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Cast A
Informace o bezpecnosti kosmetického pripravku

1. Kvantitativni a kvalitativni sloZzeni kosmetického pfipravku

%
% aktivni
INC CA p . Funk:
' NG suroviny latky e
max.
Aqua 7732-18-5 add.100,00 - solvent
emulsifying
emulsion stabilising
Cetearyl Alcohol 67762-27-0 8,0 - opacifying
viscosity controlling |
antistatic
S emollient
Paraffinum Liquidum 8012-95-1 7,00 - skin protecting
solvent
denaturant
. humectant
) £ _
Glycerin (86,5 %) 56-81-5 3,0 2,595 perfuming
solvent
” o } cleansing
Ceteareth-20 68439-49-6 20 emulsifying
antistatic
Petrolatum 8009-03-8 1,50 - emcllient
emollient
Dimethicone 63148-62-9 1,0 - skin conditioning
skin protecting
Diazolidinyl Urea (18,0 - 22,0 %) 78491-02-8 0,22
Potassium Sorbate (9,0 - 11,0 %) 24634-61-5 1,0 0,11 preservative
Sodium Benzoate (18,0 - 22,0 %) 532-32-1 0,22
Parfum - 0,30 B perfuming
. . : emollient
Cannabis Sativa Seed Oil 89958-21-4 0,10 B skin consisnin
Qenothera Biennis Oil 90028-66-3 0,10 - emollient
Cl 19140 1934-21-0 0,045 - cosmetic colorant
Cl 42051 3536-49-0 0,020 - cosmetic colorant
Citric Acid 77-92-9 g.s. - buffering
Triethanolamine 102-71-6 g.s. - buffering

Dodavatelé surovin jsou specifikovani v bezpe¢nostnich listech ulozenych v sidle vyrobce.

2. Fyzikalni/chemické/mikrobiologické vlastnosti, necistoty, stopy zakazanych

latek, toxikologicky profil ingredienci (latek nebo smési)

Ingredience: Aqua
INCI Name: AQUA

Description: -

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




EINECS/ELINCS No: 231-791-2
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 uS.cm’

pH: 55-8,0

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 value: max. 1.0 gl,/100g

Hydroxyl 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

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: Paraffinum Ligquidum
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 9Icm3

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: 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
Eye irritation (rabbit): not irritating (OECD 405)
NOAEL (rat, oral, 25 weeks) : 2000 mg.kg '/day
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 Aiconot > 1000 mg.kg-1 (OECD 407 - rat) IUCLID

Exposure: see section 7

Ingredience: White Petroleum Jelly - Petrolatum

INCI Name: PETROLATUM

Description: Petrolatum. A complex combination of hydrocarbons obtained as a semi-solid
from dewaxing paraffinic residual oil. It consists predominantly of saturated crystalline and liquid
hydrocarbons having carbon numbers predominantly greater than C25

INN Name: petrolatum

Ph. Eur. Name:

CAS No: 8009-03-8

EINECS/ELINCS No: 232-373-2

Chemical/lUPAC Name: -

Cosmetic Restriction: - 11/904 (except if the full refining history is known and it can be shown
that the substance from which it is produced is not a

carcinogen)

Other Restriction(s): -

Functions: ANTISTATIC, EMOLLIENT

SCCS opinions: -

Physical / chemical characteristics, purity:

Solid (20°C), white colour, odourless.

Melting point: 38-80°C (ASTM D 127)

Boiling point: 300 - 732°C

Flash point: >170°C (ASTM D93)

Density (100°C): ca. 0.79 - 0.85 g/cm®

Traces of prohibited substances: not present

Microbiological specifications: not applicable

Toxicological profile:

Actute toxicity: MSDS data

LD50 (oral, rat): >5000 mg/kg (OECD 401)

LD50 (dermal, rabbit): >2000 mg/kg (OECD 402)
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Skin / eye irritation (rabbit): not irritating (OECD 404 / 405)
Sensitization (guinea pig): not sensitizing (OECD 406)
Expected skin penetration < 1%

NOAEL (28 days): >1000 mg/kg (OECD 410)

NOAEL (90 days): >2000 mg/kg (OECD 411)
Mutagenicity: negative (OECD 471)

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/lUPAC Name: Polydimethylsiloxane

Cosmetic Restriction: -

Other Restriction(s): -

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

Physical / chemical characteristics, purity:

Liquid (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 g/cm’®

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: Aqua, Diazolidinyl Urea, Sodium Benzoate, Potassium Sorbate - smés
INCI Name: DIAZOLIDINYL UREA

