Parfum

E0ml/f1.7fl. oz

Spotiebujte nejlépe do / Minimalna trvanlivast do / Best before / Cpok Ha rogHocT / Consumase
preferentemente antes del / Mindst haldbar til / Mindestens haltbar bis / Parim enne / Avdhwan
Kati mpotipnan npw and / A consommer de preférence avant le / Da consumarsi preferibilmente

entro / Izlietot idz / Geriausi iki / Min&ségét megérzi / L-ahjar jintuza sa / Tenminste houdbaar tot /
Majlepiej zuzy< przed / A consumir de preferéncia antes de / A se consuma, de preferintd, inainte de /

Uporabno najmanj do / Parasta ennen / Bist fore

DD/MM/RRRR

MADE IN EU
Parfum, fragrance 20 %

50 ml /1.7 fl. oz. 80 % vol.

Slofeni / Zlozenie / Ingredients / Chetae / Ingredientes / Ingredienser / Zusammensetzung / Koostis /
aivBeon / Ingrédients / Ingredienti / Sudétis / Sastavdalas / Osszetétel / Ingredjenti / Ingrediénten /

Sktadniki / Composic3o / Ingrediente / Sestavine / Ainekset / Ingredienser

Alcohol denat., Water, Fragrance/Parfum.

+/-; C1 42090, Cl 12245, BASIC RED 51, BUTYLPHENYL METHYLPROPIONAL, LIMONENE, H-3-CC*{
HYDROXYISOHEXYL 3-CYCLOHEXENE CARBOXALDEHYDE), LINALOOL, ALPHA-ISOMETHYL 1ONONE,
BEMZYL SALICYLATE, HYDROXYCITROMNELLAL, HEXYL CINNAMAL, COUMARIN, CITRONELLOL,
GERAMIOL, BENZYL BENZOATE, CITRAL, ELJGENOL.
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Yyrobce:
ESSENS WORLD a.s.
Piikop 843/4, 604 00 Brno - CESKA REPUBLIKA

Crdborny [}U.Lcur;lck

Tento posudek je vvdavan dle pozadavku obecné zavaznych platnych predpisa pro
kosmetické prostfedky a slouzi vfg'hrm]nfr jako xhodnoceni jejich bezpecnost pro zdravi Cloncka,
| 1.'3.1::11:.':)\':5_11 dle soucasného stavu I{tgislnrix-'nic}y. védeckych a techmickych poznatki.

Na zakladé dokumentace poskymueé k vvrobkim, protokola laboratornich vysetfeni a dalsich
dostupnych  informaci bylo posouzenc chemické sloZzeni vyrobki, toxikologicky  profil
ingredienci a hladina expozice dle vcelu a zpusobu aplikace vyrobki. Byl posouzen soulad
vyrobkl s pozadavky zakona ¢ 25872000 &b., o achrané vefejného zdravi a o zmeénd nekrerveh
souvisejicich zikond a wvhlasky Mindsterstva zdravornicvi € 448/2000 Sh, o stanovend
hygienickych poZadavki na kosmetické prostiedky v platnem aktudlnim enéni.

Slozeni kosmetickveh prosttedki zahrnuje ingredience, jejichi vicobeeny toxkologicky protil
pi1 pouziti v dan¢ koncentract a k danemu ucelu nepredstavuje pro wavarele ohrozeni zdravi.
Pouzit vvrobki u zdravich osob za obvvklych nebo béiné predvidatclnych podminek
nepiedstavuje riziko drizdént, senzibilizace ani jin¥ch lokilnich nebo systemovych, toxikologicky
nezadoucich uéinki Slofeni verobka  je v souladu s pozadavky predpisi plamych pro
kosmeucke prostiedky.

Predlozeny laboratomi protokol provedeny ve Statnim zdravornim dstava, Praha 10 zahrou)e
zkousky cyrotoxicity pod dislem protokolu CIZD 1872266711298, Zkouika stanoveni kozni
snagenlivost byla provedena pracovistém Korektvni dermatologie a Iékarské kosmetologie,
Praha 1 pod éislem protokolu 030811, Visledky zkoudek jsou uvedeny v piiloze. Vysledky
laboratornich protokoli porvrzuji zdravomi nezavadnost a dobrou lokilni toleranci u danych
kosmetickych prostredkii.

Zikladni funkce vyrobkd deklarovani v textu pro spotfebitele vyplyva ze slozeni vyrobkii a
vlastnost pouzitvch ingredienei. Text pro spottebitele vwhovuje pozadavkam obeené zivaznvch,
platnych pfedpist pro kosmencke prostredky. Texr pro .‘-:]'Jﬂ’rfv::] sitele je uveden v piiloze.

Na zakladé vSech dostupnych informaci a s vyuzitim  obecné  uznavanych
toxikologickych kritérii je moZno oznacit kosmetické prostiedky jako bezpecné pro
zdravi osob pii dodrieni povinného znaceni na obalu vyrobku v souladu s pozadavky
aktuilnich pfedpisna platnvch pro kosmeticke prosticdky.

Tento wdvér je mozno uplatait jen v téch vyrobka, jejichz chemické slozeni a vlastnosn
odpovidajl pfedlozené dokumentaci a visledkim laboratornich zkousek.
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l-"um.-j:nn;:sr_fi virobce je pred uvedenim vyrobki na trh CR ozndmit orpanu ochrany verejneho
zdravi (MZ CR ) adaje o vvrobeich v rozsahu stanoveném § 27 odst. 1 zakona & 2REF2000 S,
l:?da|e je tieha pr_'.n{]rlvat clektronicky na adrese thpﬁ:f fsnzrksreis.cz/snzr/ozn., PHPHLIHE‘
lontakrovat mfpm'édn&hn pracovnika  MA CR { Ing. Muiroslav Kapoun, rel. 224972920,
muroslav kapoun(@mezcr.cz).

