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Cast A
Informace o bezpeénosti kosmetického pfipravku

1. Kvantitativni a kvalitativni sloZzeni kosmetického pfipravku

[

e

Agqua (Water) 7732-18-5 add.100,00 - solvent
emulsifying
emulsion stabilising
Cetearyl Alcohol 67762-27-0 6,50 - opacifying
viscosity controlling
denaturant
: humectant
o) =
Glycerin (86,5 %) 56-81-5 3,00 2,595 perfuming
solvent
emollient
Glycine Soja Oil 8001-22-7 2,00 - perfuming
skin conditioning
antistatic
. — emollient
Paraffinum Liquidum 8012-95-1 1,50 - skin protecting
solvent
clearing
Ceteareth-20 68439-49-6 1,00 - emulsifying
Phenoxyethanol (76.0 - 82.0 %) 122-99-6 0,82
Benzoic Acid (11.0 - 13.0 %) 65-85-0 0,13 !
Dehydroacetic Acid (6.5 - 7.5 %) 520-45-6 196 0,075 PRaEERTN
Ethylhexylglycerin (1.0 - 3.0 %) 70445-33-9 0,03
emollient
Dimethicone 63148-62-9 0,20 - skin conditioning
skin protecting
Parfum - 0,15 - perfuming
e . emulsifying
Xanthan Gum 11138-66-5 0,05 skin conditioning
emulsion stabilising
Carbomer ggggzg?j 0,05 - gel forming
| viscosity controlling
e 85507-69-3 0,005 - skin conditioning
Triethanolamine 102-71-6 G5, - buffering

Dodavatelé surovin jsou specifikovani v bezpeénostnich listech ulozenych v sidle vyrobce.

Fyzikalni/chemické/mikrobiologické viastnosti, necCistoty, stopy zakazanych

Ingredience: Aqua
INCI Name: AQUA

Description: -

INN Name: water
Ph. Eur. Name: aqua
CAS No: 7732-18-5

EINECS/ELINCS No: 231-791-2

2.
latek, toxikologicky profil ingredienci (latek nebo smési)




Chemical/lUPAC Name: -

Cosmetic Restriction: -

Other Restriction(s): -

Functions: SOLVENT

SCCS opinions: -

Physical / chemical characteristics, purity:
Liquid, colourless, odourless.

Boiling point: 100°C.

Conductivity (20°C): < 4,3 yS.cm”

pH: 5,5-8,0

Molar mass of H20 = 18.01528 g/mol

Water hardness: < 1°dH

Total organic carbon (TOC): < 0,5 mg/l

Nitrates content: < 0,2 pg/g

Heavy metals: < 0,1 pg/g

Traces of prohibited substances: Not present
Microbiological specifications:

Expected values for bacteria, yeast and moulds = 100 CFU/g, absent E.coli, P.aeruginosa,
S.aureus, Salmonella spp.

Toxicological profile: Non-hazardous substance.
Exposure: see section 7

Ingredience: Cetearyl Alcohol

INCI Name: CETEARYL ALCOHOL

Description: Alcohols, C16-18

INN Name: -

Ph.Eur.Name: alcohol cetylicus et stearylicus

CAS No.: 67762-27-0 / 8005-44-5
EINECS/ELINCS No: 267-008-6

Chemical/lUPAC Name: Cetostearyl! Alcohol
Cosmetic Restriction: -

Other Restriction(s): -

Functions: EMOLIENT, EMULSIFYING, EMULSION STABILISING, FOAM BOOSTING,
OPACIFYING, SURFACTANT, VISCOSITY CONTROLLING,
SCCS opinions: -

Physical / chemical characteristics, purity:

Solid (20°C), powder / flakes, white colour, characteristic odour.
Melting point: 49 - 56°C

Boiling point: >248.9°C

Flash point: >160°C

Acid value: max. 1.0 mg KOH/g

Solidification range: 48 - 52°C

Mol. weight: 249 - 267

Saponification value: max. 2.0 mg KOH/g

lodine vaiue: max. 1.0 gl,/100g

Hydroxy! value: 204 - 220 mg KOH/g

Density (60°C): 0.80 g.cm™

Solubility: insoluble in water, soluble in ethanol
Pow: > 6.7, i.e. skin penetration expected max.10%.
Purity:

<=C14: max. 5.0 %

C16: min. 23.0 %

C18: min. 60.0 %

C20: max. 2.0 %

Hydrocarbons: max. 0.5 %

Water content: max. 0.1 %

Traces of prohibited substances: Not present
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Microbiological specifications: Not applicable.

Toxicological profile:

Acute toxicity:

LD50 (oral, rat): > 20000 mg/kg

LD50 (dermal, rabbit): > 8000 mg.kg™" IUCLID

Skin / Eye irritation (rabbit): no skin / eye irritation (Draize test)

Skin irritation (human volunteers): no skin irritation (cetyl alcohol)

Skin irritation (human volunteers): no skin irritation (stearyl alcohol)
Sensitization: patch test on human volunteers did not demostrate sensitization properties
(cetearyl alcohol).

Mutagenic effect: not mutagenic in AMES test (cetyl alcohol / stearyl alcohol)
Repeated Dose Toxicity:

NOAEL > 1000 mg.kg-1 (OECD 407 - rat) IUCLID

Exposure: see section 7.

Ingredience: Glycerin

INCI Name: GLYCERIN

Description: -

INN Name: glycerol

Ph. Eur. Name: glycerolum

CAS No: 56-81-5

EINECS/ELINCS No: 200-289-5
Chemical/lUPAC Name: Glycerol
Cosmetic Restriction: -

Other Restriction(s): -

Functions: HUMECTANT

SCCS opinions: -

Physical and chemical characteristics:
Clear liquid, characteristic odour.

pH (20°C): 5

Specific gravity: >1.228 g/cm®

Refractive index: 1.453

Boiling point: 280°C

Melting point: 18°C

Flash point: 177°C

log Pow: -2.6 - -2.47

Purity:

Glycerine content: ca. 86.5 %

Acid value: 0.1 mg KOH/g

Sulphated ash: < 0.1 %

Organic chloride: < 5 %

Reducing substances: <5 %

Heavy metals: max 5 ppm

Chlorides: max 5 ppm

Aldehydes: max. 10 ppm

Halogenated compounds: max. 30 ppm
Water content: 12.0-16.0 %

Traces of prohibited substances: Not expected to be present unless specified above
Microbiological specifications:
Expected values for bacteria, yeast and moulds < 100 CFU/g, absent E.coli, P.aeruginosa,
S.aureus, Salmonella spp.
Toxicological profile:

Acute toxicity: IUCLID

LD50 (oral, rat): 10000 - 27200 mg.kg™
LD50 (dermal, rabbit): >18700mg.kg”
Skin sensitisation (human, patch test): not sensitizing
Skin irritation (human): slightly irritanting / not irritating
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Eye irritation (rabbit): not irritating (OECD 405)
NOAEL (rat, oral, 25 weeks) : 2000 mg.kg '/day
Exposure: see section 7

Ingredience: Glycine Soja Oil

INCI Name: GLYCINE SOJA OIL

Description: Glycine Soja Qil is the oil obtained from the soybean, Glycine soja, Leguminosae,
by extraction or expression. It consists esentially of triglycerides of oleic, linoleic and saturated
acids

INN Name: -

Ph.Eur.Name: -

CAS No.: 8001-22-7

EINECS/ELINCS No: 232-274-4

Chemical/lUPAC Name: -

Cosmetic Restriction: -

Other Restriction(s): -

Functions: EMOLLIENT, PERFUMING, SKIN CONDITIONING

SCCS opinions: -

Physical / chemical characteristics, purity:

Liquid, yellow-green colour, characteristic odour.