Description: -

INN Name: -

Ph. Eur. Name: -

CAS No: 78491-02-8

EINECS/ELINCS No: 278-928-2 2

Chemical/lUPAC Name: 1-[1,3-bis(Hydroxymethyl)-2,5-dioxoimidazolidin-4-yl]-1,3-
bis(hydroxymethyl)urea

Cosmetic Restriction / Maximum authorized concentration: The Regulation (EC)
1223/2009, V/46 /0.5 %

Other Restriction(s): -

Functions: PRESERVATIVE

SCCS opinions: 0586/02 - Opinion on The Determination of certain Formaldehyde Releasers
in Cosmetic Products



INCI Name: SODIUM BENZOATE

Description: -

INN Name: sodium benzoate

Ph. Eur. Name: natrii benzoas

CAS No: 532-32-1

EINECS/ELINCS No.: 208-534-8

Chemical/lUPAC Name: -

Cosmetic Restriction: The Regulation (EC) 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): -

Functions: PRESERVATIVE

SCCS opinions:

0532/01 - Opinion on Benzoic Acid and Sodium Benzoate
0891/05 - Opinion on Benzoic Acid and Sodium Benzoate

INCI Name: POTASSIUM SORBATE

Description: -

INN Name: potassium sorbate

Ph. Eur. Name: kalii sorbas

CAS No.: 24634-61-5 / 590-00-1

EINECS/ELINCS No: 246-376-1

Chemical/lUPAC Name: Potassium (E,E)-hexa-2,4-dienoate
Cosmetic Restriction: The Regulation (EC) 1223/2009, Annex V/4
Other Restriction(s): -

Functions: PRESERVATIVE, max. 0.6 % ( as acid )

SCCS opinions: -

SMES:

AQUA, DIAZOLIDINYL UREA, SODIUM BENZOATE, POTASSIUM SORBATE
Physical / chemical characteristics, purity:

Liquid (20°C), colourless to yellow colour, odourless.
Boiling point: >100°C

Flash point: >100°C

Density (20°C): 1.208 - 1.219 g/cm®

pH (20°C): 7-9

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

Diazolidinyl Urea
Approved preservatives according to the Regulation (EC) 1223/2009 up to 0.5 %.

Acute toxicity:

LD50 (oral, rats): 2570 mg/kg.

LD50 (dermal, rabbit): >2000 mg/kg

Skin irritation (rabbit): no visible irritation was found at concentration until 5%

Eye irirtation (rabbit): no visible irritation was found at concentration until 5%

Skin sensitization (guinea pig): not sensitizer

Phototoxicity (guinea pig): not phototoxic

Not CMR

RIPT (humans): no irritation and no sensitization

Subacute toxicity (oral, rat, 90-days): Levels up to 100 mg/kg per day gave no toxic effect.
Sodium Benzoate

Approved preservative according to the Regulation (EC) 1223/2009 up to 0.5% as acid.

Acute toxicity:
LD50 (oral, rat): 4070 mg.kg™




Skin / Eye irritation (rabbit): not irritating (OECD 404 / 405)

Sensitization (human): not sensitizing.

NOAEL (oral feed, rat, 30 days): >1090 kg/kg

NOAEL (Maternalt., oral feed, rat, 20 days): 1400 mg/kg

NOAEL (Teratogen., oral feed, rat, 20 days): 1400 mg/kg

Potassium Sorbate

Approved preservative according to the Regulation (EC) 1223/2009

Used as a food preservative, potassium sorbate helps eliminate yeasts and molds in cheese,
wine, yogurt, dried meats, apple cider and more. Acceptable daily intakes for human is 12.5
mg/kg, or 875 mg daily for an average adult (70 kg), according to FAO/World Health
Organization Expert Committee on Food Additives.

Acute toxicity: IUCLID

LD50 (oral, rat): 3200 - 10500 mg/kg

Skin irritation (rabbit): not irritating (OECD 404)

Eye irritation (rannit): irritating (OECD 405)

Sensitization (human, patch test): not sensitizing

NOAEL (Maternalt., gavage, rat, 20 days): >340 mg/kg

NOAEL (Teratogen., gavage, rat, 20 days): >340 mg/kg

Genetic toxicity in vitro: negative (AMES test)

Exposure: see section 7.

Ingredience: Parfum

INCI Name: PARFUM

Description: mixture of aromatic compounds.