Virobee je dile povinen dle § 27 odst. 2 zakona & 258,/2000 Sb. poskytnout organu dozoru
na vyziadini dokumentaci k virobkium v rozsahu stanoveném vyhlaskou M7 ¢ 448/2009 sh., § 4
pism. aj az h). Pfed uvedenim vyrobka do ob¢hu je nutno zajistit povinné »naceni na obale
v tozsahu § 3 odst. 1 pism. a) az g) a odst. 2 a 3 vyhliky ¢ 448/2009 Sb. v akrualnim platném
znéni, véemé povinnych upozornéni a varovini uvedenych zeyména v prilohiach ¢ 3, 6 a 7

vyhlasky.

aturn: 26.9.2011
&g, 030811

{sobha :'Jdpﬂ'fédnﬂ za zhodnocent I.ﬁ(tzpt:f:nn!-;ﬁ ; i.-’rér&a
MUDy. Dagmar Jirova, CSe. / :
Na tthoru 65775, 141 00 Praha 4

Telefon: 739 015 667 MUDr. DAGMAR Jik0
Ma Uhoru 857/5, 1
=0 it ] TE Tel.:
Famestnana: St zdravotnl ustav i&: 67045180, DIC: CZ5282181:

Narodni referencni centrum pro kosmetiko
Srobarova 48, 100 42 Praha 10
Tel: 267 0824 39 Fax: 267 08 23 86 E-mail: djirova winloe

Bez pisemného souhlasu osoby odpovedné za zhodnoceni bezpecnosu kosmetickych
prosttedku pro zdravi clovéka se nesmi posudek reprodukovart jinak nez cely.
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Parfum

SOml /1.7 fl. oz,

Spotfebujte nejlépe do / Minimalna trvanlivost do / Best before / Cpok Ha rogHocT / Consimase
preferentemente antes del / Mindst holdbar til / Mindestens haltbar bis / Parim enne / Avaiwaon
Kotd mpoTipnon npw and /A consommer de préférence avant le / Da consumarsi preferibilmente
entro / lzlietot idz / Geriausi iki / Mindségét megdrzi / L-ahjar jintuza sa / Tenminste houdbaar tot /
Majlepie] zuzyé przed / A consumir de preferéncia antes de / A se consuma, de preferintd, nainte de /

Upcrabno najmanj do / Parasta ennen / Bast fore

DO/MM/RRRR

MADE IN EU
Parfum, fragrance 20 %

S0ml /1.7 fl. oz. 80 % vol.

Slofeni f Zlofenie / Ingredients f Crerae [/ Ingredientes / Ingredienser / Zusammensetzung [ Koostis /
ouvBeon / Ingrédients / Ingredienti / Sudétis / Sastavdalas / Osszetétel [ Ingredjenti / Ingrediénten /
Sktadniki / Composicio / Ingrediente [ Sestavine [/ Ainekset [ Ingredienser

Alcohol denat., Water, Fragrance,/Parfum.

+f-: Cl 42090, C1 12245, BASICRED 51, BUTYLPHEMYL METHYLPFROPIOMNAL, LIMONENE, H-3-CC*|
HYDROXYISOHEXYL 3-CYCLOHEXENE CARBOXALDEHYDE), LINALOOL, ALPHA-ISOMETHYL IONONE,
BENZYL SALICYLATE, HYDROXYCITRONELLAL, HEXYL CINNAMAL, COUMARIN, CITRONELLOL,
GERAMNIOL, BENZYL BENZOATE, CITRAL, EUGENOL.

Vyrobce/Product of
ESSENS WORLD a.s.
PFikop 843/4

604 09 Brno

Czech Republic

ONLY AUTHORIZED RETAILERS ARE PERMITTED TO SELL THIS PRODUCT
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MUDr. Dagmar Jirova, CSc.
kvalifikace

Bydlisté: MNa Ohoru 857/5, 141 00 Praha 4
Zameéstnana: Statni zdravotni Ustav, Srobarova 48, 100 42 Praha 10
lekar-toxikolog, vedouci: Narodni referencni centrum pro kosmetiku, Narodni referenéni

laborator pro experimentalni imunotoxikologii
Tel.: 267082438(2522) Fax.: 267082386 E-mail; jirova@szu.cz, diirovai@iol cz

Curriculum Vitae

Narozena 18.prosince 1952 v Praze

1971 - 1977 Studium na Lékarské fakulté Hygienicke, Univerzita Karlova

1977 — 1880 Fostgradualni studium, kandidat lékarskych véd, obor hygiena

od roku 1980 vedecky pracovnik Institutu hygieny a epidemiologie
(pozdéji Statni zdravotni Ustav)

od roku 1988 WVedouci vedecky pracovnik, lekar - toxikolog,

dosud vedouci Odborné skupiny dermatotoxikologie a imunotoxikologie, vedouci
Marodniho referencniho centra pro kosmetiku a Narodni referenéni
laboratofe pro experimentalni imunotoxikologii

1994 Risk Assessment. Kurs U.S EPA v SZU

1992 — 1994 Odborné staZe ve vyvojovych laboratofich svétovych znaékowych vyrabel
kosmetiky. 1992 — 1996 externi ucitel na 3.ékafské fakulté v Praze a
Farmaceuticke fakulté UK v Hradci Kralové

1998 Postgradualni studium lékarske etiky na 1.1ékarské fakulté UK, absolvent

od roku 1998 Expert MZ CR pro harmonizaci legislativy pro kosmeticke prostredky
s legislativou EU, odborny garant legislativy CR

od 2000 dosud Pfedseda Etické komise Statniho zdravotniho dstavu

2000 Nositel diplomu védecké rady SZU za vyznamny podil na védeckém
pokroku v preventivni medicing a zlepSovani zdravi naroda

2001 Mositel certifikatu ,Hodnoceni bezpecénosti kosmetickych prostredku v EU”
(Safety Assessment of Cosmetics in the EUWrije University, Brusel, Belgie.

2001 Zakladatel a pfedseda CZECOPA (Platforma Ceské republiky pro

alternativy k pokusum na zvifatech

od 2001 dosud  Clen Védeckého vyboru (ESAC) Evropského centra pro validaci
alternativnich metod (ECWVAM), védeckého centra Evropské Komise
Clen Stalého vyboru a Pracovni skupiny pro kosmetiku Evropské komise

Clen Vyboru expertl pro kosmetiku Rady Evropy

Odborné zaméreni:

Dermatotoxikologie  a imunotoxikclogie se zaméfenim na pfedméty bézného uzivani,

kosmeticke prostredky, zdravotnicke prostredky a jejich suroviny.

1. ldentifilkace dermatotoxickych, imunotoxickych a fototoxickych Géinkd u xenobiotik.
Zavadeni a wyuZivani alternativnich toxikologickych metod in vitro ke konvenénim
pokusum na zvifatech pro hodnoceni lokalni tolerance u chemickych latek, surovin pro
kosmetické Uéely a finalnich vyrobku.

2. Stanoveni bezpetnosti a prukaz specificke funkce u aktivnich latek a finalnich vyrobku
s wyuZitim metodik instrumentalnich a klinickych.

Je autorem vice nez 100 publikaci v odbornych asopisech a monografiich, ve sbornicich

sjezdlu a konferenci, sdéleni formou postert nebo i popularnich ¢lankt a publikaci pro

Sirokou vefejnost. Clen European Society of Contact Dermatitis, élen European Society of

Toxicology in Vitro, élen Kosmetologické spoleénosti CR, élen Ceské spolecnosti lékaftu JEP

(clen fotobiclogicke komise a £len spoleénosti Korektivni dermatologie a kosmetologie).
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Safety Assessment of Cosmetic Products for Human Health
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Expert Opinion.

This expert opinion 1s elaborated in comphance with generally binding valid
regulations on cosmetic products and 15 used solely as  an assessment of their safety for
human health. It has been made out in accordance with current legislative, scientific and
lechmical knowledge.

On the basis of documents provided with the products, reports on laboralory
examinations and other accessible information the chemical composition of the products, the
toxicological profile of the ingredients and the level of exposure according to the purpose of
use and the way of application were assessed. The compliance of the products with
contemporary requirements of the Act No. 258/2000 Coll. and the Decree of the Minisiry of
Health No. 448/2009 Coll. (harmonized with the Cosmetics Dircctive 76/768/EEC) was
evaluated.

The cosmetic products contain mgredients whose general toxicological profile does
not endanger the users’ health when used in given concentration and for the purpose
specified. The use of the products by healthy people under normal or reasonably foreseeable
conditions does not represent any nisk of frritation, sensitisation or other local or system
undesirable effects. The composition of the products is in compliance with requirements of
the contemporary vahd regulations for cosmetic products.

The laboratory reports available mclude cytotoxicity tests and skin compatibility
clinical test.

Cytotoxicity tests were performed by accredited laboratorics of the National Institute
of Public Health No.1206.3, protocol No.CTZB 187-2266/11-298. Cytotoxicity test results
are usual for perflume category of cosmetic products.

The skin compatibility clinical test was performed by the Corrective Dermatology and
Medical Cosmetology Prague (RefNo.030811). No signs of skin imritation were detected
using application under semioceclusive skin conditions.

The test results are  attached m the supplement. The laboratory and clinical reports
confirm the health safety and good local tolerance of the cosmetic products listed above. Test
protocols are stored at the registered place of the manufacturer.

Texts for consumers comply with requirements of the generally binding valid
regulations for cosmetic products,

On the basis of all accessible information and with the use of generally recognised
toxicological criteria it is possible to designate products as safe for human health when
used in the declared way and when following compulsory instructions on the products
packaging according to requirements of the valid regulations for cosmetic products.

This conclusion can be applicd only to those products whose composition and qualities
conform to the presented documents and results of the laboratory tests.
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Before the marketing of any cosmetic product in the EU, if marketed for the first time
in the Czech Republic, the manufacturer is obliged to notify the authority for human health
protection (Ministry of Health of the Czech Republic) of the data under section 27, subsection
1 of the Act No. 2582000 Coll. The manufacturer is also obliged to provide on request of a
supervising authority the documents of the products under section 27, subsection 2 of the Act
No. 258/2000 Coll., in the extent provided for by the Decree of the Mimistry of Health No.
44872009 Coll., section 4, letter a) to h). Before the marketing of a cosmetic product 1t 1s
necessary lo ensure the compulsory information on the product packaging in the extent under
section 3, subsection 1, letter a) to g) and subsections 2 and 3 of the Decree No. 448/2001
Coll. including warmings and precautions provided for especially in the Annexes No. 3, 4, 6,
and 7 Coll.

Date: September 23, 2011
Ref No. 030811
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: . *
Person responsible for the safety assessment: F- _

MUDr. Dagmar Jirova, CSc.

Na tthoru 657/5, 141 00 Praha 4, Czech Republic

Head of : NRC pro kosmetiku, Statni zdravotni dstav, Centrum zdravi a Zivotnich podminek
{National Reference Centre for Cosmetics, National Institute of Public Health, Centre of
Health and Environment)

Srobdrova 48, 100 42 Praha 10, Czech Fepublic

Phone: + 420 2 67082439(2522)  Fax: + 4202 67082386  c-mail: djirova@iol.cz

This expert opinion may be reproduced only as a whole. Otherwise written consent of
the person responsible for the safety assessment of the cosmetic products for human health is
required.



Dagmar Jirova, M.D., Ph.D.

Qualification

Address: Na tthoru 65775, 141 00 Prague 4, Crech Republic

Employed at Stami zdravotni Ustav, Narodni relerenéni centrum pro kosmetiku (National Institute of Fublic
Health, National Reference Centre for Cosmetics), Srobarova 48, 100 42 Prague 10, Czech Republic

Phone: + 420 2 7082522(2429)  Fax; +420 2 67082386  e-mail: djirova@iol.cz

Curriculum Vitae

Born Drecember 18, 1952, Prague,

1971 - 1977 Study at the Medical Faculty of Hygiene, Charles University, Prague.

1977 — 1980 Post-graduate study, Ph.D. in hygiene,

Since 1980 Seientist in the 1nstitute of Hypiene and Epidemiology (later the Natonal Institute ol
Public Health - NIPH).

Since 1988 Head of the Research Group for Dermatotoxicology and Immunotoxicology, Head of

the National Reference Centre for Cosmetics and the National Reference Laboratory
lor Experimental Immunotoxicology.

1994 Bisk Assessment, Course of ULS EPA and the NIPH.

19921906 Affliations in R&DY laboratories of world manufacturers of cosmetics.

1992.1996 Teacher at the 3™ Medical Faculty in Prague, and the Pharmaceutical Faculty of the
Charles University in Hradee Kralové.

1993 Post-zraduate study of ethics in medicine at the 17 Medical Faculty Prague.

Since 1998 Expert of the Ministry of Health of the Czech Republic on cosmetics legislation and
its harmonisation with the EUT legislative measures.

1999 Avwarded a Certificate on qualificatonn according to the §17 of the Animal protection
Act No.246/1992 Coll,

Since 2000 Chairman of the Ethical Review Committee of the NIPH,

hember of the Working Grouwp and the Standing Committe on Cosmetics of the
European Commission on behalf of the Czech Republic,

Member of the Scientific Committee ESAC of the ECYV AM-TRC of the European
Commission,

Head of the CZECOPA (Consensus Platform of the CR on Alternatives to Animal

Experimentations).

2000 Avwarded a diploma of the NIPH Scientific Board {or significant participation in the
scientific progress in preventive medicine and improving public health.

20m Halder of a certificate on the “Safety Assessment of Cosmetics in the EU™ on Vrije
Universily, Brussels, Belsium.

2006 Avwarded a Certificate for sensoric evaluation of food, cosmetics and food contact
materials, Accredited postgraduate education course of the MS SR.

Since 2008 Head of the Department of Toxicology and Veterinary Services at the National
Institute of Public Health

2008 Holder of Certificates on negotiation and living communication rechniques

Awarded a Certificate of Appreciation of the US. Dep. of Health and Human
Services and ICCVAM as a member of the Peer Review Panel for LLNA,

She s the author of more that 200 publications in scientific journals, proceedings and monographs,
posters or articles and publications for the public. She was a principal investigator in research projects of the
Ministry of Health of the CR and co-investipator in research projects under the 6FF of the EC in the field of the
alternative toxicological methods for evaluation of health risks in chemicals and consumer products.

She is a member of the Czech Sociely of Cosmetology, Czech Medical Sociely JEP, Socicty of
Corrective Dermatology and Cosmetology, Luropean Society of Toxicology In Vitro, Association PROKOS,
CZECOPA and ECOPA,

Her professional specialisation is dermatotoxicology and immunotoxicology in the field of products of
everyday use including cosmetics and their ingredients, She is focused on safety assessment of cosmetics and
other consumer products, introduction of alternative in vitro methods for the assessment of local skin tolerance,
identification of immunotoxic, dermatotoxic and phototoxic effects, evaluation and prool of specific effects of
active substances and dentilication of protective effects using instrumental and clinical methods,



PROTOKOL O ZKOUSCE CYTOTOXICITY
METODA IN VITRO

Narodni referencni centrum pro kosmetiku

Statni zdravotni tstav Praha, Centrum toxikologie a zdravotni bezpecnosti
Srobdrova 48, 100 42 Praha 10

Zkugebni laboratof &. 1206, akreditovana CIA

Zadavatel: AVEFLOR as., Budéeves 26, 507 32 Kopidlno
Cislo protokolu: CTZB 187-2266/11 - 298
Datum testu: 5.9. - 14.9.2011

Seznam vzorka: VZ 1 - Parfém ESSENS W101
VZ 2 - Parfém ESSENS W102
VZ 3 - Parfém ESSENS W103
VZ 4 - Parfém ESSENS W104
VZ 5 - Parfém ESSENS W105
VZ 6 - Parfém ESSENS W106
VI 7 -Parféem ESSENS W107
VZ 8 - Parfém ESSENS W108
VZ.9 - Parfém ESSENS W109
VZ 10 - Parfém ESSENS WI110
VZ 11 - Parfém ESSENS W11
V7. 12 - Parfém ESSENS W112
VZ 13 - Parfém ESSENS WI113
VZ 14 - Parfém ESSENS WI114
V7, 15 - Parfém ESSENS W115
VZ 16 - Parfém ESSENS Wil6
VZ 17 - Parfém ESSENS W117
VZ 18 - Parfém ESSENS W118
VZ 19 - Parfém ESSENS WI119
VZ 20 - Parfém ESSENS WI120
VZ 21 - Parfém ESSENS M001
VZ 22 - Parfém ESSENS M003
V7. 23 - Parfém ESSENS M004
VZ 24 - Parfém ESSENS M005
VZ 25 - Parfém ESSENS M006
VZ 26 - Parfém ESSENS M007
VZ 27 - Parfém ESSENS M008
V7. 28 - Parfém ESSENS M00Y
VZ 29 - Parfém ESSENS M010

STATNi ZDRAVOTNi USTAV

Narodni referenéni centrum
i pro kosmetiku 8



Test byl proveden dle CSN EN ISO 10993-5:2010 - Biologické hodnoceni zdravotnickych
prostiedki — Cist 5: ZkouZky na cytotoxicitu in vitro.

Bunééna linie: My3i fibroblasty - linie Balb/c 3T3

Kultivaéni medium: DMEM s obsahem antibiotik (PNC 100 IU/ml, STM 100 pg/ml) s 10%

inaktivovaného teleciho séra
Pozitivni kontrola: Laurylsulfat sodny (LS)
Negativni kontrola: DMEM bez séra

Postup: Po 24 hod. prekultivaci byla bun&tni kultura exponovina testovanym vzorkim VZ1 aZ
VZ29 v koncentraci 100, 250, 500 a 1000 pg/ml DMEM bez séra po dobu 24 hod. (37°C, 7,5%
(0> ). Nésledné byla stanovena Zivotnost buni¢né kultury na zikladé inkorporace vitdlniho barviva
(neutrdlni Eervend) fluorimetrickou metodou & porovndna Zivotnost kultury ovlivnéné testovanym

vzorkem s Zivotnosti negativni kontroly.

Stupei cytotoxicity vzorku:

R OROSE T B N O e L R S L R L S R s necytotoxicky
Zivotnost vy35i nebo rovna 50% a miZ3i neZ 70%...eerene slab& cytotoxicky
7ivotnost vy3i nebo rovna 30% a niZ3i nez 50%.........................stfedné cytotoxicky
FVOIOET DB iEd ION0............ e silné cytotoxicky

Vysledky:

Vzorek (konc.)

VZ1— 100 pg/ml
250 pg/ml
500 pg/ml
1000 pg/ml

VZ2 - 100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

VZ3 - 100 pg/ml
250 pe/ml

500 pg/ml

1000 pg/ml

VZ4 — 100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

VZ5— 100 pg/ml
250 pg/ml
500 pg/ml
1000 pg/ml

Zivotnost (% kontroly)
96,3
944
75,6
8.8

86.9
90,8
91,2
75,1

101,8
93,0
78 8

8,0
93,0

103,0

84.0
93

95,9
92,5
90.9
214
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VZ6 — 100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

VZ7 — 100 pg/ml
250 pg/ml
500 pg/ml
1000 pg/ml

VZ8 — 100 pg/ml
250 pg/ml
500 pg/ml
1000 pg/ml

VZ9 — 100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

VZ10-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

VZ11-100 pg/ml
250 pg/ml
500 pg/ml
1000 pg/ml

VZ12-100 pg/ml
250 pg/ml
500 pg/ml
1000 pg/ml

VZ13-100 pg/ml
250 pg/ml
500 pg/ml
1000 pg/ml

VZ14-100 pg/ml
250 pg/ml
500 pg/ml
1000 pg/ml

VZ15-100 pg/ml
250 pg/ml

100,5
99,0
63,5
10,8

106.4
90,0
84,1
22,0
97.8

100,1
99,9
49.6

104,6
101,0
98,5
17,1

98,5
91,0
86,6
36,1

90,6
99,1
92,6
56,2

99,3
99.7
99,2
o

100,3
100.6
81,3
16,2

102,6
100,0
99,5
34,8

78,5
79,4

STATNi ZDRAVOTNi USTAV
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— 79.9

1000 pg/ml 58,7
VZ16-100 pg/ml 105,2
250 pg/ml 96,6

500 pg/ml 84.1

1000 pg/ml 63,7
VZ17-100 pg/ml 101,1
250 pg/ml 73,9

500 pg/ml 69,3

1000 pg/ml 56,6
VZ18-100 pg/ml 100,8
250 pg/ml 96,9

500 pg/ml 81,0

1000 pg/ml 18,9
VZ19-100 pg/ml 101,9
250 pg/ml 88,8

500 pg/ml 56,1

1000 pg/ml 12,7
VZ20-100 pg/ml 95.0
250 pg/ml 91,5

500 pg/ml 92,5

1000 pg/ml 90,5
VZ21-100 pg/ml 91,3
250 pg/ml 85,2

500 pg/ml 90,1

1000 pg/ml 71,4
VZ22-100 pg/ml 90,4
250 pg/ml 90,6

500 pg/ml 90,1

1000 pg/ml 81,2
VZ23-100 pg/ml 87.7
250 pg/ml 86,7

500 pg/ml 78,7

1000 pg/ml 60,4
VZ224-100 pg/ml 101,2
250 pg/ml 99,3

500 pg/ml 81,5

1000 pg/ml 8.5

STATNi ZDRAVOTNi USTAV

Narodni referenéni centrum
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VZ25-100 pg/ml 100,6

250 pg/ml 99.8

500 pg/ml i 87.9

1000 pg/ml ' 30,8

VZ26-100 pg/ml - 94,2

250 pg/ml : 92,2

500 pg/ml 80,9

1000 pg/ml .. 5.8

VZ27-100 pg/ml 95,7

250 pg/ml 69,2

500 pg/ml 11,9

1000 pg/ml 9,0

VZ28-100 pg/ml 99,1

250 pg/ml 90,9

500 pg/ml 40,3

1000 pg/ml 9,2

VZ29-100 pg/ml 90,8

250 pg/ml 66,4

500 pg/ml 15,6

1000 pg/ml 8.8

NK 100,0

PK-LS 1pg/ml 96,5

LS 10 pg/ml 323

LS 20 pg/ml 11,8
Hodnoceni vysledku:

Vzorky VZ1, VZ3, VZ4, VZ5, VZ1, VZ8, VZ9, VZ10, VZ11, VZ13, VZ14, VZ15, VZ16,
VZ18, V723, VZ24, VZ25 a VZ26 nejsou za podminek testu toxické pro buiiky tkanové kultury do
koncentrace 500 pg/ml.

Vzorky VZ2, VZ12, VZ20, VZ21 a VZ22 nejsou za podminek testu toxické pro buiky
tkanové kultury do koncentrace 1000 pg/ml.

Vzorky VZ6, VZ17, VZ19 a VZ28 nejsou za podminek testu toxické pro buriky tkanové
kultury do koncentrace 250 pg/ml.

Vzorky VZ27 a VZ29 nejsou za podminek testu nejsou toxické pro buiky tkanové kultury
do koncentrace 100 pg/ml.

Tyto hodnoty jsou obvyklé u vyrobkh tohoto druhu.

Datum: 22.9.2011
Za provedeni testu: RNDr. K. Kejlova, Ph.D. A sz
STATNI ZDRAVOTN] USTAV
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TEST REPORT
CYTOTOXICITY IN VITRO

Testing facility: National Reference Centré for Cosmetics (Centre of Toxicology and
Health Safety, National Institute of Public Health, Prague). Laboratory No. 1206,
accredited by the Czech Accreditation Institute.

Test report No.: CTZB 187-2266/11 - 298
Date of study: 5.9.-14.9.2011

The test was carried out in compliance with: SOP 1/3 Tests for in vitro cytotoxicity
(TSO 10993-5: Biological cvaluation of medical devices — Part 5, Articles 1, 2, 3, 4, 5,
Brod B B0 085,8:5,0. 10

Aim of the study: Assessment of the in vitro cytotoxicity of the test material.

MATERIALS AND METHODS

TEST MATERIAL (TM):

TM 1 - Perfume ESSENS W101
TM 2 - Perfume ESSENS W102
TM 3 - Perfume ESSENS W103
TM 4 - Perfume ESSENS W104
TM 5 - Perfume ESSENS W105
TM 6 - Perfume ESSENS W106
TM 7 - Perfume ESSENS WI107
TM 8 - Perfume ESSENS W108
TM 9 - Perfume ESSENS W109
TM 10 - Perfume ESSENS W110
TM 11 - Perfume ESSENS W111
TM 12 - Perfume ESSENS W112
TM 13 - Perfume ESSENS W113
TM 14 - Perfume ESSENS W114
TM 15 - Perfume ESSENS W115
TM 16 - Perfume ESSENS Wl1l6
TM 17 - Perfume ESSENS W117
TM 18 - Perfume ESSENS W118
TM 19 - Perfume ESSENS W119
TM 20 - Perfume ESSENS W120
TM 21 - Perfume ESSENS M001
TM™M 22 - Perfume ESSENS M003
TM 23 - Perfume ESSENS M004
TM 24 - Perfume ESSENS M005
TM 25 - Perfume ESSENS M006
TM 26 - Perfume ESSENS M007
TM 27 - Perfume ESSENS M008
T™M 28 - Perfume ESSENS M009
T™ 29 - Perfume ESSENS M010

Sponsor: AVEFLOR a.s., Budéeves 26, 507 32 Kopidlno, Czech Republic

1
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CELL LINE
Balb/c 3T3 mouse fibroblasts (free from mycoplasma).

CULTURE MEDIUM

DMEM (Dulbecco’s Minimum Essential Medium, LONZA) supplemented with
antibiotics (PNC 100 [U/ml, STM 100 pg/ml) and 10% of inactivated calf serum
(Vyroba sér as., Hustopefe na Hané), pH 7.2, freshly prepared, stored no longer than
1 week.

CONTROLS

Positive control (PC) — material which provides a reproducible cytotoxic response:
Dodecylsulphate sodium salt SDS (SIGMA), final concentration 1, 10, 20 pg/ml
DMEM without serum.

Cell control (C) - culture medium without serum.

 TEST PROCEDURE

The cells were seeded into individual wells of 96-well microtitre tissue culture plates.
The prepared cell suspension of 1 x 107 cells/ml DMEM was inoculated in the volume
of 0.1 ml (1 x 10* cells) per well. After 24 h preincubation (37°C, 7.5% CO;) the
medium was removed and replaced by 0.2 ml of dilutions of the test material (in
DMEM without serum) and controls. All the test samples and controls were run in
quadruplicates. At the end of the 24 h treatment (37°C, 7.5% CO;) the medium was
removed and the cells were stained by Neutral Red dye according to INVITTOX
Protocol No. 46 (0.2 ml Neutral Red solution per well, 3 h incubation, Neutral Red
desorb solution — ethanol/acetic acid). The Neutral Red uptake was measured
fluorimetrically.

* EVALUATION OF CYTOTOXICITY

The degree of cytotoxicity (i.e. the decrease of cell viability) was quantitatively
determined as the Neutral Red uptake measured by fluorescence-luminiscence reader
FLX800TBI (BioTek).

The evaluation of cytotoxicity by means of cold light fluorimetry is based on the
incorporation of a vital dye (Neutral Red) into living cells (Neutral Red Uptake) and
detection of fluorescence in the system of excitation (530 nm) and emission (590 nm)
filters. The results (Fluorescence Units, FSU) obtained for wells treated with the test
material were compared to untreated control wells (culture medium, 100% viability)
and converted to a percentage value (Ref.: Rat, P.: New microtitration fluorimetric
technology — Applications to dermotoxicity. Nouv. Dermatol. 12:471, 1993).

Calculation:

The mean FSU value of eight blank wells (containing only Neutral Red desorb
solution) was subtracted from the mean FSU value of four treated wells (treated with
the test matenal, positive control, or culture medium).

2 NATIONAL INSTITUTE GF PUBLIC HEALTH
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The viability of cells was calculated as

mean FSU of test ch.ls.— mean FSU of blanks

viability (%) =
mean FSU of cell control wells — mean FSU of blanks
Cytotoxicity scale:
viability 70% and higher.................. e o v e no cytotoxicity
viability higher or equal to 50% and lower than 70%......c.ccceeeeenoee mild cytotoxicity
viability higher or equal to 30% and lower than 50%................... moderate cytotoxicity
SAbIEY Tomner AR A0 orsss rovsssmmamnariasyansss o Reramtas o R s severe cytotoxicity
RESULTS
Test material Viability
concentration % of cell control
TMI — 100 pg/ml 96,3
250 pg/ml 94.4
500 pg/ml 75,6
1000 pg/ml 8.8
TM2 - 100 pg/ml 86,9
250 pg/ml 90,8
500 pe/ml 91,2
1000 pg/ml 75,1
TM3 - 100 pg/ml 101.8
250 pg/ml 93,0
500 pg/ml 78,8
1000 pg/ml 8,9
T™M4 — 100 pg/ml 93.0
250 pg/ml 103,0
500 pg/ml 84,0
1000 pg/ml 2.3
TMS5 — 100 pg/ml 0959
250 pg/ml 025
500 pg/ml 90,9
1000 pg/ml 214
TM6 — 100 pg/ml 100,5
250 pg/ml ; 99,0
500 pg/ml 63,5
1000 pg/ml 10,8
g NATIONAL INSTITUTE € PUBLIC HEALTH
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TM7 — 100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TME — 100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM9 — 100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TMI10-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TMI11-100 pe/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM12-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM13-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM14-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM15-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM16-100 pg/ml
250 pg/ml

106.4
90,0
84.1
22,0

97.8
100,1
99.9
49.6

104.6
101,0
98,5
17,1

98,5
91,0
86,6
36,1

90,6
99,1
92,6
56,2

99,3
99,7
99,2
727

100,3
100,6
81,3
16,2

102,6
100,0
99,5
34,8

78,5
79.4
79,9
58,7

105,2
96,6
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500 pg/ml
1000 pg/ml

TM17-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM18-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM19-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM20-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM21-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM22-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM23-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM24-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM25-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

84,1
63,7

101,1
73,9
69,3
56.6

100,8
96,9
81,0
18,9

101,9
88.8
56,1
0.7

95,0
91,5
92.5
90,5

91,3
85,2
90,1
71.4

90,4
90,6
90,1
81,2

517
86,7
78,7
60,4

101,2
99,3
81,5

8,5

100,6
99.8
87.9
30,8
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TM26-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM27-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM28-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

TM29-100 pg/ml
250 pg/ml

500 pg/ml

1000 pg/ml

NC

PC- SDS 1 pg/ml
SDS 10 pg/ml
SDS 20 pg/ml

94,2
92,2
80,9

5.8

95,7
69.2
11,9

9.0

99.1
90,9
40,5

9.2

90,8
66,4
15,6

8.8

100,0
96,5
327
11,8

ASSESSMENT OF RESULTS

Under the test conditions, the test materials TM1, TM3, TM4, TM35, TM7,
TMS, TM9, TM10, TMI11, TM13, TM14, TM15, TM16, TM18, TM23, TM24, TM25
a TM26 are not cytotoxic up to the concentration of 500 pg/ml.

Under the test conditions, the test materials TM2, TM12, TM20, TM21 and
TM22 are not cytotoxic up to the concentration of 1000 pg/ml.

Under the test conditions, the test materials TM6, TM17, TM19 and TM28 are

not cytotoxic up to the concentration of 250 pg/ml.

Under the test conditions, the test materials TM27 and TM29 are not cytotoxic

up to the concentration of 100 pg/ml.

These cytotoxicity results are usual for this category of products.

Date of report: 22.9.2011
Principal investigator: Kristina Kejlova, M.Sc., Ph.D.

UL ((-'i;/" B
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PROTOKOL O ZKOUSCE
STANOVENI KOZNI SNASENLIVOSTI

Korektivni dermatologie a lékarska kosmetologie
MUDr. Petra Petrovska
Spdlend 12, 110 00 Praha 1

Zadavatel: ESSENS WORLD a.s., Prikop 843/4, 604 00 Brno
Cislo protokolu: 030811
Datum testu: 19.9. - 21.9.2011

Seznam vzorkd

1. Parfém ESSENS M008
jednordzovy uzavreny test

Zkouéka byla provedena dle Cosmetic Product Test Guidelines for
Assessment of Human Skin Compatibility, Colipa, Bruxelles 1997 (COLIPA = The
European Cosmetic Toiletry and Perfumery Association).

Test byl proveden v souladu s etickymi principy testovdni a podle zdsad
sprdvné klinické praxe.

Testu se zucastnilo 15 dobrovolniki, ve véku 19 - 59 let,

Za podminek testu nebyla u pokusnych osob zaznamendna reakce ve
smyslu erytému, edému ani Supinateéni.

Datum: 21.9.2011 e

Zkousku provedla: MUDr. Petra Petrovska J iy ;
MUDr. PETRA PETROVSKA

korektivaTdermatologis
5[ fl alz . :-'.::-:Li|.i:' 1

ICO: 60456612



TEST REPORT
EVALUATION OF HUMAN SKIN COMPATIBILITY

Testing facility: Corrective Dermatology and Medical Cosmetology, Prague,
Czech Republic

Date of study: 19.9 -21.9.2011
Study performance: Petra Petrovska, M.D.

Reference Number: 030811

The test was carried out in compliance with: Cosmetic Product Test
Guidelines for Assessment of Human Skin Compatibility, Colipa, Bruxelles
1997, COLIPA = The European Cosmetic, Toiletry and Perfumery Association

Aim of the study: Assessment of the potential of the test material to produce
dermal irritation.

MATERIALS AND METHODS
TEST MATERIAL (TM):

1. Perfume ESSENS M008

Sponsor: ESSENS WORLD a.s.
Prikop 843/4
604 09 Brno
Czech Republic

PREPARATION OF MATERIALS FOR TESTING

+ Test materials
TM 1. Applied directly on skin (0.1 ml).

PARTICIPANTS IN THE STUDY

The selection of volunteers and the test methods were in accordance with
the Declaration of Helsinki (1964) and subsequent revisions (CIOMS, 2002).
The study was approved by the Ethical Review Committee of the National
Institute of Public Health.

The volunteers were selected on the basis of inclusion and non-inclusion
criteria and for this purpose had to fill in a special form. The volunteers were

clearly informed regarding the nature of the study, timetable, constraints and
MUDr. PETRA PETROVSKA
1 korektivhi dermatol OEie

spalena 12, 110 00 Fraha 1

ICO: 60456612



possible risks. They gave their written informed consent before participation in
the study was permitted. All the documentation is strictly confidential. 15
volunteers took part in the study.

Table 1 — Demographic data

Subject Number | Subject Initials Age Sex
1 KK 46 E
2 SD 58 F
3 LJ 32 F
4 BH 47 F
5 SM 60 F
6 ) RM 58 F
7 JM 40 F
8 OB 48 F
9 Bl 49 M
S WP 28 M
1 DJ 38 M
12 KF 32 M
13 BJ 54 M
14 BT 28 F.. .
15 SD 38 M

Test procedure

= single application closed patch epicutaneous test under semiocclusion

Single application closed patch epicutaneous test

The test material was applied in semiocclusion on the volar forarm. The
duration of treatment was 4 h. The test substance was removed by rinsing
and gentle swabbing. The reactions were assessed 30 min. after patch
removal, then after 24 h and 48 h.
Semiocclusive: Curatest (Lohmann / Rauscher)

MUDr. PETRA PETROVSKA

koraktive

lermatologie
2 dermatovenerologie
Spalena 12, 110 00 Praha 1
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Table 2 — Classification system for skin reactions

Reaction Numerical
grading
Erythema
Mo evidence of erythema 0
Minimal or doubtful erythema 0,5
Slight redness, spotty and diffuse 1
Moderate, uniform redness 2
Strong uniform redness 3
Fiery redness 4
Dryness (Scaling)
Mo evidence of scaling 0
Dry without scaling; appears smooth and taunt 0.5
Fine/mild scaling 1
Moderate scaling 2
Severe scaling with large flakes 3
Oedema
absence of cedema -
presence of oedema +
RESULTS
Table3-TM 1
. Observation time/Skin reaction
Subject
No- 30 min 24 h 48 h
after patch removal |after patch removal | after patch removal
Ernythema Dryness Cedema | Erythema Dryness Oedema | Erythema Dryness Osdema
1 0 0 - 0 0 - 0 o -
2 | 0 0 - 0 0 - 0 0 -
3 0 0 - 0 0 - 0 0 -
4 0 0 - 0 0 - 0 0 -
5 0 0 - 0 0 - 0 L -
6 | 0 0 - 0 0 - 0 0 -
7 0 0 - 0 0 - 0 0 -
8 0 0 - 0 0 - 0 0 -
9 0 0 - 0 0 - 0 0 -
10 0 B - o 0 - 0 0 -
AN 0 - 0 o0 - o0 0o -
12 0 0 - 0 0 - 0 0 -
13 0 0 - 0 0 - 0 0 -
14 0 0 - 0 0 - 0 0 -
15 0 0 - 0 0 - 0 0 -
MUDr. PETRA PETROVSKA
3 k-;'ij*.kff'.-‘r;:' dermatologie
dermataovener Hogie
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ASSESSMENT OF RESULTS

The product was dermatologically tested evaluating the human skin
compatibility. It is our considered opinion that results of the patch test
study showed no evidence of primary skin irritation for healthy skin.

B
Date of report: 21.9.2011 ,fJ:r;z’I
,"ll '“:I A
Study performance: Petra Petrovska, M.D. MUDr. PETRA PETROVSKA
karektivni dermatologie
dermatovenerologie
Spalend 12, 110 00 Praha 1

IEO: 60456612