Flash point: >260°C

Density (20°C): ca. 0.919 - 00.925 g/cm®

Solubility: Insoluble in water

Peroxide value: max. 5.0 meq O2/kg

lodine value: 120 - 143 g 12/100 g

Saponification value: 188 - 195 mg KOH/g

Purity:

Unsaponifiable matter: max. 1.0 %

water content: max. 0.2 %

16:0 palmitic acid: 9.6 - 11.6 %

18:0 stearic acid: 3.5-5.0 %

18:1 oleic acid: 20.0 - 27.0 %

18:2 linoleic acid: 48.0 - 55.0 %

18:3 linolenic acid: 6.0 - 9.0 %

20:0 arachidic acid: 0.5-0.7 %

22:0 behenic acid: 0.4 -0.7 %

Benzo(a)anthracen: 0.69 ug/kg

Benzo(a)pyren: 0.18 ug/kg

Benzo(b)fluoranthen: 0.38 ug/kg

Benzo(k)fluoranthene: 0.15 ug/kg

Indenol(1,2,3-cd)pyren: 0.93 ug/kg

Dibenzo(a,h)anthracen: <0.10 ug/kg

Dibenzo(a,i)pyren:<0.10 ug/kg

Dibenzo(a,h)pyren: <0.05 ug/kg

Chrysen: 0.56 ug/kg

Heavy metals: Pb <0.05 mg/kg / Cd < 0.005 mg/kg

Traces of prohibited substances: Not present

Microbiological specifications: Expected values for bacteria, yeast and moulds < 100 CFU/g,
absent E.coli, P.aeruginosa, S.aureus, Salmonella spp.

Toxicological profile: Non-hazardous substance, used in food. Not irritating,not-sensitizing,
not CMR, expected low skin penetration rate below 1%.

For linear long-chain and branched chain, unsaturated fatty acids (e.g. oleic and linoleic acids)
the NOAEL is expected over 1000mg/kg/day.

The Food and Drug Administration (FDA) includes soybean oil as well as its glycerides and fatty
acids on its list of indirect food additives. Soybean oil and its components may be used in
coatings and in textiles that come in contact with food.




The safety of Glycine Soja (Soybean) Qil, Hydrogenated Soybean Oil and Soy Acid has been
assessed by the Cosmetic Ingredient Review (CIR) Expert Panel. The CIR Expert Panel
evaluated scientific data and concluded that these ingredients were safe for use as ingredients
in cosmetics and personal care products.

http://www.cosmeticsinfo.org/| ingredient_details.php?ingredient_id=1527
http://www.cosmeticsinfo.org

Exposure: see section 7.

Ingredience: Paraffinum Liguidum

INCI Name: PARAFFINUM LIQUIDUM

Description: White mineral oil (petroleum) a highly refined petroleum mineral oil consisting of a
complex combination of hydrocarbons obtained from the intensive treatment of a petroleum
fraction with sulfuric acid and oleum, or by hydrogenation, or by a combination of hydrogenation
and acid treatment. Additional washing and treating steps may be included in the processing
operation. It consists of saturated hydrocarbons having carbon numbers predominantly in the
range of C15 through C50. Mineral oil (US)
INN Name: mineral oil

Ph. Eur. Name: paraffinum liquidum / paraffinum perliquidum

CAS No: 8012-95-1/ 8042-47-5

EINECS/ELINCS No: 232-384-2 / 232-455-8

Chemical/lUPAC Name: Paraffin oils. Liquid hydrocarbons from petroleum

Cosmetic Restriction: -

Other Restriction(s): -

Functions: ANTISTATIC, EMOLLIENT, SKIN PROTECTING, SOLVENT

SCCS opinions: -

Physical / chemical characteristics, purity:

Transparent, oily liquid (20°C), free from fluorescence in daylight. Practically tasteless and
odourless, practically insoluble in water; slightly soluble in alcohol miscible with hydrocarbons.
Melting point: -9°B

Flash point: >170°C

Solubility in water: insoluble

Relative densitiy (20°C): 0.810 - 0.890 g/em®

Viskosity (kynematic, 40°C): 13-18 mm®/s

log Pow: >6

Traces of prohibited substances: Not present

Microbiological specifications: Not applicable.

Toxicological profile: [IUCLID

Acute toxicity:

LD50 (oral, rat): >5000 mg/kg

Skin irritation (rabbit, occlusive, exposure time - 24 hrs, Draize test): not irritating

Eye irritation (rabbit): slightly irritating

Sensitization (guinea pig maximization test): not sensitizing

NOAEL (oral, feed, 90 days): 1800 mg/kg bw (OECD 408)

Genetic toxicity in vitro (AMES test): negative (OECD 471)

Carcinogenicity (mouse): not carcinogenic

Exposure: see section 7

Ingredience: Ceteareth-20

INCI Name: CETEARETH-20

Description: C16-18 alcohols, ethoxylated (20 mol EO average molar ratio)
INN Name:

Ph. Eur. Name:

CAS No: 68439-49-6

EINECS/ELINCS No: -

Chemical/lUPAC Name: -

Cosmetic Restriction: -

Other Restriction(s): -




Functions: EMULSIFYING

SCCS opinions: -

Physical and chemical characteristics:

Solid white flakes.

Acidity value: max. 1 mg KOH/g

Hydroxyl value: 48 - 54 mg KOH/g

Clouding temperature (1% in 5% NaCl solution): 89.0 — 91.0 °C

pH 5% solution: 6.5 £ 1

Solidification point: 37 — 41 °C

Purity:

Active substance: min. 99.0 %

K.F. water: max. 0.3 %

Ethylene oxide: max 1.0 ppm

1,4-Dioxane: max. 5.0 ppm

Traces of prohibited substances: Not expected to be present unless specified above
Microbiological specifications:

Expected values for bacteria, yeast and moulds < 100 CFU/g, absent E.coli, P.aeruginosa,
S.aureus, Salmonella spp.

Toxicological profile:

Acute toxicity:
LD50 (oral, rat): 5300 mg.kg™, non-toxic substance, not CMR

LD50 (oral, rat 10000mg/kg

Skin corrosion/irritation (rabbit): No skin irritation

Serious eye damage/eye irritation (rabbit): No eye irritant

Skin penetration enhancer for active ingredients, while does not damage lipid skin layers.
Carcinogenicity: IARC: No component of this product present at levels greater than or equal to
0.1% is identified as probable, possible or confirmed human carcinogen by IARC.
http://www.sigmaaldrich.com/MSDS

Repeated Dose Toxicity:

NOAEL gerived from Cetearyl Alcohol = 1000 mgkg—1 (OECD 407 - rat) IUCLID

Exposure: see section 7

Ingredience: Phenoxyethanol, Benzoic Acid, Dehydroacetic Acid, Ethylhexylglycerin -
smés

INCI Name: PHENOXYETHANOL

Description: -

INN Name: -

Ph.Eur.Name: phenoxyethanolum

CAS No.: 122-99-6

EINECS/ELINCS No: 204-589-7

Chemical/lUPAC Name: 2-Phenoxyethanol

Cosmetic Restriction /| Maximum authorized concentration: The Regulation 1223/2009,
V/29 /1.0 %

Other Restriction (s): -

Function: PRESERVATIVE

SCCS opinions: 0125/99 - Opinion concerning Restriction on Materials listed in annex Vi of
Directive 76/768/EEC on Cosmetics Products

INCI Name: BENZOIC ACID

Description: -

INN Name: benzoic acid

Ph.Eur.Name: acidum benzoicum

CAS No.; 65-85-0

EINECS/ELINCS No: 200-618-2

Chemical/lUPAC Name: Benzoic acid

Cosmetic Restriction: The Regulation 1223/2009, V/1
Maximum authorized concentration:



Rinse-off products, except oral care products: 2.5% (acid)

Oral care products: 1.7% (acid)

Leave-on products: 0.5% (acid)

Other Restriction (s): -

Function: PRESERVATIVE

SCCS opinions:

0532/01 - Opinion on Benzoic Acid and Sodium Benzoate

0891/05 - Opinion on Benzoic Acid and Sodium Benzoate

0125/99 - Opinion concerning Restrictions on Materials listed in annex VI of Directive
76/768/EEC on Cosmetic Products

INCI Name: DEHYDROACETIC ACID

Description: -

INN Name: dehydroacetic acid

Ph.Eur.Name: -

CAS No.: 520-45-6 / 771-03-9 / 16807-48-0

EINECS/ELINCS No: 208-293-9 / 212-227-4

Chemical/llUPAC Name: 3-Acetyl-6-methyl-2H-pyran-2,4(3H)-dione
Cosmetic Restriction / Maximum authorized concentration: The Regulation 1223/2009,
V/13 /0.6 % (acid)

Limitations and requirements: Prohibited in aerosol dispensers (sprays)
Other Restriction (s): -

Function: PRESERVATIVE

SCCS opinions: -

INCI Name: ETHYLHEXYLGLYCERIN

Description: -

INN Name: -

Ph.Eur.Name: -

CAS No.: 70445-33-9

EINECS/ELINCS No: 408-080-2

Chemical/lUPAC Name: 1,2-Propanediol, 3-(2 -ethylhexyloxy)

Cosmetic Restriction: -

Other restriction(s): -

Function: SKIN CONDITIONING, IMPROVING THE PRESERVATIVE ACTIVITY

SCCS opinions: -

SMES:
PHENOXYETHANOL, BENZOIC ACID, DEHYDROACETIC ACID, ETHYLHEXYLGLYCERIN

Physical / chemical characteristics, purity:

Clear liquid, yellow - dark yellow, odour characteristic.
Boling point: 240°C ‘

Flash point: > 100°C

Density (20°C): 1.116 - 1.128 g.ml"

Refractive index (20°C): 1.536 - 1.541

Solubility (20°C):in water 10 g/l.

Purity:

Phenoxyethanol: 76.0 - 82.0 %

Benzoic Acid: 11.0-13.0 %

Dehydroacetic Acid: 6.5 - 7.5 %

Ethylhexylglycerin: 1.0 -3.0 %

Phenol: max. 10 ppm

Ethylhexylgylcerin is stabilised with synthetic alpha tocopherol
Traces of prohibited substances: Not present
Microbiological specifications: Not appliccable
Toxicological profile:

Phenoxyethanol:




Xn; R22, R36

Harmful if swallowed. Irritating to eyes.

NOAEL 80 mg/kg/d

Approved preservative according to the Regulation 1223/2009 up to 1.0 %; Xn; R22, R36.
Harmful if swallowed. Irritating to eyes. NOAEL 80 mg/kg/d

(source: Califormia Environmental Protection Agency http://www.arb.ca.gov )
Benzoic Acid: IUCLID

LD50 (oral, rat): 1700 mg/kg

LD50 (dermal, rabbit): > 10000 mg/kg

Skin irritation: not irritating

Eye irritation (rabbit): slightly irritating (OECD 405)

Senzitization (guinea pig): not sensitizing / (LLNA): not sensitizing
Approved preservative according to the Regulation 1223/2009 V/1.
Dehydroacetic Acid:

LD50 (oral, rat): 500 mg/kg

World Review of Pest Control. Vol. 9, Pg. 119, 1970.

LD50 (dermal, rabbit): 5000 mg/kg

Journal of the American College of Toxicology. Vol. 4(3), Pg. 123, 1985.
Approved preservative according to the Regulation 1223/2009 V/13.
Ethylhexylglycerin:

acute oral toxicity rat LD50 > 2000mg/kg Bien (1991a)

acute dermal toxicity rat LD50 > 2000mg/kg Bien (1991b)

acute inhalation toxicity rat LC50 = 2.83 — 3.22 mg/kg

skin irritation rabbit : mildly irritating Kaufmann (1997)

eye irritation (neat solution) rabbit : severely irritating Kaufmann (1991)
eye irritation (5% solution) rabbit : mildly irritating Kaufmann (1992)

skin sensitisation guinea pig : not sensitising Buchholz (1991)

NOAEL oral,rat: 50 mg/kg/day

CMR not reported.

Exposure: see section 7

ingredience: Dimethicone
INCI Name: DIMETHICONE

Description: -

INN Name: Dimeticone

Ph. Eur. Name: dimeticonum

CAS No.: 63148-62-9

EINECS/ELINCS No: Exempt or not available

Chemical/llUPAC Name: Polydimethylsiloxane

Cosmetic Restriction: -

Other Restriction(s): -

Functions: ANTIFOAMING, EMMOLIENT, SKIN CONDITIONING, SKIN PROTECTING
SCCS opinions: -

Physical / chemical characteristics, purity:

Liguid (20°C), colorless, characteristic odour.

Boiling point/range : > 65 °C

Flash point : > 250 °C (Cleveland Open Cup); > 120 °C (Closed Cup)

Explosive properties : No

Specific Gravity : 0.97 glcm®

Viscosity (25°C) : 350 cSt

Purity: 100 %

Traces of prohibited substances: Not present

Microbiological specifications: Not Applicable.

Toxicological profile:

Non-hazardous substance, not classified according to CLP. Not skin irritant, not sensitizing, not
CMR. On contact with eyes : May cause temporary discomfort (slight irritant), but not classified
according to CLP.



LD 50,, >16000mg/kg/d (MSDS)

NOAELgerives = 160 mg/kg/d

Other Health Hazard Information:

Product may emit formaldehyde vapour at temperatures above 150°C in the presence of air.
Formaldehyde vapour is a suspected carcinogen, toxic by inhalation and irritating to eyes and
the respiratory system. Exposure limits should be strictly respected.

Exposure: see section 7.

Ingredience: Parfum
INCI Name: PARFUM

Description: mixture of aromatic compounds.

Name: Name: C1587/3, VANESSENCE SA, 9B, Route de Suisse, CH 1295 MIES, Svycarsko
(Switzerland)

CAS No.: -

EINECS/ELINCS No: -

Chemical/lUPAC Name: -

Cosmetic Restriction: -

Other Restriction (s): -

Function: DEODORANT, MASKING, PERFUMING

SCCS opinions: -

Physical / chemical characteristics, purity:

Liquid (20°C), colourless, odour characteristic.

Density (20°C): 1.004 g/cm®

Refractive index: 1.4400s

Purity:

26 allergens free

Microbiological specification: not applicable, ingredient is qualified as a microbiologically low
risk product according to the International Standard 1SO 29621.

Traces of prohibited substances: not present.

Toxicological profile:

Classification of the perfume composition according to the Regulation 1907/2008 (REACH):
H315 - Causes skin irritation, H317 - May cause an allergic skin reaction, H319 - Causes
serious eye irritation, H411 - Toxic to aquatic life with long lasting effects

Although individual perfume subcomponents exhibit skin/eye irritation or sensitization
properties, the perfume concentration 0.3 % in the finished product do not represent any
toxicological risk for consumer.

NOAELepectea>20mg/kg/d, estimated as 50mg/kg/d.

Exposure: see section 7

Ingredience: Xanthan Gum

INCI Name: XANTHAN GUM

Description: Xanthan gum is a natural occurring high-molecular weight polysaccharide and is
produced by fermentation with Xanthomonas campestris. Its unique combination of physical
and chemical properties makes it an excellent thickener and stabilizer for many foods, cosmetic
and pharmaceutical applications.

INN Name: -

Ph.Eur.Name: gummi xanthanum

CAS No.: 11138-66-2

EINECS/ELINCS No: 234-394-2

Chemical/lUPAC Name: -

Cosmetic Restriction: -

Other Restriction(s): -

Functions: BINDING, EMULSIFYING, EMULSION STABILISING, GEL FORMING, SKIN
CONDITIONING, SURFACTANT, VISCOSITY CONTROLING

SCCS opinions: - ‘

Physical / chemical characteristics, purity:

Powder, white - beige colour, characteristic odour.
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Particle size: 180 pm >95%

Loss on Drying: <15 %

pH (1%):6.0-8.0

Viscosity: 1300 - 1800 mPa.s

Density (20°C): 0.65 - 0.85 g/cm®

Total ash: 6.5 - 16.0 %

Purity:

Isopropy! Alcohol: <500 ppm

Heavy metals - <20ppm / Pb max. 2 ppm / As max. 3 ppm / Hg max. 1 ppm / Cd max. 1 ppm
Solubility: soluble in water, insoluble in ethanol.

Traces of prohibited substances: Not present

Microbiological specifications: Expected values for bacteria < 2.000 cfu/g, , yeast and moulds
< 200 CFU/g, absent E.coli, P.aeruginosa, S.aureus, Salmonella spp., Xantomonas campestris.
Toxicological profile:

Non-hazardous substance, used in food. Not irritating, not-sensitizing, not CMR, non toxic,
expected skin penetration rate below 1%.

Acute toxicity:

LDsy (oral, rat): 45000 mg.kg™

LCso (inhalation, rat - aerosol or particles): 21 mg.l" / 4hod.

Exposure: see section 7.

Ingredience: Carbomer
INCI Name: CARBOMER

Description: 2-Propenoic acid, polymer with 2,2-bis(hydroxymethyl)propane-1,3-diol 2-propenyl
ether

INN Name: -

Ph. Eur. Name: -

CAS No.: 9007-20-9 / 9003-01-4 / 76050-42-5 / 9062-04-8 / 9007-16-3 / 9007-17-4
EINECS/ELINCS No: -

Chemical/lUPAC Name: -

Cosmetic Restriction: -

Other Restriction(s): -

Functions: EMULSION STABILISING, GEL FORMING, VISCOSITY CONTROLLING
SCCS opinions: -

Physical / chemical characteristics, purity:

White powder, odourless.

Flash point: 520°C

Relative density (20°C): 1,4

pH (0.5% in water) =2.7 - 3.5

Viscosity (0.5%): 45000 - 65000 cP

Flammability: Material is not flammable

Solubility: in water soluble

Purity:

Solid content: 93.0 - 95.0 %

Residual solvent: methylene chloride: max. 1000 ppm

Traces of prohibited substances: Not present

Microbiological specifications: Not applicable.

Toxicological profile: Non-hazardous substance

Acute toxicity:

Oral: The LD50 in rats is >10,000 mg/kg. Based on data from components or similar materials.
Dermal: The LD50 in rabbits is >5000 mg/kg. Based on data from components or similar
materials.

Skin corrosion/ irritation:

Not expected to be a primary skin irritant, based on data from components or similar materials.
Contact dermatitis may occur in sensitive individuals under extreme and unusual conditions of
prolonged and repeated contact, such as high exposure accompanied by elevated temperature

15



and occlusion by clothing. This effect may be the results of the product’s hygroscopic
properties, abrasion, or pH.

Serious eye damage/ irritation: |

Weak to moderate eye irritant. Does not meet Canadian D2B or EU R36 criteria. Based on data
from components or similar material. Particulates may cause mechanical irritation. Solid
particles (powder or dust) on the eye may cause pain and irritation.

Respiratory Irritation:

If material is misted or if vapors are generated from rating, exposure may cause irritation of
mucous membranes and the upper respiratory tract. Based on data from compenents or simile
materials. Breathing of dust may cause coughing, mucous production, and shortness of breath.
Respiratory or skin sensitization:

Skin: Not expected to cause skin sensitization, based on data from components or similar
materials. w

Respiratory: No data available indicating respiratory sensitization.

Germ cell mutagenicity: No data available indicationg that component in concentration greater
then 0,1% is mutagenic or genotoxic.

Carcinogenicity: Not listed as a karcinogen or suspect karcinogen by NTP, IARC or OSHA.
Reproductive Toxicity: No data avaible indicating that component present at concentration
greater than 0,1% may cause reproductive toxicity.

Repeated exposure; Sub-chronic 90 day oral rat study: NOAEL 3000mg/kg/day or NOAEL
1500mg/kg/d was reported (Handbook of Pharmaceutical Excipients, 6th Edition
www.scribd.com/doc/77286620/88/Carbomer).

Other information; Pre-existing skin conditions may be aggravated by prolonged or repeated
exposure. Persons with sensitive respiratory airways (e.g. asthmatics) may react to vapors. This
material readily absorbs moisture, may become thick and gelatinous upon contact with
membranes of the eye, or upon inhalation into the nasal passages.

Exposure: see section 7.

Ingredience: Aloe Barbadensis Leaf Juice Powder
INCI Name: ALOE BARBADENSIS LEAF JUICE POWDER
Description: Aloe Barbadensis Leaf Juice is the juice expressed from the leaves of the aloe,
Aloe barbadensis, Liliaceae

INN Name: -

Ph. Eur. Name: -

CAS No: 85507-69-3 / 94349-62-9 / 8001-97-6
EINECS/ELINCS No: 287-390-8 / 305-181-2
Chemical/lUPAC Name: -

Cosmetic Restriction: -

Other Restriction(s): -

Functions: SKIN CONDITIONING

SCCS opinions: -

Physical and chemical characteristics:

Powder, white to light tan colour, characteristic odour.
Specific gravity: 0.997 - 1.004

Solubility in water: soluble

pH: 3.5-4.7

Flash point: >338°C

Solubility in water: soluble

Mesh: 98.305 % passage greater than 80 Mesh
Purity:

aloin content: <0.1 ppm

Moisture: max. 10%

Ash content: 45 %

26 allergens free.

Heavy metals: max. 10 ppm ‘

Traces of prohibited substances: Not present
Microbiological specifications:
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Expected values for bacteria, yeast and moulds s 100 CFU/g, absent E.coli, P.aeruginosa,
S.aureus, Salmonella spp.

Toxicological profile of substance:

Non-hazardous substance, used in food. Not irritating,not-sensitizing, not CMR, not toxic,
expected skin penetration rate 100% as active substance.

Acute toxicity:

LD50 (oral, rat): > 5000 mg.kg™

Exposure: see section 7.

Ingredience: Triethanolamine

INCI Name: TRIETHANOLAMINE

Description: -

INN Name: trolamine

Ph.Eur.Name: -

CAS No.: 102-71-6

EINECS/ELINCS No: 203-049-8

Chemical/lUPAC Name: 2,2',2"-Nitrilotriethanol

Cosmetic Restriction: -

Other Restriction(s): 111/62

Functions: BUFFERING, EMULSIFYING, MASKING, SURFACTANT
SCCS opinions: -

Physical / chemical characteristics, purity:

Viscous liquid, colourless to light yellow, slight ammonia odour.
pH: 10.5

Boiling point: > 270°C

Melting point: 13°C

Flash point: 185°C

Autoignition temperatire: 305°C

Solubility: Infinitely soluble.

Log Pow: -2.3

Purity:

Water content: max. 0.5 %

Triethanolamine: approx. 85 %

Diethanolamine: approx. 15 %

Traces of prohibited substances: Not present
Microbiological specifications: Not applicable.
Toxicological profile:

Acute toxicity: IUCLID

LDs, (oral, rat): 4200 - 11300 mg.kg ™' / 8000 mg.kg™ / 7390 mg kg™
LDs, (dermal, rabbit): >2000 mg.kg™

Skin irritation (rabbit): no irritating (OECD 404)

Sensitization (guinea pig maximization test): not sensitizing (OECD 406)
Repeated dose toxicity:

NOAEL (inhalation): 0.5 mg/l (OECD 412)

NOAEL (oral feed): 80 mg/kg bw (test z roku 1951)

NOAEL (oral feed): 1000 mg/kg bw (test z roku 1976) Purity: 88.5% triethanolamine, 6%
diethanolamine)

NOAEL (rat, drinking water): 1667 mg/kg bw

NOAEL (dermal): 2000 mg/kg

Exposure: see section 7.

3. Fyzikalni / chemické / mikrobiologické vlastnosti vyrobku

a) Fyzikéini a chemické vlastnosti kosmetického pfipravku:
Obsah netékavych latek pfi 105°C: min. 12 %
pH rozmezi: 5,0 - 6,5
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Hustota pii 20°C: 900 - 980 kg/m®

Pozadavky na organoleptické viastnosti:
Vzhled: krémovity ‘
Barva: bila

Viné: po pfislusném parfému

b) Stabilita kosmetického pfipravku:
24 mésicl v originalnim obalu, skladovaném na suchém, Cistém misté pfi teplotach + 5

aZ + 25° C a mimo dosah sluneéniho zareni.

c) Mikrobiologicka kvalita, vysledky zatéZoveho testu

Mikrobilogicka kvalita:
Celkovy po&et mikroorganismu: max. 1.10° KTJ/g
Plisné a kvasinky: max. 1.10% KTJ/g

Pseudomonas aeruginosa nezjistény v 0,1 ml
Staphylococcus aureus nezjistény v 0,1 ml
Candida albicans nezjistény v 0,1 mi

Mikrobiologické vySetfeni bylo provedeno ve ve firmé EUROFINS CZ, Podébradska
186/56, 198 00 Praha 9 - Hloubétin protokol €.9695/2014 ze dne 19.3.2014. Testovany
vyrobek je na zakladé dosaZenych vysledku hodnoceny jako mikrobiologicky nezavadny.
Zkouska byla provedena u vyrobku Medilona Care Olive.

Vysledky zatéZzoveho testu:

Zatézovy test byl proveden ve firm& EUROFINS CZ, Podébradska 186/56, 198 00 Praha
9 - Hioubétin protokol €.9695/2014 ze dne 19.3.2014. Testovany vyrobek je na zakladé
dosaZenych vysledk hodnoceny jako vyhovujici kriteriu A pouzivaném pro kosmetické
pfipravky podle CL 209 v platném znéni i kriteriu A podle CSN EN ISO 11930.

Zkougka byla provedena u vyrobku Medilona Care Olive. Vzhledem k obdobné recepture
a shodnému konzervaénimu systému Ize vysledky zkousky uplatnit i u vyrobku Medilona
Care Aloe Vera.

Protokoly jsou uloZeny v sidle vyrobce.

4. Nedistoty, stopova mnoZstvi zakazanych latek, informace o obalovém materialu

Cistota latek a smési je uvedena v sekci 2.

Specifikace obalového materialu

LT - PE, matny lak — primér 35 mm/ délka tuby 157 mm

(LT-PE — Laminatova tuba s EVOH bariérou)

Uzavér — S13/35 valec hladky bily nebo S 13/35 valec hladky transparentni
Material je vhodny pro styk s potravinami.

Dodavatelé : HUHTAMAKI RONSBERG, Hch.-Nicolaus Str. 6, D-87671 Ronsberg
Vyrobce: Tubapack a.s., Priemyseina 12, 965 63 Ziar nad Hronom, Slovenska republika

Dokumentace je uloZena v sidle vyrobce.
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5. Bézné a rozumné pFedvidateiné pouziti vyrobku

Viz text na obalu.
Ochranny krém na ruce hydratacni a zpeviiujici s vytazky z aloe vera.

Nazev a text na obalu:
MEDILONA CARE ALOE VERA

Ochranny krém na ruce hydrataéni a zpeviiujici s vytazky z aloe vera. Bohata krémova
konzistence hydratuje a prokrvuje pokozku. Aloe vera svym Ucinkem pfispivaji ke zpevnéni
pleti. Active 2 in 1 - dvouslozkova aktivni péCe o pokozZku.

Pouziti: 2-3x denné krém naneste na ruce a lehce jej vetiete.

Skladovani: Neskladovat na pfimém slunci. Chranit pfed mrazem! Skladovat na suchém a
Eistém misté. Skladujte pfi teploté +5 az +25 °C.

Vieobecna upozornéni: NepouzZivejte pfi znamé precitlivélosti na nékterou sloZku pfipravku.
Dermatologicky testované.

Ingredients:

Cislo Sarze:

Spotiebujte nejlépe do:

mésic/rok pfipadné den/mésic/rok
a/nebo

mésic/rok pfipadné den/mésic/rok
Obsah:
Vyrabi: Lifragin s.r.0., Hrub&ice 283, 798 21 Hrublice. www.lifragin.cz
Znaky : panadek s koSem, eko-kom, znak materidlu, znak made in czech republic

6. Expozice kosmetickému pfipravku

6.1. Mista aplikace: ruce

6.2. Plocha povrchu v oblasti aplikace: 860cm®

6.3. MnoZstvi aplikovaného pfipravku za den : 2,169

6.4. Trvani a frekvence pouzivani: podle potreby, nékolikrat denné (obvykle 1-2 x)

6.5. Bé&Zna a rozumné pfedvidatelna cesta expozice: dermaini na pokozku rukou
Nezamérné pouZiti pfipravku : na rty a kuZi o€nich viCek

6.6. Cilové skupiny osob: dospélé Zeny nebo muzi

6.7. Vypodet expozice :

SED,yronek : 2,16g / day,i.e. 32,70mg/kg/bw/day

Systemova expozitni davka (SED) je pfedpokladéna jako vypoctena z relativni denni expozice
podle SCCS Notes of Guidance, 8th revision(SCCS/1501/12).

7. Expozice latkdm se zohlednénim toxikologického profilu latek
(toxikologicky profil uveden v sekci 2)

Pro ingredience, které jsou toxikologicky relevantni, se spolita systémova expozicni davka
(Systemic Exposure Dose, SED). SED uréité ingredience je mnozstvi, které mize vniknout do
krevniho ob&hu (a muZe mit systémovy Gcinek). Systémova dostupnost zavisi na dermalni
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absorpci. Nejsou-li dostupné Zzadné udaje o absorpci urité ingredience, predpoklada se, Ze je
absorbovana upiné (100%).

SEDingr derm =SEDyyronex (A) (mglkg/d) x Koncentraceng (C)(%) x Kozni absorpce(P)(%)

Pro toxikologicky relevantni ingredience je vyZadovana dostatetna hranice bezpecnosti (margin
of safety, MOS). Obecné plati, ze hodnota MOS by méla byt = 100, aby se mohlo pfedpokladat
bezpetné pouziti. Pro vypodet bezpeéného odstupu MOS musi byt pouZity relevantni Udaje,
proto pro vypodet musi byt pouZity hodnoty davky bez pozorovatelného nepfiznivého Géinku
(lowest no observed adverse effect level, NOAEL). Pokud nejsou zadné dostupné Udaje o
subakutni nebo subchronické toxicité pfedpoklada se, Ze hodnota NOAEL je 1% hodnoty oralni
LDs,. Neni-li latka klasifikovana jako akutné toxicka nebo zdravi Skodliva (napr. u rostlinnych
extraktll), pak podle kritérii pro klasifikaci nebezpecnych chemickych latek je uvazovana
hodnota LDs, >2000 mg/kg a NOAEL je pfedpokladana 20 mg/kg/d.

Moslngredience = NOAELInQredience / SED!ngredlence

AQUA : Neni nebezpecnou latkou bez ohledu na koncentraci.Vypo¢et SED a MoS neni
relevantni.

CETEARYL ALCOHOL

Latka neni klasifikovana jako nebezpeéna dle CLP, neni koZni ani ofni iritant, neni
sensibilizujici, neni toxicka, neni CMR.

SED ingr derm = SED\jronek (A )(mglkg/d)x Koncentraceiq, (C) (%) x KoZni absorpce (P) (%)
SEDingredience = 32,7 x 0,065 x 1= 2,1 mg/kg

MOS ngredience = NOAEL / SED = 1000/2,1 =476 > 100

MOS je vétsi nez 100. Koncentrace latky v pfipravku muze byt povazovana jako bezpeéna za
normélnich a rozumné predvidatelnych podminek pouZiti.

GLYCERIN

Latka neni klasifikovana jako nebezpeéna dle CLP, nenf kozni ani o¢ni iritant, neni
sensibilizujici, neni toxicka, neni CMR.

SED jngr derm = SEDyyronex (A )(mglkg/d)x Koncentraceing (C) (%) x Kozni absorpce (P) (%)
SEDngredience = 32,7 x 0,026 x 0,1 = 0,085 mg/kg

MOS jgredgience = NOAEL / SED = 2000/ 0,085 =23 529 > 100

MOS je vétsi nez 100. Koncentrace latky v pfipravku muze byt povaZovana jako bezpetnd za
normalnich a rozumné pfedvidatelnych podminek pouZiti.

GLYCINE SOJA OIL

Latka neni kozni/oéni iritant, neni sensibilizujici, neni CMR.

SED ingr derm = SEDyyrobex (A )(mg/kg/d) x Koncentracei,,, (C) (%) x KoZni absorpce (P) (%)
SEDjng = 32,7 x 0,02 x 0,01 = 0,0065 mg/kg

MOS,,q = NOAEL / SED = 1000/ 0,0065 = 153 846 > 100

MOS je vétsi neZ 100. Koncentrace latky v pfipravku mlze byt povaZovana jako bezpecna za
normalnich a rozumné predvidatelnych podminek pouZiti

PARAFFINUM LIQUIDUM

Latka neni kozni/oéni iritant, neni sensibilizujici, neni CMR.

SED jngr derm = SEDyyrobex (A )(mglkg/d) x Koncentrace (C) (%) x KoZni absorpce (P) (%)
SEDjg = 32,7 x 0,015 x 0,1 = 0,049 mg/kg

MOS)g: = NOAEL / SED = 1800/ 0,049 = 36 734 > 100

MOS je vétsi nez 100. Koncentrace latky v pfipravku muze byt povaZovana jako bezpelna za
normalnich a rozumné pfedvidatelnych podminek pouZiti

CETEARETH-20
Latka neni klasifikovana jako nebezpeéna dle CLP, neni koZni ani oni iritant, neni
sensibilizujici, neni toxicka, neni CMR.
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SED ingr derm = SED\yyrobek (A }(mglkg/d)x Koncentraceg (C) (%) x KoZni absorpce (P) (%)
SEDingredience = 32,7 x 0,01 x 1 = 0,327 mg/kg

MOS jngredience = NOAEL / SED = 1000/ 0,327 = 3058 > 100

MOS je vétsi nez 100. Koncentrace latky v pfipravku muze byt povaZovana jako bezpecna za
normalnich a rozumné pfedvidatelnych podminek pouZiti.

PHENOXYETHANOL, BENZOIC ACID, DEHYDROACETIC ACID, ETHYLHEXYLGLYCERIN
smés

Smés obsahuje konzervaéni latky, které jsou vyhradné povoleny dle pfilohy €.V k Nafizeni
&.1223/2009. Phenoxyethanol az do konc.1% (vyrobek obsahuje 0,82%), Benzoic acid aZ do
kone. 0,5% (vyrobek obsahuje 0,13%) a Dehydroacetic acid aZ do konc. 0,6% (vyrobek
obsahuje 0,075%).

ETHYLHEXYLGLYCERIN

Latka je kozni / o&ni iritant, neni sensibilizujici, neni toxicka, neni CMR.

SED ingr derm = SEDyyronex (A )(mg/kg/d)x Koncentraceyq (C) (%) x Kozni absorpce (P) (%)
SEDjgredgience = 32,7 x 0,0003 x 1 = 0,01 mg/kg

MOS ingredgience = NOAEL / SED = 50/0,01 =5 000 > 100

MOS je vétéi nez 100. Koncentrace latky v pfipravku mlze byt povaZzovana jako bezpetna za
normalnich a rozumné predvidatelnych podminek pouziti., stejné jako koncentrace celé
konzervacni smési.

DIMETHICON

Latka neni klasifikovana jako nebezpeéna dle CLP, neni kozni ani o€ni iritant, neni
sensibilizujici, neni toxicka, neni CMR.

SED ingr dorm = SEDygronex (A )(mg/kg/d)x Koncentracey (C) (%) x Kozni absorpce (P) (%)
SED)ngredience = 32,7 X 0,002 x 0,1 = 0,0065 mg/kg

MOS jngredience = NOAEL / SED = 160/ 0,0065 = 24615 > 100

MOS je vétsi nez 100. Koncentrace latky v pfipravku muze byt povaZovéana jako bezpecna za
normalnich a rozumné pfedvidatelnych podminek pouZiti.

PARFUM

Parfémova kompozice neni klasifikovana jako nebezpeéna dle CLP, jako koncentrat je kozni/
oéni iritant, mUZe sensibilizovat, neni CMR. V zapracované koncentraci pfitomnost parfému
nepfedstavuje zdravotni riziko, jak dokumentuiji vysledky koZniho testu.

SED ingr derm = SEDyyronex (A )(mgl/kgl/d) x Koncentrace,,, (C) (%) x KoZni absorpce (P) (%)
SEDingredience = 32,7 X 0,0015 x 1 = 0,05 mg/kg

MOSingredience = NOAEL / SED = 50/ 0,05 = 1000 > 100

MOS je vétsi nez 100. Koncentrace latky v pfipravku mlZe byt povaZovéna jako bezpecna za
normalnich a rozumné predvidatelnych podminek pouziti.

XANTHAN GUM

Latka neni klasifikovana jako nebezpeéna dle CLP, neni koZni ani o¢ni iritant, neni
sensibilizujici, neni toxicka, neni CMR.

SED ingr derm = SEDyyroex (A )(mg/kg/d)x Koncentrace,,y (C) (%) x KoZni absorpce (P) (%)
SED\ngredience = 32,7 x 0,0005 x 1 = 0,016 mg/kg

MOS | gregience = NOAEL / SED = 500/ 0,016 = 31 250 > 100

MOS je vétsi nez 100. Koncentrace latky v pfipravku muZe byt povaZovéna jako bezpecna za
norméalnich a rozumné pfedvidatelnych podminek pouziti.

CARBOMER

Latka neni klasifikovana jako nebezpecna dle CLP, neni koZni ani oni iritant, neni
sensibilizujici, neni toxicka, neni CMR.

SED ingr derm = SED.grobek (A )(mg/kg/d)x Koncentraceng (C) (%) x Kozni absorpce (P) (%)
SED)ngredience = 32,7 x 0,0005 x 1 = 0,016 mg/kg

MOS (ngredience = NOAEL / SED =1 500/ 0,016 =93 750 > 100

MOS je v&tsi nez 100. Koncentrace latky v pfipravku mlZe byt povaZzovana jako bezpecna za
normalnich a rozumné predvidatelnych podminek pouziti.
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ALOE BARBADENSIS LEAF JUICE POWDER

Latka neni kozni / oéni iritant, neni sensibilizujici, neni CMR, pouZiva se v potravinach.

SED ingr derm = SEDygrobex (A )(ma/kg/d) x Koncentrace,,q (C) (%) x Kozni absorpce (P) (%)
SED g = 32,7 X 0,00005 x 1 = 0,0016 mg/kg

MOSng- = NOAEL / SED = 50/0,0016 = 2 000 > 100

MOS je vétsi nez 100. Koncentrace latky v pfipravku muze byt povaZovana jako bezpetna za
normalnich a rozumné pfedvidatelnych podminek poufZiti.

TRIETHANOLAMINE

Latka neni klasifikovana jako nebezpeéna dle CLP, neni kozni / je o&ni iritant, neni
sensibilizujici, neni toxicka, neni CMR. Ve vyrobku slouZi jako pufraéni Cinidlo, koncentrace je
zanedbatelna. Koncentrace latky v pfipravku mulZe byt povaZovana jako bezpetna za
normalnich a rozumné pfedvidatelnych podminek pouZiti.

8. Toxikologicky profil latek.

Je uveden v sekci 2.

9. Nezadouci Uéinky a zadvazné nezadouci Ucinky

Spoleénost ma zavedeny systém pro evidenci a fizeni neZadoucich Gdinka u kosmetickych
pfipravku. |

Nezadouci uéinky u daného kosmetického pifpravku nejsou ocekavany, nebot vyrobky s
obdobnym slozenim jsou na trhu jiz nékolik let bez ohlaseni jakychkoliv nezadoucich Géinku.

10. Dalsi informace o kosmetickém pripravku

U vyrobku byla provedena zkoudka stanoveni kozni snaSenlivosti kosmetického prostfedku ve
dnech 13.11. - 15.11.2013, &islo protokolu 0711133. Zkousku provedia MUDr. Petra Petrovska,
Koretivni dermatologie a lékafska kosmetologie, Spalena 12,100 00 Praha 1. Zkouska byla
provedena dle: Cosmetic Product Test Guidelines for Assessment of Human Skin Compatibility,
Colipa, Bruxelles 1997, (COLIPA = The European Cosmetic, Toiletry and Perfumery
Association). V prub&hu zkousky nebyly zaznamendny Zadné neZadouci kozni reakce ve
smyslu drazdeni kuze.

Protokol je uloZen v sidle vyrobce.
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CASTB
Posouzeni bezpecénosti kosmetického pfipravku

1. Zavéry posouzeni.

Na zakladé véech dostupnych informaci a s vyuZitim obecné uznavanych toxikologickych
kritérii je mozno oznatit kosmeticky pfipravek jako bezpeény pro zdravi osob pfi pouZiti
deklarovanym zplUsobem a pfi dodrZzeni povinného znaeni na obalu vyrobku v souladu s
poZadavky aktualnich pfedpist platnych pro kosmetické pfipravky. Vyrobek spliiuje pozadavky
na bezpeénost specifikované v Nafizeni Evropského Parlamentu a Rady (ES) €.1223/2009, o
kosmetickych pfipravcich.

Tento zavér je mozno uplatnit jen u téch vyrobkd, jejichz sloZeni a vlastnosti odpovidaji
pfediozené dokumentaci a vysledkum laboratornich nebo klinickych zkousek.

2. Upozornéni a navod k pouziti uvedené na etiketé.

Pro znadeni vyrobku na etiket& nejsou povinna Zadna specifika upozornéni poZzadovana dle
Nafizeni Evropského Parlamentu a Rady (ES) €.1223/2009, o kosmetickych pfipraveich. Ucel
pouZiti vyplyva z nazvu vyrobku "MEDILONA CARE ALOE VERA " krém na ruce. Instrukce
pro spravnou aplikaci vyrobku jsou zahrnuty v textu potisku spotfebitelského obalu, ktery je

soucasti této zpravy.

INCI Znaceni ingredienci na obale vyrobku:

Ingredients:

Aqua, Cetearyl Alcohol, Glycerin, Glycine Soja Oil, Paraffinum Liquidum, Ceteareth-20,
Dimethicone, Xanthan Gum, Aloe Barbadensis Leaf Juice Powder, Phenoxyethanol, Benzoic
Acid, Dehydroacetic Acid, Ethylhexylglycerin, Carbomer, Triethanolamine, Parfum

3. Odlivodnéni.

Na zakiadé dokumentace poskytnuté vyrobnim zavodem k vyrobku a jeho surovinam,
protokolll laboratornich vy$etieni a dalsich dostupnych informaci bylo posouzeno chemické
sloZeni vyrobku, toxikologicky profil ingredienci a hladina expozice dle icelu a zpusobu aplikace
vyrobku. SloZeni kosmetického pfipravku zahrnuje ingredience, jejichZ v8eobecny toxikologicky
profil pfi pouziti v dané koncentraci a k danému ucelu nepfedstavuje pro uZivatele ohrozeni
zdravi. Pouziti vyrobku u zdravych osob za obvyklych nebo b&zné pfedvidatelnych podminek a
v souladu s navodem pro pouZiti nepfedstavuje riziko drazdéni, senzibilizace ani jinych
lokalnich nebo systémovych, toxikologicky neZadoucich G¢inkh. SloZeni  vyrobku
odpovida pozadavkim aktudlnich predpist, které jsou platné pro kosmetické pfipravky.
Ingredience, které jsou klasifikovany jako drazdivé pro kuzi nebo oko, pfipadné sensibilizujici,
jsou zapracované do receptury v koncentraci, ktera nepfedstavuje Zadné riziko pro zdravi osob.
Hranice bezpeénosti pro jednotlivé ingredience vysoce presahuiji hodnotu 100, viz. sekce 7 Casti
A této zpravy.

Material pouZitého obalu vyrobku je inertni, nedochdzi k uvolfiovani latek ani interakci
materialu obalu s hmotou vyrobku.

Dostupné protokoly zkouSek zahmuji zkou$ku mikrobiologické kvality, zatéZovy
mikrobiologicky test a zkoudku koZni snaenlivosti (viz.sekce ¢.3 a sekce £.10 této zpravy).

Vysledky laboratornich zkouek potvrzuji zdravotni nezévadnost a oCekavanou dobrou
lokalni toleranci u daného kosmetického pfipravku.
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Z4kladni funkce vyrobku deklarovana v textu pro spotebitele vyplyva ze sloZeni vyrobku a
vlastnosti pouzitych ingredienci. Text etikety vyhovuje poZadavkim obecn& zavaznych,
platnych pfedpist pro kosmetické pfipravky. Znéni etikety je soucasti této zpravy.

Tento posudek je vydavan dle poZzadavku aktudlnich, obecné zavaznych platnych pfedpisu
pro kosmetické pfipravky a slouzi vyhradné jako zhodnoceni jejich bezpecnosti pro zdravi
glovéka. Je vypracovan dle sou¢asného stavu legislativnich, védeckych a technickych
poznatkd. Pfipadné zmény v receptufe vyrobku nebo v poZadavcich zavaznych piedpisu
vyzaduji pfehodnoceni bezpecnosti vyrobku a zpracovani nove zpravy o bezpeénosti. Bez
pisemného souhlasu osoby odpoveédné za zhodnoceni bezpeénosti se nesmi posudek
reprodukovat jinak nez cely.

Datum: 28.4.2014

Ref. & 0711133

4. Udaje o posuzovateli a schvéleni &asti B:
\

Vv
/ ) { (B

/

Dagmar Jirova, MUDr., CSc.
Na Ghoru 857/5, 141 00 Praha 4, Ceska republika

Zaméstnana :
Narodni referenéni centrum pro kosmetiku a Centrum toxikologie a zdravotni bezpecnosti,

Statni zdravotni Gstav, Srobarova 48, 100 42 Praha 10, Ceska republika
Te.: + 420 267082439(2522)/ 739015667  Fax: + 420 267082386

e-mail: diirova@iol.cz
;

CV a kopie diplomu je pfiloZena. ‘
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MUDr. Dagmar Jirova, CSc.
CV a kvalifikace

Bydlisté : Na thoru 657/5, 14100 Praha 4
Zaméstnana : Statni zdravotni tstav, Srobarova 48, 10042 Praha 10
lékai-toxikolog, vedouci : Centrum toxikologie a zdravotni bezpecnosti, Narodni referencni
centrum pro kosmetiku, Narodni referenéni laboratof pro experimentélni imunotoxikologii
Tel.: 267082439(2522) Fax.: 267082386 e-mail : jirova(@szu.cz, djirova@iol.cz
Curriculum Vitae
Narozena 18.prosince 1952 v Praze
1971 - 1977 Studium na Lékarské fakulté Hygienické, Universita Karlova
1977 — 1980 Postgradualni studium, kandidat 1ékafskych véd, obor hygiena
od roku 1980  vé&decky pracovnik Institutu hygieny a epidemiologie
od roku 1988 Vedouci védecky pracovnik, lékar — toxikolog, Statni zdravotni ustav
dosud vedouci odborné skupiny dermatotoxikologie a imunotoxikologie,
vedouci Narodniho referenc¢niho centra pro kosmetiku a
Néarodni referenéni laboratofe pro experimentalni imunotoxikologii

1994 Risk Assessment, Kurs U.S.EPA

1992-1996 Externi uéitel na 3.1ékaiské fakulté v Praze a Farmaceutické fakulté UK
v Hradci Kralové

1998 Postgradualni studium lékaiské etiky na 1.1ékafské fakulte UK, absolvent

od 1998 dosud  Smluvni expert MZ CR pro legislativu kosmetickych prostiedki
od 2000 dosud  Predseda etické komise Statniho zdravotniho tstavu

2000 Nositel diplomu védecké rady SZU za vyznamny podil na védeckém
pokroku v preventivni medicin¢ a zlepSovani zdravi naroda
2001 Nositel certifikatu ,,Hodnoceni bezpe¢nosti kosmetickych prostiedki v EU*

(Safety Assessment of Cosmetics in the EU)Vrije University,Brusel, Belgie.
0d 2001 dosud  Zakladatel a pfedseda CZECOPA (Platforma Ceské republiky pro
alternativy k pokusum na zvifatech
Clen Védeckého vyboru (ESAC) Evropského centra pro validaci
alternativnich metod (ECVAM), védeckého centra Evropské Komise (JRC)
Clen Stalého vyboru a Pracovni skupiny pro kosmetiku Evropské komise
Clen Vyboru expertii pro kosmetiku Rady Evropy
Expert CEN a ISO pro metody zkouSeni kosmetiky
0d 2008 dosud Vedouci Centra toxikologie a zdravotni bezpe¢nosti SZU

Odborné zaméfeni : Dermatotoxikologie a imunotoxikologie se zaméfenim na piedméty

bézného uzivani, kosmetické prostiedky, zdravotnické prostiedky a jejich suroviny.

1. Identifikace dermatotoxickych, imunotoxickych a fototoxickych G¢inkd u xenobiotik.
Zavadéni a vyuzivani alternativnich toxikologickych metod in vitro ke konven¢nim
pokusiim na zvifatech pro hodnoceni lokalni tolerance u chemickych latek, surovin pro
kosmetické tcely a finalnich vyrobku.

2. Stanoveni bezpecnosti a prikaz specifické funkce u aktivnich latek a finalnich vyrobka
s vyuzitim metodik instrumentéalnich a klinickych.

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

sjezdi a konferenci, sdéleni formou postert nebo i popularnich ¢lanki a publikaci pro Sirokou

vefejnost. Clen European Society of Contact Dermatitis, ¢len European Society of Toxicology
in Vitro, ¢len Kosmetologické spoletnosti CR, ¢len Ceské spoleénosti lékart JEP (Elen
fotobiologické komise a &len spole¢nosti Korektivni dermatologie a kosmetologie).
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