Name: Name: C3024/11 CLEAN, 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), light yellow colour, odour characteristic.
Density (20°C): 1.010 g/cm’

Refractive index: 1.4900

Purity:
C3024/11 CLEAN
: : % in product
A 0,
CAS-No INCI Name % in raw material additional labelling |
BUTYLPHENYL

80-54-6 METHYLPROPIONAL 10.00 0.03/YES
104-54-1 CINNAMYL ALCOHOL 2.50 0.0075/ YES

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

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

NOAEL for selected perfume substances:

Butylphenyl Methylpropional: 25 mg/kg (rat, gavage, 5 days) / 1000 mg/kg (rat, dermal, 5 days)
(IUCLID)

Cinnamyl derivates 25-200mg/kg/day,

Exposure: see section 7

Ingredience: Cannabis Sativa Seed Oil

INCI Name: CANNABIS SATIVA SEED OIL

Description: Cannabis Sativa Seed Oil is the fixed oil expressed from the seeds of Cannabis
sativa L., Cannabaceae

INN name: -

Ph. Eur. Name: -

CAS No.: 89958-21-4

EINECS/ELINCS No: 289-644-3

Chemical/lUPAC Name: -

Cosmetic Restriction: -

Other Restriction(s): -

Functions: EMOLLIENT, SKIN CONDITIONING

SCCS opinions: -

Physical / chemical characteristics, purity:

Oil with slight flavour or odour, green to light yellow colour.
Boiling point: >350°C

Flash point: >200°C

Viscosity (20°C): 60-70 cP

Acid value: max. 2.0 mg KOH/g

Peroxide value: max. 5.0 meq O./kg

Refractive index (20°C): 1.475-1.179

lodine value: 150-170 gl,/100g

Saponification value: 189 - 194 mg KOH/g

Relative densitiy (20°C): 0.913 - 0.915 g.cm™

Pow>4

Purity:

16:0 palmitic acid: 4.0 - 8.0. %

16:1 palmtoteic acid: max. 1.0 %

18:0 stearic acid: 1.0-4.0 %

18:1 oleic acid: 9.0 - 18.0 %

18:2 linoleic acid: 50.0 - 65.0 %

18:3 gamma linolenic acid: min 1.0 %

18:3 alpha linolenic acid: 14.0-25.0 %

20:0 arachidic acid: max. 1.5 %

20:1 eicosenoic acid: max. 1.0 %

22:0 behenic acid: max. 0.6 %

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.

Exposure: see section 7.
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Ingredience: Oenothera Biennis Qil

INCI Name: OENOTHERA BIENNIS OIL

Description: Oenothera Biennis Oil is the fixed oil derived from the seeds of the Evening
Primrose, Oenothera biennis, Onagraceae

INN Name: -

Ph.Eur. Name: -

CAS No.: 90028-66-3

EINECS/ELINCS No: 289-859-2

Chemical/lUPAC Name: -

Cosmetic Restriction: -

Other Restriction(s): -

Functions: EMOLLIENT

SCCS opinions: -

Physical / chemical characteristics, purity:

Clear yellow oil with light odour and taste.

Boiling point: >350°C

Flash point:>200°C

Density (20°C): 0.920 - 0.930 g/cm®

Acide value: max. 3.0 mg KOH/g

Peroxide value: max. 5.0 meq O,/kg

lodine value: 140 - 165 gl,/100g

Refractive index (20°C): 1.475 - 1.480

Saponification value: 184 - 194 mg KOH/g

Unsaponifiable: max. 2.5 %

Pow>4

Solubility: practically insoluble in water and methanol, miscible with light petroleum.

Purity:

16:0 palmitic acid: 4.0 - 8.0 %

18:0 stearic acid: max. 3.0 %

18:1 oleic acid: 6.0 - 15.0 %

18:2 linoleic acid: 66.0 - 77.0 %

18:3 gamma linolenic acid: min. 9.0 %

18:3 alpha linolenic acid: max. 2.0 %

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 as a dietary source of essential
fatty acids. Evening primrose oil has very low toxicity and has been used without harm at levels
of up to 5-6 g daily.
http://www.prlog.org/10780048-evening-primrose-oil-oenothera-biennis-dr-abhay-kumar-pati-
best-nutrition-hayward-ca-usa.html

No toxicity, promotion of cancer, or birth defects have been reported.

References

Evening Primrose Oil. Review of Natural Products. Facts & Comparisons [database online]. St.
Louis, MO: Wolters Kluwer Health Inc; February 2012.
http://www.drugs.com/npc/evening-primrose-oil. htmi

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

Exposure: see section 7.

Ingredience: Cl 19140

INCI Name: Cl 19140

Description: FD&C Yellow No.5, E 102 (2)
INN Name: -

Ph.Eur.name: -

CAS No.: 1934-21-0
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EINECS/ELINCS No: 217-699-5

Chemical/lUPAC nazev: Trisodium 5-hydroxy-1-(4-sulphophenyl)-4-(4-
sulphophenylazo)pyrazole-3-carboxylate and its permitted lakes and saits
Restriction: 1\//44, field of application: 1

Other Restriction(s): -

Functions: COSMETIC COLORANT

SCCS opinions: -

Physical / chemical characteristics, purity:

Powder, yellow to orange colour, odourless.

Flash point: 200°C

Melting point: 150°C

Relative density: 0.7 g/lcm®

Solubility: in water soluble (140 g/l); in oil insoluble

Purity:

Dye content titration, FDA: 87.0 %

Spectrophotometric, FDA: 87.0 %

Chlorides and sulphates (Na salts): max. 13 %

Water insoluble matter. max. 0.2 %

4-Aminoazobenzene: max. 75 ppb

4-Aminobiphenyl: max. 5ppb

Aniline: max. 100 ppb

Benzidine: max. 1 ppb

Arsenic: 3.0 mg/kg

Lead: 10.0 mg/kg

Cadmium: 1.0 mg/kg

Mercury: 40.0 mg/kg

Heavy metals calculated as lead: 40.0 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:

Approved cosmetic colorant for all categories of cosmetic products by Regulation (EC)
1223/2009 on cosmetics.

Acute toxicity:

LDso (oral, rat): > 500 mg.kg™

LDs, (oral, rabbit): > 500 mg.kg™

LDs, (oral, mouse): 12750 mg.kg™

Skin / Eye irritation (rabbit): no skin / eye irritant

Sensitization ( humans): no sensitizing effect

Carcinogenity: No indication of carcinogenic potential from long-term tests
Exposure: see section 7

Ingredience: Cl 42051
INCI Name: Cl 42051

Description: Blue colour

INN Name: -

Ph. Eur. Name: -

CAS No.: 3536-49-0

EINECS/ELINCS No.: 222-573-8

Chemical/lUPAC Name: Bis[hydrogen [4-[4-(diethylamino)-5'-hydroxy-2',4'-
disulphonatobenzhydrylidene]cyclohexa-2,5-dien-1-ylidene]diethylammonium], calcium salt and
other permitted lakes and salts

Cosmetic Restriction / Field of application: IV/60

Other Restriction(s): E 131 (2)

Functions: COSMETIC COLORANT

SCCS opinions: -
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Note:

Colouring agents whose numbers is preceded by the letter "E" in accordance with the EEC
Directives of 1962 concerning foodstuffs and colouring matters must fulfil the purity
requirements laid down in those Directives. They continue to be subject to the general criteria
set out in Annex Il to the 1962 Directive concerning colouring matter, where the "E" number has
been deleted therefrom.

The insoluble barium, strontium and zirconium lakes, salts and pigments of these colouring
agents shall also be permitted. They must pass the test for insolubility which will be determined
by the procedure laid down in Article 8.

Physical and chemical characteristics:

Powder, black colour, colourless.

Maximum absorption: 638 (+4) nm

Water solubility (20°C): 60 g/I

Mol. weight: 579.7 g/mol

pH (10 g/l): 5.0-6.0

Melting point: 150°C

Boiling point: 200°C

Density: 0.8 g/cm®

Purity:

Pure dye content: min 85 %

Volatile matter (105°C): max. 15 %

Pb max. 10 ppm / As max. 3 ppm / Hg max. 1 ppm / Cu max. 100 ppm / Zn max. 100 ppm / Sb
max. 10 ppm / Ba max. 50 ppm / Cd max. 1 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:

Approved cosmetic colorant for all categories of cosmetic products by Regulation (EC)
1223/2009 on cosmetics.

Acute toxicity:

LD50 (oral, rat): 1000 - 6000 mg/kg

Eye irritation: not irritating

Exposure: see section 7

Ingredience: Citric Acid

INCI Name: Citric Acid

Description:

INN Name: citric acid

Ph. Eur. Name: acidum citricum

CAS No.: 77-92-9

EINECS/ELINCS No.: 201-069-1
Chemical/lUPAC Name: 2-Hydroxy-1,2,3-propanetricarboxylic acid
Cosmetic Restriction: -

Other Restriction(s): -

Functions: BUFFERING

SCCS opinions: 0370/00, 0799/04
Physical and chemical characteristics:
Solid, crystalline powder, colourless, odourless
pH (50g/l) (25°C): approx. 2

Melting point: 135°C

logPow: -1.72

Specific gravity (20°C): 1.524 g/cm®
Purity: Conforming to BP98 specification
Assay (monohydrate): min. 99.5
Crystalline water: 7.5 -9.0

Sulfate ash: max. 0.05 %
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Sulphate (ppm): less than 150

Heavy metals (as Lead) (ppm): max. 5/ Lead (ppm): max. 0,5 / Mercury (ppm): max. 1 /
Oxalates (ppm): max. 100 / Chloride (ppm): max. 50

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:

MSDS Data

Approved food additive (antioxidant), Skin/eye irritant, irritant for inhalation, not classified as
hazardeous according to the CLP Regulation (MSDS).

Skin penetration :

Rat oral LDs; > 3000mg/kg (MSDS), non CMR.

NOAELrc.gerives: 500ma/kg (K.Blackburn et al., Regulatory Toxicology and Pharmacology
43(2005),249-259).

Acute toxicity (IUCLID):

LD50 (oral, rat): ca. 11700 mg/kg bw

Skin irritation (rabbit): not irritating (OECD 404)

Eye irritation (rabbit): irritating (OECD 405)

NOAEL Maternalt.: <241 mg/kg bw

NOAEL Teratogen.: <241 mg/kg bw

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:
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NOAEL (inhalation): 0.5 mg/I (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 viastnosti vyrobku

a)

Fyzikalni a chemické vlastnosti kosmetického pripravku:
Obsah netékavych latek pfi 105°C: min. 20 %

pH rozmezi: 5,0-7,0

Hustota pfi 20°C: 850 — 950 kg/m?

Pozadavky na organoleptické vlastnosti:
Vzhled: krémovity

Barva: nazelenala

Viuné: po prislusném parfemu

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

az + 25° C a mimo dosah slunecniho zareni.

Mikrobiologické kvalita, vysledky zatéZového testu

Mikrobilogicka kvalita:
Celkovy poget 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 nezjisteny v 0,1 ml

Mikrobiologické vysetreni bylo provedeno ve Statnim zdravotnim ustavu, Srobarova 48,
100 42 Praha 10, NRL pro mikrobiologii potravin, PBU a prostredi, protokol ¢.2.2/13/391
ze dne 25.11.2013. Testovany vyrobek je na zakladé dosazenych vysledku hodnoceny
jako mikrobiologicky nezavadny.

Vysledky zatézového testu:

Zatézovy test byl proveden ve Statnim zdravotnim ustavu, Srobarova 48, 100 42 Praha
10, Laboratof pro mikrobiologii potravin, PBU a prostfedi, zkusebni laboratof
akreditovana CIA, protokol ¢.183/14/3990/263-265 ze dne 7.1.2014 Testovany vyrobek
je na zakladé dosaZzenych vysledku hodnoceny jako vyhovuum kriteriu A pouzivaném
pro kosmetické pfipravky podle CL 209 v platném znéni i kriteriu A podle CSN EN ISO
11930. Zkouska byla provedena u vyrobk Medilona aloe vera-ginkgo biloba a Medilona
marigold-irris  yellow. Vzhledem ke stejné ramcové recepture a shodnému
konzervaénimu systéme Ize vysledky zkousky uplatnit i u vyrobku Medilona cannabis-
evening primrose.

Protokoly jsou ulozeny v sidle vyrobce.
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4. Nedistoty, stopova mnozZstvi zakazanych latek, informace o obalovém materialu

Cistota latek a smési je uvedena v sekci 2.

Specifikace obalového materialu

LT - PE, matny lak — prumér 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., Priemyselna 12, 965 63 Ziar nad Hronom, Slovenska republika

Dokumentace je uloZena v sidle vyrobce.

5. BéZné a rozumné predvidatelné pouziti vyrobku

Viz text na obalu.
Ochranny krém na ruce senzitivni a zvlacnujici s obsahem oleje z konopi a pupalky.

Nazev a text na obalu:

MEDILONA CANNABIS — EVENING PRIMROSE

Ochranny krém na ruce senzitivni a zvlaénujici s obsahem konopného oleje a pupalky.
Bohata krémova konzistence pro suchou citlivou pokozku. Konopny olej se vyuziva k péci o
ekzematickou a svédivou plet. Konopny olej pokozku zvlaénuje a zklidriuje. Active 2 in 1 -
dvouslozkova aktivni péce o pokozku.

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

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

Vseobecna upozornéni: Nepouzivejte pfi znamé precitlivélosti na nékterou slozku pfipravku.
Dermatologicky testované.

Ingredients:

Cislo sarze:

Spotfebujte nejlépe do:

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

g meésic/rok pfipadné den/mésic/rok

Obsah:
Vyrabi: Lifragin s.r.o., Hrubcice 283, 798 21 HrubCice. www.lifragin.cz

Znaky : panaéek s ko§em, eko-kom, znak materialu, znak made in czech republic
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6. Expozice kosmetickému pripravku

6.1. Mista aplikace: ruce

6.2. Plocha povrchu v oblasti aplikace: 860cm?

6.3. Mnozstvi aplikovaného pfipravku za den : 2,16g

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

6.5. Bézna a rozumné piedvidatelna cesta expozice: dermalni na pokozku rukou
Nezamérné pouziti pfipravku : na rty a kUzi o¢nich vicek

6.6. Cilové skupiny osob: dospélé Zzeny nebo muzi

6.7. Vypocet expozice :

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

Systemova expozi¢ni davka (SED) je predpokladana jako vypoctena z relativni denni expozice
podle SCCS Notes of Guidance, 7th revision(SCCS/1416/11), Tab.3.

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

Pro ingredience, které jsou toxikologicky relevantni, se spocita systémova expoziCni davka
(Systemic Exposure Dose, SED). SED urcité ingredience je mnozstvi, které muze vniknout do
krevniho obéhu (a muze mit systémovy ucinek). Systémova dostupnost zavisi na dermalni
absorpci. Nejsou-li dostupné Zzadné (daje o absorpci uréité ingredience, prfedpoklada se, Ze je
absorbovana uplné (100%).

SEDingr derm =SEDyyrobek (A) (Mmg/kg/d) x Koncentraceng (C)(%) x KoZni absorpce(P)(%)

Pro toxikologicky relevantni ingredience je vyzadovana dostateéna hranice bezpecnosti (margin
of safety, MOS). Obecné plati, Ze hodnota MOS by méla byt = 100, aby se mohlo pfedpokladat
bezpeéné pouziti. Pro vypocet bezpeéného odstupu MOS musi byt pouzity relevantni udaje,
proto pro vypocet musi byt pouzity hodnoty davky bez pozorovatelného nepfiznivého ucinku
(lowest no observed adverse effect level, NOAEL). Pokud nejsou zadné dostupné udaje o
subakutni nebo subchronické toxicité predpoklada se, Zze hodnota NOAEL je 1% hodnoty oralni
LDso. Neni-li latka klasifikovana jako akutné toxicka nebo zdravi $kodliva (napf. u rostlinnych
extraktl), pak podle kritérii pro klasifikaci nebezpecnych chemickych latek je uvazovana
hodnota LDs; >2000 mg/kg a NOAEL je prfedpokladana 20 mg/kg/d.

Moslngredience - NOAELIngredience / SEDIngredienca

AQUA : Neni nebezpeénou latkou bez ohledu na koncentraci.Vypocet SED a MoS neni
relevantni.

CETEARYL ALCOHOL

Latka neni klasifikovana jako nebezpe¢na dle CLP, neni kozni ani oéni iritant, neni
sensibilizujici, neni toxicka, neni CMR.

SED jngr derm = SEDyyronex (A )(mg/kg/d)x Koncentrace,y (C) (%) x Kozni absorpce (P) (%)
SED)ngredience = 32,7 x 0,08 x 1 = 2,6 mg/kg

MOS jngregience = NOAEL / SED = 1000/2,6 =3 84 > 100

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

PARAFFINUM LIQUIDUM
Latka neni koZni/o¢ni iritant, neni sensibilizujici, neni CMR.
SED ingr derm = SEDyyronex (A )(mg/kg/d) x Koncentrace,g (C) (%) x Kozni absorpce (P) (%)
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SED)ngr = 32,7 x 0,07 x 0,1 = 0,23 mg/kg

MOS,q- = NOAEL / SED = 1800/0,23 = 7 826 > 100

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

GLYCERIN

Latka neni klasifikovana jako nebezpeéna dle CLP, neni kozni ani oéni iritant, neni
sensibilizujici, neni toxicka, neni CMR.

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

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

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

CETEARETH-20

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

SED ingr derm = SEDyyrobex (A )(mg/kg/d)x Koncentraceyng: (C) (%) x Kozni absorpce (P) (%)
SEDingredience = 32,7 X 0,02 x 1 = 0,65 mg/kg

MOS jngredience = NOAEL / SED = 1000/ 0,65 = 1538 > 100

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

PETROLATUM

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

SED ingr derm = SEDyyronek (A )(mg/kg/d)x Koncentraceiny (C) (%) x Kozni absorpce (P) (%)
SED)ngredience = 32,7 X 0,015 x 1 = 0,49 mg/kg

MOS jngredience = NOAEL / SED = 2000/ 0,49 =4 081 > 100

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

DIMETHICON

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

SED ingr derm = SEDyyjrobex (A )(mg/kg/d)x Koncentraceng: (C) (%) x Kozni absorpce (P) (%)
SED)ngredience = 32,7 x 0,01 x 0,1 = 0,033 mg/kg

MOS ingredgience = NOAEL / SED = 160/ 0,033 =4 848 > 100

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

POTASSIUM SORBATE, SODIUM BENZOATE, DIAZOLIDINYL UREA smés

Jde o smés konzervacnich latek, které jsou vyhradné povoleny dle pfilohy &.V k Nafizeni
&.1223/2009. Potassium sorbate az do konc.0,6% (vyrobek obsahuje 0,11%), Sodium benzoate
az do konc. 0,5% (vyrobek obsahuje 0,22%) a Diazolidinyl urea az do konc. 0,5% (vyrobek
obsahuje 0,22%). Koncentrace smési v pfipravku miZe byt povazovana jako bezpecna za
normalnich a rozumné predvidatelnych podminek pouziti.

PARFUM

Parfémova kompozice neni klasifikovana jako nebezpeéna dle CLP, jako koncentrat je kozni /
o&ni iritant, miZe sensibilizovat, neni CMR. V zapracované koncentraci pfitomnost parfému
nepredstavuje zdravotni riziko, jak dokumentuiji vysledky koZniho testu.

SED jngr derm = SEDyyrovex (A )(mg/kg/d) x Koncentraceing (C) (%) x Kozni absorpce (P) (%)
SED)ngredience = 32,7 X 0,003 x 1 = 0,098 mg/kg

MOS ngredience = NOAEL / SED = 50/0,098 =510 > 100

MOS je vétsi nez 100. Koncentrace latky v piipravku miZe byt povazovana jako bezpecna za
normalnich a rozumné predvidatelnych podminek pouziti.
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CANNABIS SATIVA SEED OIL

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

SED ingr derm = SEDyyrobex (A )(mg/kg/d)x Koncentraceig (C) (%) x Kozni absorpce (P) (%)
SEDjngredience = 32,7 x 0,001 x 0,1 = 0,0033 mg/kg

MOS jngredience = NOAEL / SED = 1000/ 0,0033 = 303 030 > 100

MOS je vétsi nez 100. Koncentrace latky v pfipravku mize byt povazovana jako bezpecna za
normalnich a rozumné predvidatelnych podminek pouZziti.

OENOTHERA BIENNIS OIL

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

SED ingr derm = SEDyyrobex (A )(mg/kg/d)x Koncentrace (C) (%) x Kozni absorpce (P) (%)
SED)ngredience = 32,7 x 0,001 x 0,1 = 0,0033 mg/kg

MOS jngredience = NOAEL / SED = 1000/ 0,0033 = 303 030 > 100

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

C1 19140, Ci 42051

Jde o vyhradné povolena barviva do véech kategorii kosmetickych pfipravku dle pfilohy €.IV
k nafizeni ¢.1223/2009 bez omezeni koncentrace.PouZivaji se rovnéz v potravinach.
Koncentrace latek v pfipravku muze byt povazovana jako bezpeéna za normalnich a rozumné
predvidatelnych podminek pouZziti.

CITRIC ACID
Latka neni klasifikovana jako nebezpeéna dle CLP, neni kozni / je ocni iritant, neni
sensibilizujici, neni toxicka, neni CMR. Ve vyrobku slouzi jako pufracni €inidlo, koncentrace je
zanedbatelna. Koncentrace latky v pfipravku muze byt povaZzovana jako bezpecna za
normalnich a rozumné predvidatelnych podminek pouziti.

TRIETHANOLAMINE
Latka neni klasifikovana jako nebezpec¢na dle CLP, neni kozni / je oéni iritant, neni
sensibilizujici, neni toxicka, neni CMR. Ve vyrobku slouzi jako pufra¢ni €inidlo, koncentrace je
zanedbatelna. Koncentrace latky v pfipravku muze byt povaZovana jako bezpecna za
normalnich a rozumné predvidatelnych podminek pouziti.

8. Toxikologicky profil latek.

Je uveden v sekci 2.

9. Nezadouci uéinky a zavazné nezadouci u€inky

Spole¢nost ma zavedeny systém pro evidenci a fizeni nezadoucich G€inki u kosmetickych
pripravku.
NeZadouci uginky u daného kosmetického pfipravku nejsou ocekavany, nebot vyrobky s
obdobnym sloZenim jsou na trhu jiz nékolik let bez ohlaseni jakychkoliv nezadoucich ucinku.
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10. Dal$i informace o kosmetickém pripravku

U vyrobku byla provedena zkouska stanoveni kozni snasenlivosti kosmetického prostredku ve
dnech 13.11. - 15.11.2013, &islo protokolu 0711133. Zkousku provedla MUDr. Petra Petrovska,
Koretivni dermatologie a lékaiska kosmetologie, Spalena 12,100 00 Praha 1. ZkousSka 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 zaznamenany Zadné nezadouci kozZni reakce ve
smyslu drazdéni kize.

Zkouska byla provedena u vyrobki Medilona black olive-wheat protein, Medilona chamomille-
sea buckthorn. Vzhledem ke stejnému ramcovému slozeni Ize vysledky testu vztahnout i na
vyrobek Medilona cannabis-evening primerose.

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

1. Zavéry posouzeni.

Na zakladé v8ech dostupnych informaci a s vyuzitim obecné uznavanych toxikologickych
kritérii je moZno oznadit kosmeticky pfipravek jako bezpeény pro zdravi osob pfi pouZiti
deklarovanym zpusobem a pfi dodrzeni povinného znaceni na obalu vyrobku v souladu s
pozadavky aktualnich pfedpisu platnych pro kosmetické pfipravky. Vyrobek splfiuje poZzadavky
na bezpeénost specifikované v Nafizeni Evropského Parlamentu a Rady (ES) €.1223/2009, o
kosmetickych pfipravcich.

Tento zavér je mozno uplatnit jen u téch vyrobku, jejichz sloZeni a vlastnosti odpovidaji
predloZené dokumentaci a vysledkim laboratornich nebo klinickych zkousek.

2. Upozornéni a navod k pouziti uvedené na etiketé.

Pro znaceni vyrobku na etiketé nejsou povmné zadna specifika upozornéni poZadovana dle
Nafizeni Evropskeho Parlamentu a Rady (ES) ¢.1223/2009, o kosmetickych pfipravcich. Ugel
pouziti vyplyva z nazvu vyrobku "MEDILONA CANNABIS — EVENING PRIMROSE" krém na
ruce. Instrukce pro spravnou aplikaci vyrobku jsou zahrnuty v textu potisku spotrebitelského
obalu, ktery je soucasti této zpravy.

Koncentrace uréitych alergennich slozek parfému ve vyrobku presahuje 0,001%, a proto je
tfeba znacit je ve sloZzeni jako samostatné ingredience.

INCI Znaéeni ingredienci na obale vyrobku:

ingredients:

Aqua, Cetearyl Alcohol, Paraffinum Liquidum, Glycerin, Ceteareth-20, Petrolatum, Dimethicone,
Cannabis Sativa Seed Oil, Oenothera Biennis Oil, Diazolidinyl Urea, Potassium Sorbate,
Sodium Benzoate, Citric Acid, Triethanolamine, Cl 19140, Cl 42051, Parfum, Butylphenyl

Methylpropional, Cinnamyl Alcohol

3. Odavodnéni.

Na zakladé dokumentace poskytnuté vyrobnim zavodem k vyrobku a jeho surovinam,
protokoll laboratornich vy$etfeni a dal$ich dostupnych informaci bylo posouzeno chemicke
slozeni vyrobku, toxikologicky profil ingredienci a hladina expozice dle G¢elu a zpusobu aplikace
vyrobku. Slozeni kosmetického pfipravku zahrnuje ingredience, jejichz véeobecny toxikologicky
profil pfi pouZiti v dané koncentraci a k danému Ucelu nepfedstavuje pro uZivatele ohroZeni
zdravi. Pouziti vyrobku u zdravych osob za obvyklych nebo bézné predvidatelnych podminek a
v souladu s navodem pro pouziti nepfedstavuje riziko drazdéni, senzibilizace ani jinych
lokalnich nebo systémovych, toxikologicky nezadoucich Gcinkl. Slozeni vyrobku
odpovida poiadavkt‘]m aktualnich predpist, které jsou platné pro kosmetické pfipravky.
Ingredience, které jsou klasifikovany jako drazdivé pro kizi nebo oko, pfipadné sensibilizujici,
jsou zapracované do receptury v koncentraci, ktera nepfedstavuje zadne riziko pro zdravi osob.
Hranice bezpeénosti pro jednotlivé ingredience vysoce pfesahuiji hodnotu 100, viz. sekce 7 Casti

A této zpravy.

Material pouzitého obalu vyrobku je inertni, nedochazi k uvolfiovani latek ani interakci
materialu obalu s hmotou vyrobku.
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Dostupné protokoly zkou$ek zahrnuji zkousku mikrobiologické kvality, zatézovy
mikrobiologicky test a zkousku kozni snasenlivosti (viz.sekce ¢.3 a sekce ