,
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 iltihaplart azaltan cilt

metabolizmasini bozan ila¢lar kullanilmamalidir.

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

Calisma siiresince asagidaki nedenlerden dolayr géniilliiler herhangi bir yaptirima maruz birakilmadan
calismadan c¢ekilebilirler,

e In case they do not follow the Volunteer Information Questionnaire,
Bilgilendirilmis Goniillii Formuna uyulmadigi takdirde,

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

e Calisma siwrasinda ¢calismanin gidisatini etkileyebilecek herhangi bir hastalik ya da kazaya maruz
kalmislarsa,

e Desires to leave the study for a personal reason,
Kisisel bir sebeple artik calismaya devam etmek istemiyorlarsa.

SkopBio Laboratuvarlar: Ltd. Sti. ) www.skopbio.com
Altingehir Mah. Okyanus Sok. No:3 Umraniye/ Istanbul E-mail: destek@skopbio.com
Tel: +90 216 314 02 16 Fax:+90 216 324 85 87 E-mail: lab@skopbio.com
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LABORATORIES

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.

Géniilliilerin sirt bolgesine, 0,05- 0,1 ml iiriin uygulanan patchler yapistirilir. Ayrica her bir test igin géniilliilere
bir adet negatif kontrol uygulanir. Uriin uygulanmis patch 48 saat boyunca ciltte tutulur. 48 saat sonra yama
viicuttan ¢ikartilir, 30 dakika sonra ve 72.saatte degerlendirme yapilir. Cilt reaksiyonlari 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 sonucglari asagidaki tanimlara gore puanlanur,

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

0 =no evidence of erythema

herhangi bir kizariklik 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 6dem
3 =significant erythema, oedema with or without papules / vesicles or blisters

Papiiller, kesecikler ya da kabarciklar olan veya olmayan ciddi eritem ve 6dem

DRYNESS / KURULUK:

0 = no evidence of scaling / herhangi bir 6l¢ek yok

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

2 = moderate scaling / orta derece 6l¢ekleme

3 =severe scaling with large flakes / Biiyiik pul iceren siddetli 6lcekleme

Mean irritation index (M.L.L) / Ortalama Tahris Indeksi Classification /Siniflandirma
0<M.LIL <0.1 Non Irritant / Tahris Yok
0.1<M.II1.<0.2 Very Slightly Irritant / Cok Hafif Tahris Edici
0.2 <M.LIL<0.5 Slightly Irritant / Az Tahris Edici
0.5<M.LIL< 1.0 Moderately Irritant / Orta Tahris Edici
1.0<M.II< 2.0 Irritant / Tahris Edici
2.0<M.LI< 3.0 Very Irritant / Cok Tahris Edici

SkopBio Laboratuvarlar: Ltd. Sti. ) www.skopbio.com
Altingehir Mah. Okyanus Sok. No:3 Umraniye/ Istanbul E-mail: destek@skopbio.com
Tel: +90 216 314 02 16 Fax:+90 216 324 85 87 E-mail: lab@skopbio.com
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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 /
Goniillii Géniillii ID Cinsiyet Yas Cilt Tipi Kizariklik Odem Papiil Kabarcik Kesecik Kuruluk Toplam
Sayisi Okuma
1 2003000041 F/K 49 Sensitive Skin/ Hassas Cilt [} [} 0 0 0 0 0
2 2003000042 M/E 58 Sensitive Skin/ Hassas Cilt 0 0 0 ()} 0 0 0
3 2003000043 F/K 52 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
4 2003000044 F/K 60 Normal Skin / Normal Cilt (] 0 0 0 0 0 0
5 2003000045 F/K 50 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
6 2003000046 F/K 28 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
7 2003000047 F/K 53 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
8 2003000048 M/E 60 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
9 2003000049 F/K 28 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
10 2003000050 F/K 37 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
11 2003000051 F/K 42 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
12 2003000052 F/K 69 Normal Skin / Normal Cilt 0 0 0 (] 0 0 0
13 2003000053 F/K 58 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
14 2003000054 F/K 54 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
15 2003000055 F/K 26 Normal Skin / Normal Cilt 0 0 0 (] 0 0 0
16 2003000056 F/K 26 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
17 2003000057 F/K 37 Normal Skin / Normal Cilt 0 (] 0 (] 0 0 0
18 2003000058 F/K 30 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
19 2003000059 F/K 43 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
20 2003000060 F/K 28 Normal Skin / Normal Cilt 0 0 0 0 0 0 0

SkopBio Laboratuvarlan Ltd. Sti.

Altingehir Mah. Okyanus Sok. No:3 Umraniye/ Istanbul

Tel: +90 216 314 02 16

Fax:+90 216 324 85 87

www.skopbio.com

E-mail: destek@skopbio.com
E-mail: lab@skopbio.com
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LABORATORIES

PANEL DESCRIPTION / PANEL ACIKLAMASI:
This study includes 20 healthy adult volunteers. / Bu ¢calisma 20 saglkli yetiskin géniillii icermektedir.

STUDY WITHDRAWALS / CALISMADAN AYRILMA:
No withdrawal of the study happened / Calismadan ayrilan géniillii olmamstir.

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 goniilltiniin test
bélgesinde ciddi bir cilt reaksiyonu (6dem, kesecik gibi) gézlenmemistir.

RESULTS ANALYSIS / ANALIZ SONUCLARI:
Results obtained for each volunteer as well as the corresponding irritation index. / Her goniillii i¢in karsilik gelen irritasyon indeksine gore sonuglar degerlendirilmistir.

SkopBio Laboratuvarlar Ltd. Sti. ] www.skopbio.com
Altingehir Mah. Okyanus Sok. No:3 Umraniye/ Istanbul E-mail: destek@skopbio.com
Tel: +90 216 314 02 16 Fax:+90 216 324 85 87 E-mail: lab@skopbio.com
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RESULTS AFTER 72 HOUR / 72 SAAT SONRAKI SONUCLAR:

LABORATORIES

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 Kizariklik Odem Papiil Kabarcik Kesecik Kuruluk Toplam
Sayisi Okuma
1 2003000041 F/K 49 Sensitive Skin/ Hassas Cilt 0 [} 0 [} 0 0 0
2 2003000042 M/E 58 Sensitive Skin/ Hassas Cilt 0 0 0 (] 0 0 0
3 2003000043 F/K 52 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
4 2003000044 F/K 60 Normal Skin / Normal Cilt 0 0 0 (] 0 0 0
5 2003000045 F/K 50 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
6 2003000046 F/K 28 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
7 2003000047 F/K 53 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
8 2003000048 M/E 60 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
9 2003000049 F/K 28 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
10 2003000050 F/K 37 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
11 2003000051 F/K 42 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
12 2003000052 F/K 69 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
13 2003000053 F/K 58 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
14 2003000054 F/K 54 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
15 2003000055 F/K 26 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
16 2003000056 F/K 26 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
17 2003000057 F/K 37 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
18 2003000058 F/K 30 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
19 2003000059 F/K 43 Sensitive Skin/ Hassas Cilt 0 0 0 0 0 0 0
20 2003000060 F/K 28 Normal Skin / Normal Cilt 0 0 0 0 0 0 0

SkopBio Laboratuvarlan Ltd. Sti.

Altingehir Mah. Okyanus Sok. No:3 Umraniye/ Istanbul
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Fax:+90 216 324 85 87
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LABORATORIES

PANEL DESCRIPTION / PANEL ACIKLAMASI:
This study includes 20 healthy adult volunteers. / Bu ¢alisma 20 saglkli yetiskin géniillii icermektedir.

STUDY WITHDRAWALS / CALISMADAN AYRILMA:
No withdrawal of the study happened / Calismadan ayrilan géniillii 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 goniilltiniin test
bélgesinde ciddi bir cilt reaksiyonu (6dem, kesecik gibi) gézlenmemistir.

RESULTS ANALYSIS / ANALIZ SONUCLARI:
Results obtained for each volunteer as well as the corresponding irritation index. / Her goniillii i¢in karsilik gelen iritasyon indeksine gére sonuglar degerlendirilmistir.

SkopBio Laboratuvarlar Ltd. Sti. ] www.skopbio.com
Altingehir Mah. Okyanus Sok. No:3 Umraniye/ Istanbul E-mail: destek@skopbio.com
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PAGE 9/10



LABORATORIES

After 72 Hours Total Readings / 72 saat Sonraki Okumanin Toplami 0,0

Total Reading Number / Okuma sayist 2

Skin Irritation Index / Cilt Tahris Indeksi 0.0000

Result / Sonug 0.0000
PRODUCT EVALUATION / URUN DEGERLENDIRILMESI Non Irritant / Tahris Yok

EVALUATION OF THE RESULTS /SONUCLARIN DEGERLENDIRMESI:

Regarding the results of the patch test performed in 20 adult volunteers, “KUATRA NIPPLE CARE”
product has been found as “Non Irritant”.

20 yetiskin géniilliide gerceklestirilen yama testi ¢alismasinda, “KUATRA NIPPLE CARE” iiriinii
degerlendirmeler sonucunda “Tahris Yok bulunmustur.

SIGNATURES / IMZALAR:

Dermatologist / Dermatolog

Name Surname / Ad Soyad : Leyla ERTENU
Signature / imza
Date / Tarih - 16.03.2020

Study Manager / Sorumlu Arastirmaci

Name Surname / Ad Soyad : Ceyda OZTURK
Signature / imza

Date / Tarih :16.03.2020

CONFIRMABLE /TASDIK OLUNUR,
16.03.2020
STAMP / KASE

This certificate is issued by computer and is valued without signature. /
Bu rapor elektronik olarak diizenlenmis olup islak imzasiz olarak gegerlidir.

SkopBio Laboratuvarlar: Ltd. $ti. ) www.skopbio.com
Altingehir Mah. Okyanus Sok. No:3 Umraniye/ Istanbul E-mail: destek@skopbio.com
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AR-GE VE ANALIZ MERKEZ LABORATUVARLARI
YU-AGAM
YU-AGAM KOZMETIK VE BiYOSIDAL ANALIZ LABORATUVARI ANALIZ RAPORU

Rapor No :KBL17001111 12/12/2017
Numuneyi Génderen :KUATRA PHARMA — SANIYE SIBEL COSKUN
Teklif No : KBL171830-00-AYN
Analizin Baslama ve Bitis tarihi :06/11/2017 I 12/12/2017
Numune Kabul Tarihi :06/11/2017
Numune Gelis Sekli / Sicakhid :Kargo - I 17°C
Numune Tiirii - Nemlendirici - Besleyici Krem
Ambalaj : Plastik Ambalaj
Uretim ve SKT - /
Seri - Lot 5
Miktar 1250 ml
Uretici Firma /Marka 3 / Kuatra
Sira i . Olgiim Geri : Limit . .
No Analiz Analiz Metodu Limiti - Analiz Sonuglar Deger Degerlendirme
1 . — Irritasyon veya
Sermatolc_mk Iest (30 Gondlli Patch Test } _ Alerjenite Tespit
crmaLCil Edilemedi

Sonuglar,... esas alinarak degerlendirilmistir.

Yapilan muayene ve analiz sonucunda yukarida belirtilen degerler tospit edilmistir

Not 1. Bu Analiz raporu Adli-idari iglemlerde ve reklam amaciyla kullanilamaz.

Not 2. Bu analiz raporunun higbir bélimi tek bagina veya ayr ayn kullanilamaz.

Not 3. Analiz sonuglan yukarida belirtilen numune igin gegerlidir.

Not 4. lzin alinmadan raporlarimiz ¢ogaltilamaz ve yayinlanamaz. Imzasiz raporlar gegersizdir.

Not 5.(*) Isaretll analizde laboratuvarimiz TURKAK'tan akreditedir.

Not 6. (**) Isaretli analizde laboratuvarimiz Gida, Tarim ve Hayvancilik Bakanhg'ndan yetkilidir.

Not 7. (***) lsaretli analizde laboratuvanmiz Gida, Tanm ve Hayvancilik Bakanhgi'ndan yetkili, TURKAK tan akreditedir.

Not.8. Bu rapordakl kapsam digi analizler misteri talebi ile Ar-Ge amagl olarak caligiimigtir. 5996 sayili kanun ve ligili mevzuat kapsaminda resmi Islemlerde kullanilamaz, resmi makamlara iletilemez.
Not 9. (*) Analiz B-1545/17 no'lu ve 11.12.2017 tarihli raporla tedarlkgi laboratuvarinda gerceklestirimektedir.
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THE REPORT FROM DERMATOLOGICAL RESEARCH
OF COSMETICAL PRODUCT
WITH HALF OPEN PATCH TEST

Product KBL17001111-NEMLENDIRICI-BESLEYiCi KREM

Responsible Person  YU-AGAM

1. RESEARCH BASIS

YU-AGAM

Productname .| KBL17001111-NEMLENDIRICI-BESLEYICI KREM

Angredients:: Aqua, Cetearyl Alcohol, Giyceryl Stearate, Ceteareth-25, Cetyl Palmitate, Dimethicone
Crosspolymer, Glycerin, Allantoin, Aloe Vera Callus Extract, Panthenoi, Hypericum
Perforatum Qil, Prunus Amygdaius Dulcis Oil, Olea Europaea Fruit Oil, Shea Butter

| Glycerides, Lavandula Angustifolia Oil, Zinc Oxide, isopropy! Myristate, Beta-Glucan

2. PRODUCT CHARACTERISTIC _
_1:Pr_o_duc_t_;P_a¢::_l<ageg_ G /| Supplementary — clear plastic container labeled with name of the product
::Rrpd;i_ct;App‘éaré‘nce_';'_ | White cream with delicate scent
| Product purpose.

Cream

The responsible person is responsible for conformi
delivered research samples,

ty with declared qualitative and quantitative composition and microbiological purity of the

3. METHODOLOGY

U The study was conducted in accordance with Regulation of the Eure

pean Parliament and Council Regulation (EC)
No 1223/2009 of 30 November 2009 on cosmetics.

O The study was conducted in accordance with recommendation of Cosmetics Europe — The Personal Care
Association Guidelines:

O product test guidelines for the Assessment of Human Skin Compatibility 1997 0O
guidelines for the evaluation of the Efficacy of Cosmetic Products 2008.




0 Patch tests according to Jadassohn-Bloch with Rudzki modifications were conducted under careful supervise of

medical specialists — dermatologists. The assessment of the allergenic and irritant features was made on a
group of 30 healthy volunteers no ailergological history, familiarized with contraindications and
recommendations for the study /not currently taking any medication that may have any effect on the result of
the test/. The probands’ selection, samples application and reading took place in Diagnostic Test in Bialystok.
The tested preparation in commercial formulation is applied to chamber cell-petal patches of Finn Chamber®
which are put around a vane. Patches are removed after 48 hours and the first reading is conducted. Anather
reading takes place 96 hours after insertion of the sample. A dermatologist based on the observations of skin
reactions evaluates allergenic action of the conducted substance. Positive reaction {erythema) confirms
allergenic properties of the formulation, negative reaction (no erythema) confirms the absence of altergenic
properties of the formulation.

4. THE AIM OF STUDY

0 The aim is to assess irritating and allergenic properties of the product in a healthy adult volunteer by single insert

of patch test and the reading of skin reaction after 48 and 96 hours.

5. SUBJECT — VOLUNTEERS SELECTION

0 The selection of probands — volunteers was conducted by a dermatologist according to the Declaration of

Helsinki of 1964 (with subsequent amendments), Polish laws, Cosmetics Europe directives with applying
inclusion and exclusion criteria. 30 people took part in the study who met the requirements for entering the
study and agreed to informed consent to participate in the study. The skin at the selected area was normal,
without any lesions. Subjects were informed not to use any kinds of antihistamines or pharmacological agents
at the time of test, which may affect the tests’ results.

6. RESULTS
Subject Age Skin type Sex Erythema Oedema Scaling
1 43 Dry F {0) {0) {0)
2 29 Mixed M (0) (0) (0)
3 24 Mixed F {0) {0) {0)
4 55 Dry M (0} (0} (0}
5 41 Dry F {0) (0) {0)
6 60 Normal M (0) (0) (0}
7 45 Mixed F {0) (0) {0)
8 41 Mixed M (0) (0} (0)
9 35 Dry M {0) {0) {0)
10 39 Dry F (0) (0) (0)
11 38 Dry F {0) (0) {0)
12 30 Normal M (@) (0) (0)
13 40 Mixed F (0) (0) {0)
14 33 Dry F (0) (0) (©)
15 28 Mixed F (0) (0) {0}
16 23 Dry F {0) (0) (0}
17 38 Mixed M (0) {0) {0)
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18 45 Dry F (0) (0) (0)
19 52 Mixed M (0) (0) (0)
20 34 Mixed F (0) (0) Q)
21 28 Normal F (0) (0) (0)
22 31 Dry M (0) (0) (0)
23 50 Dry F (0) (0) (0)
24 33 Normal F (0) (0) (0)
25 27 Mixed M (0) (0) (0)
26 48 Dry F (0) (0) (0)
27 53 Dry F (0) (0) (0)
28 30 Mixed F (0) (0) (0)
29 24 Normal F (0) (0) (0)
| 30 39 Dry M (0) (0) (0)

Legend: E (erythema) - (0) - zero; (1) — weak; (2) - moderate; (3) — strong; (4) — very strong

O (oedema) - (0) - zero; (1) - weak; (2) — moderate; (3) - strong; (4) = very strong

S (scaling) - (0) - zero; (1) - weak; (2) — moderate; (3) - strong; (4) — very strong

(-) = negative result, (?) - questionable result

M —man, F-woman

RESULTS: In 30 subjects, the results of patch tests were negative, which means that the product does not cause irritation

or allergy reaction in those subjects.

7. CONCLUSION

1. Having conducted patch tests, one may state that KBL17001111-NEMLENDIRICi-BESLEYiCi KREM does not have

irritant or allergenic action.

The issued opinion does not apply to anybody with an allergy to any of the ingredients of the tested preparation.

3. Theissued opinion does not include analysis of the composition of the product.

The tested preparation fulfills requirements for cosmetic

health safety.

Stamp and Signature of investigator
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LABORATORIES

48 HOURS PATCH TEST REPORT
48 SAAT PATCH TEST RAPORU

PRODUCT NAME / URUN ADI : KUATRA KREM
DISTRIBUTOR NAME / DISTRIBUTOR ADI : KUATRA PHARMA
MANUFACTURER NAME / URETICI ADI : AKS KOZMETIK KIMYA SAN. TiC. LTD.
STi.
LAB ID / NUMUNE NUMARASI : 16030176 — Revizyon 01
REPORT DATE / RAPOR TARIHI : 29.03.2016
SkopBio Laboratuvarlar Ltd. Sti. www.skopbio.com
Altingehir Mah. Okyanus Sok. No:3 Umraniye/ Istanbul E-mail: destek@skopbio.com
Tel: +90 216 314 0216 Fax:+90 216 324 85 87 E-mail: lab@skopbio.com
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STUDY SUMMARY / CALISMA BILGILERI:

LABORATORIES

LAB ID / NUMUNE NUMARASI
DISTRIBUTOR NAME / DISTRIBUTOR ADI
MANUFACTURER NAME / URETIiCi ADI
PRODUCT NAME / URUN ADI

PRODUCT BRAND / MARKA

BATCH NUMBER / BATCH NO

PRODUCT TYPE / URUN TiPi

RECEIPT DATE / KABUL TARIHI

STORAGE / SAKLAMA KOSULU

ANALYSIS FINISH DATE / ANALIZ BITIS TARIHI
PANEL / GONULLU PROFILI
APPLICATION AREA / UYGULAMA BOLGESI

QUANTITY OF PRODUCT / URUN MIKTARI

ANALYSIS START DATE / ANALIZ BASLAMA TARIHI

: 16030176 — Revizyon 01
: KUATRA PHARMA

: AKS KOZMETIK KiMYA SAN. TiC. LTD.

: KUATRA KREM

- 001

: Cream / Krem

PRODUCT EXPIRY DATE / URUN SON KULLANMA TARIHI :01/2018

: 08/03/2016

: Room temperature /Oda sicaklig

: 25/03/2016

: 28/03/2016

:12 healthy adult volunteers / 12 saglikli yetiskin goniillii
: On the back / Sut bolgesi

:0.05-0.1 ml

SkopBio Laboratuvarlar: Ltd. Sti. ]
Altingehir Mah. Okyanus Sok. No:3 Umraniye/ Istanbul
Tel: +90 216 314 0216 ~ Fax:+90 216 324 85 87

www.skopbio.com

E-mail: destek@skopbio.com
E-mail: lab@skopbio.com
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LABORATORIES

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 12 volunteers or a desired number of
volunteers.

Bu patch test ¢alismast ile, 12 ya da talep edilen sayida géniillii iizerinde, test edilecek iiriiniin, patch yardimi ile
normal kogullar altinda uygulanmast durumunda olugsabilecek tahris potansiyelinin gozle muayene ile tespit
edilmesi ve degerlendirilmesi amaglanmigtir.

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.

Goniilliiler, MM30_01 Bilgilendirilmis Goniillii Olur Formu’nda (BGOF) yer alan sorulara dogru sekilde cevap
verip, imzalamalidirlar. Bu géniillii formunda, uyulmast gereken kurallar ve ¢alismada yer alan goniilliilerin
istedigi zaman testten ayrilabilecegi bilgileri yer almaktadur.

e Should be male/female between ages 18-70
18-70 yas arasinda kadin ve/veya erkek olmali,

e The participating volunteers should not have any health problem (for example: 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 karsilamali,

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 oncesine kadar uygulama bélgesi 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 olmali,

e Should comprehend Turkish and the study conditions,
Tiirkgeyi 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 olmamali,
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e Should not have any spots on the test area (for example; scars, sun spots, tattoos),
Test bolgesinde leke olmamali (6rnegin, yara izleri, giines yaniklari, dovmeler),
e The medicine which has effect on skin resistance should not be used,
Deri direncini etkileyebilecek ila¢ kullanmamal,
e Should not have any allergy regarding the test product ingredients,
Test edilecek iiriiniin icerdigi maddelerden herhangi birine alerjisi olmamali,
e Should not be participating in any other study at the same time,
Eszamanli olarak baska bir ¢calismada katilimci olmamall,
e 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 katilmamall,
¢ Should sign freely the Volunteer Information Questionnaire,
Ozgiirce bilgilendirilmis goniillii formunu imzalamal,
e The person whom the freedom are taken by their director or legally,
Yasal veya yonetici kararyla ozgiirliiklerinden yoksun birakilmis kisiler olmamali,
e Should not be emergency patient.
Acil durum hastasi olmamall.

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

Calisma boyunca géniilliilerin 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 stiresince banyo yapilmamali ve herhangi bir UV isigina maruz kalinmamalt,
e Should avoid any sport activities that may lead to patch removal from the skin,
Yamanin viicuttan ayrilmasina neden olacak her tiirlii spor faaliyetinden kaginilmali,
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 iltihaplart azaltan cilt

metabolizmasini bozan ilaglar kullanilmamalidir.

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

Calisma siiresince asagidaki nedenlerden dolay: goniilliiler herhangi bir yaptirima maruz birakilmadan
calismadan cekilebilirler,

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

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

e Calisma sirasinda ¢alismanin gidisatim etkileyebilecek herhangi bir hastalik ya da kazaya maruz
kalmuslarsa,

e Desires to leave the study for a personal reason,
Kigsisel bir sebeple artik calismaya devam etmek istemiyorlarsa.

SkopBio Laboratuvarlar Ltd. Sti. ] www.skopbio.com
Altingehir Mah. Okyanus Sok. No:3 Umraniye/ Istanbul E-mail: destek@skopbio.com
Tel: +90 216 314 02 16 Fax:+90 216 324 85 87 E-mail: lab@skopbio.com

PAGE 4/8


mailto:0%20216

LABORATORIES

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.

Goniilliilerin sirt bélgesine, 0,05- 0,1 ml iiriin uygulanan patchler yapistirilir. Ayrica her bir test icin goniilliilere
bir adet negatif kontrol uygulanir. Uriin uygulanmis patch 48 saat boyunca ciltte tutulur. 48 saat sonra yama
viicuttan ¢tkartiliv, 30 dakika sonra ve 72.saatte degerlendirme yapilir. Cilt reaksiyonlari 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 sonuglar: asagidaki tanimlara gore puanlanir;

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

0 =no evidence of erythema

herhangi bir kizariklik 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 kizarikiik ve 6dem
3 =significant erythema, oedema with or without papules / vesicles or blisters

Papiiller, kesecikler ya da kabarciklar olan veya olmayan ciddi eritem ve 6dem

DRYNESS / KURULUK:

0 = no evidence of scaling / herhangi bir 6l¢ek yok

0.5 = dry without scaling; appears smooth and taut / Piiriizsiiz ve gergin goriinen kuru ol¢ekleme,
1 = fine/mild scaling / Ince/hafif lcekleme

2 = moderate scaling / orta derece lgekleme

3 = severe scaling with large flakes / Biiyiik pul iceren siddetli 6l¢eklieme

Mean irritation index (M.1.1.) / Ortalama Tahris Indeksi Classification /Siniflandirma
0<M.lLI.<0.1 Non Irritant / Tahris Yok
0.1<M.l.1.<0.2 Very Slightyl Irritant / Cok Hafif Tahris Edici
0.2<M.LI.<0.5 Slightyl Irritant / Az Tahris Edici
0.5<M.L.I.< 1.0 Moderately Irritant/ Orta Tahris Edici
1.0<M.LL1.<2.0 Irritant / Tahris Edici
2.0<M.11.<3.0 Very Irritant / Cok Tahris Edici
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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 Kizariklik Odem Papiil Kabarcik Kesecik Kuruluk Toplam
Sayist Okuma
1 16000001 K 35 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
2 16000002 E 56 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
3 16000003 E 37 Normal Skin / Normal Cilt 0,5 0 0 0 0 0 0
4 16000004 K 55 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
5 16000005 E 26 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
6 16000006 E 26 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
7 16000007 K 31 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
8 16000008 K 25 Normal Skin / Normal Cilt 0,5 0 0 0 0 0 0
9 16000009 K 33 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
10 16000010 E 45 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
11 16000011 K 27 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
12 16000012 K 29 Normal Skin / Normal Cilt 0 0 0 0 0 0 0

PANEL DESCRIPTION / PANEL ACIKLAMASI:
This study includes 12 healthy adult volunteers. / Bu ¢alisma 12 saglhkli yetiskin goniillii icermektedir.

STUDY WITHDRAWALS /| CALISMADAN AYRILMA:
No withdrawal of the study happened / Calismadan ayrilan géniillii olmamugstir.

SKIN REACTIONS / CILT REAKSIYONLARI:

No skin reaction was significantly noticed by the dermatologist on the reference area for all the volunteers / Dermatolog tarafindan, hi¢hir goniilliiniin test bolgesinde

onemli élgiide cilt reaksiyonu gozlemlenmemistir.

RESULTS ANALYSIS / ANALIZ SONUCLARI:

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

LABORATORIES

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 Kizariklik Odem Papiil Kabarcik Kesecik Kuruluk Toplam
Sayist Okuma
1 16000001 K 35 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
2 16000002 E 56 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
3 16000003 E 37 Normal Skin / Normal Cilt 0,5 0 0 0 0 0 0
4 16000004 K 55 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
5 16000005 E 26 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
6 16000006 E 26 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
7 16000007 K 31 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
8 16000008 K 25 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
9 16000009 K 33 Normal Skin / Normal Cilt 0 0 0 0 0 0 0
10 16000010 E 45 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
11 16000011 K 27 Sensitive Skin / Hassas Cilt 0 0 0 0 0 0 0
12 16000012 K 29 Normal Skin / Normal Cilt 0 0 0 0 0 0 0

PANEL DESCRIPTION / PANEL ACIKLAMAST:
This study includes 12 healthy adult volunteers. / Bu ¢alisma 12 sagliki yetiskin goniillii icermektedir.

STUDY WITHDRAWALS /| CALISMADAN AYRILMA:

No withdrawal of the study happened / Calismadan ayrilan goniillii olmadi.

SKIN REACTIONS / CILT REAKSIYONLARI:

No skin reaction was significantly noticed by the dermatologist on the reference area for all the volunteers / Dermatolog tarafindan, hi¢hir géniilliiniin test bélgesinde
onemli él¢iide cilt reaksiyonu gozlenmemistir.

RESULTS ANALYSIS / ANALIZ SONUCLARI:

Results obtained for each volunteer as well as the corresponding irritation index. / Her goniillii igin karsiltk gelen iritasyon indeksine gore sonuglar degerlendirilmistir.
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After 72 Hours Total Readings / 72 saat Sonraki Okumanin Toplam: 15

Total Reading Number / Okuma sayisi 2

Skin Irritation Index / Cilt Tahris Indeksi 0.06

Result / Sonu¢ 0.06
PRODUCT EVALUATION / URUN DEGERLENDIRILMESI Non irritant / Tahris etmez

EVALUATION OF THE RESULTS / SONUCLARIN DEGERLENDIRMESI:

Regarding the results of the patch test performed in 12 adult volunteers, “KUATRA KREM?” product has
been found as “Non Irritant”.

12 yetiskin goniilliide gergeklestirilen yama testi ¢alismasinda, “KUATRA KREM? iiriinii degerlendirmeler
sonucunda “Tahris Etmez” bulunmustur.

SIGNATURES / IMZALAR:

Dermatologist / Dermatolog

Name Surname / Ad Soyad : Leyla ERTENU
Signature / Imza

Date / Tarih : 29/03/2016

Study Manager / Sorumlu Arastirmact

Name Surname / Ad Soyad : Buket YALMAN
Signature /fmza

Date / Tarih :29/03/2016

CONFIRMABLE /TASDIK OLUNUR,
25/04/2017
STAMP | KASE

This certificate is issued by computer and is valued without signature. /
Bu rapor elektronik olarak diizenlenmis olup 1slak imzasiz olarak gegerlidir.
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