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STUDYSUMMARV I CArlgMA nineimil,

I"ABID INUMUNE NUMAMSI

fDlsrRrBllron Nlun I dsrnintirhn,qDr

MANTTFACTURER NAME t Anr rici .tnt

PRODUCTNAME IAnTu.qpr

PRODUCT BRAND/ffAR&

SATCH ITUMBER /B/4 TCH NO

PRODUCT TYPE / Oaaw ripi

PRODUCT EXPIRY DATE / IJNUN SOT'I XULT-ANMA rINirui : H.O2.2O2O

RECEIPT DATE I KABUL TIniai

STORAGE I SAKI-1IMA KO$L\LU

18030259

rixpr.,lxr rozunrix

rixpr,.tNr xozunrir

FDil)EEP

: Hair Concealer I Saq Kapan.ctst

: 12.02.2018

: Room Temperature loda ncaklryt

: 23.02.2018

: 20 healthy adult volunteers/ 20 sagltkhyetiEhn
goniillii

: On The Backl Strt bolgesi

:0.05-0.1 ml

ANALysrs srART oxrs, t.tNttiz BASLAMA reniui : 20.02.2018

ANALysrs FnrrsH DATE tANALiz niri$ renini

PANEL/GONALIU pnorifi

APPLICATION AREA / UYGUI-/TMA NOTESSr

QuAr\TrrY oF PRoDUcr t Ontrn uixrunt
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skot#ip
OBJBCTTVI OF STUDY tQALTflMANTN AMACr:

(Cosmetics Europe: Product Test Guidelines For The Assessment of Human Skin Compatibitity,

Tiirk Dermatoloji Dernefi 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 galrymas ile, 20 ya do talep edilen wyr&r gdniilhi ilzerinde, test edilecek iiriiniin, patch yardtmt ile
normql koqullar olnnfo r46ulanmax durumunds olaqabilecek tahriS potansiyelinin gdzle muctyene ile tespit
edilmesi ve defierlendirilmesi amaglanmrytr.

THE CRTTERTA FOR PARTTCTPATTNG VOLTJNTEERS / GONUL LU SECfiM KRirnntsni:

The volunteers must answer the questions correctly on the MM30_01 Volunteer fnformation Questionnaire
(VIQ) and sign the questionnaire This volunteer quctionnaire consists of the rules for the study and the
information about the withdrawal right from the study.

Gorciilhiler, MM30_01 Bilgilendirilmis Goniilhi OIur Formu'nds (BGOF) yer alan sorularq doSru getcilda cevap
verip, imzalamaltdtrlar. Bu goniillii formunda, uyulmas gereken kurallqr ve galrymada yer alan goniilliilerin
istedifii zaman testten aynlabilecefr bilgileri yer almahafir.

o Should be male/female between ages 18-70
18-70 yaS arasrnda kadm ve/veya erkek olmal4

o The participating volunteerc should not have ary health problem (for exarnple: *ltergy),
Qalrymuya lwnlacak goniilliilerin herhangi bir saflt* problemi (Orne{7n alerji) olmanah,

o The area of application should not have any dermatological problem,

Qalryilan bdlgede herhangi bir dermatalojik problem olmamah,

o Skin type should meet the required criteria of the study,
Cilt tipi galrgma kriterlerini kar$ilarnak,

r The volunteers should not participate in any other study regarding the application area until 7 days
to the patch test,
G(iniilliiler galrymadan 7 giln i)ncesine kador uygulama bdlgesi ile ilgili olarak baslm bir galqmaya
kanlmqmah,

o The hair at the application area should be decreased at minimal level before the study,
Uygulcnna yapilacok olan bOlgedeki sag ve hllartn en aza indirilmeli,

r Adress should be known,
Adre si bi liniyor olmah,

r Should comprehend Turkish and the study conditionso
Tiirkge'yi ve gahqma gereksinimlerini anlayabilmeli,

r Should have no irritation on the application area,
Test bdlgesinde tahris olrnamah,

r Should not be pregnant or breast-feeding,
Gebelikya da emzirme durumu olmamah,

o Should not have any spots on the test area (for example; scars, sun spots, tattoos)o

Test bolgesindn leke olmmnah (ttrnePn; yara izleri, giinoq yaruklail, dAvmeler),

o The medicine which has effect on skin resistance should not be used.

Deri dire ncini e t ki leye bi le ce k i lag lru llanmama I 4

o Should not have any allergy regarding the test product ingredientso
Test edilecek iiriiniin igerdi{i madfulerden herhangi birine alerjisi olmamalL
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o Should not be participating in any other study at the same time,
Eszamanh olarak baska bir golqmado katilrmu olmamalt,

o Should not participate in another study untit the time necessarT has passed between two studies,
ih galEmax araffi ulgun zaman gegmeden yeni bir gulrymaya kattlmamalt,

r Should sign freely the Volunteer Information Questionnaire,
Ozgtirce bi lgilendirilmiq gontittii formunu imzalamah,

o The person whom the freedom are taken by their director or legallyo
Yasal veya ydnetici kararryla dzgiirlfiklerinden yoksan brahlmry kiSiler olmamah,

r Should not be emerBency prtient.
Acil durum hastas olmamoh.

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

Qalryma boyunca gdniillfrIerin uymax gereken latrallar aga{daki gibidir,

. No product such as water should be applied on the application area,

QahSma alanrna su gibi herhangr bir iiriin temas ettirilmemeli,

r Should not bathe or expose to UV radiations during the study,

Qalryma silresince bmyo yapilrunnahve herhangi bir W ry$trnmantz knlranqnah,

e Should avoid any sport activities that may lead to patch rcmoval from the skin,

Yqmantn viicuttqn uynlmasuu neden olacak her tiirlit ryor faaliyetinden kagmrlmah,

r Aspirin' antihistaminic, corticosteroid, antiinflammatory or any medicine decreasing the allergy or

inflammation, medicine effective on skin metabolism should be avoided.

Aspirin, antihistuninik, kortikosteroi{ mtiidlamatuar ve herhangi bir alerji ya da iltihaplan azalan cilt

metab olinnasm bozsn ilaglar kul loulmamal dtr.

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

Qalryma siiresince aEa{daki nedenlerden dolay goniilhiler herhangi bir yaptuma maruz bvahlmadfln
galqrnadan gekilebi lir ler,

r In case they do not follow the Volunteer Informafion Questionnaire,
Bilgilendirilmis GAniillii Formana uyulma&fi takdirde,

e In case they face a disease or have an accident during the study,
o Qalryma srasmds galqrnantn gidiSattru etkileyebilecek herhangi bir hqstql*ya da kazaya maruz

kalmrylarsa,

r Desires to leave the study for a personal reason,

Kigisel bir sebeple ml* galqsmaya devarn etmek istem$orlarsa.
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PATCH TEST METHOD / PATCH TEST METODU:

On the back area of the volunteers, patches with 0105-0,1 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.

Ghniilliilerin strt bhlgesine, 0,05- 0,1 ml iiriin uygulnnn patchkr yaprytrilr. Ayrrca her bir test igin gontiltiilere
bir adet negatif k'ontrol uygulanr. Oriin uygulanntry patch 48 smt boymca ciltte tutulur. 48 soot sonrq ycmra
viicuttan gilcarnhr, 30 dskikil sonra ve 72.saatte de{erlendirme yaprhr. Cilt reaksiyonlan aym deneyimli
de{erlendirici taraftndan test boyunca puanlanr ve derterkndirme yapilr.

VISUAL ASSESSMENT CRITERIA / D E G E RL E N D iRM E X NT N NT P Ni :

Visual examination is given points regarding the explanations below;

Ghrsel de{erlendirme somtghn agafudaki tanrmlara g6re puanlanr;

E= Erythema I Kaartkltk
O=Oedema /Odem
tsPapula /Papiil
V=Vesicle lKabarc*
B:Blister I Biil. Kesecik

0 = no evidence of erythema
herhangi bir hzartkltk yok

0,5 = hardly perceptible erythema
Belli belirsiz hzqnHtk

1 = slight erythema with or without oedema
Odem olanya da olmryan hafif ktzar*t*

2 = moderate erythema, oedema with or without papules
Papilller olan ya da olmayan orta hzankltk ve bdem

J =significant erythema, oedemt with or without papules / vesicles or blisters
Papiiller, kesecikler ya do kobarctklqr olan veya olmayan ciddi eritem ve 6dem

DRYNESS I KURULUK:

0: no evidence ofscaling I herhangi bir hlgekyok
0.5 = dry without scaling; appearu smooth and taut I Piirlizsiiz ve gergin goriinen kuru dlgekleme,
l:fine/mitd scaling t ince/hafif olgekleme
2 = moderate scaling / orta derece hlgekleme
3 = severe scaling with large flakes / Biiyiik pul igeren Siddetli olgekleme

Mean irritation index (M.IJ.) I Ortalama TahriS indeksi Clas sifi catio n /S tntfland trma

0<M.I.I.<0.1 Non lrritant I Tahris Yok
0.1< M.I.I.< 0.2 Very Slishtly frritant I Cok Hafif Toltris Edici
0.2 < M.I.I.< 0.5 Sliehtlv lrritant / Az Tahris Edici
0.5< M.I.[< 1.0 Moderatelv lrritnnt / Orn Tahris Edici
1.0<M.I.I.< 2.0 Irritant / Tohris Edici
2.0< M.I.L< 3.0 Very lrritant / Cok Tahris Edici
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Altrnqehir Mah. Okyanus Sok. No:3 Umraniye/ istanbul E-mail: destek@skopbio.com
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After 72 Hours Total Readings / 72 saat Sonroki Olatmanm Toplamt 0'5

Total Reading Number / Ofrumq soytst 2

Skin lrritation Index/ Cilt TahriS indelcsi 0.0125

Result /,Sozuc 0.0125

PRODUCT EVALUATION I ARUN DEGERLENDJNI],IESI Non Irritant / TahriS Yok

skc)p-bffi

EVALUATION OF THE RESULTS / SONUCLAR]N DEGERI.ENI)LRMESI:

Regarding the results of the patch test performed in 20 adult volunteers, 6X'IXDEEP' product has been found
as ttNon Irritanttt.

20 yetiSkin gOniilliide gergeHegtirilen yama testi galrymasudil, (FDil)EEP" iiriinii de{erlendirmeler sonucundn
" TahriE Yok " bulunmustur.

SIGNATURES IiMZALAR:

D ermatologist I Dermatolog

Name Surname I Ad Sovqd

Signeture linza

Date/ Tarih

Study llf.a;nager I Sorumlu Araslrmact

Name Surname I Ad Savad

Signature limza

Date/ Tarih

: Sevdeitr{ALV,

CONT'IRMABLE / TASDL K O LW UR.

23t02n8
sTAmP/'rltE

lkopBio lrboratuvrrlan Ltd. $tl.
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coq.. Arrrnqehir Mah.
IJISII :i" ij': ,i ilT:";:iti':]f !{,;iSartgazi V: , uS2 g6g3

SkopBio Laboratuvarlarr Ltd. $ti
Altqqehir Mah. Olyanus Sok. No:3 Umraniye/ istanbul
Tel: +90 21631442rc Fax:+90 2163248587

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

PAGE TOl10


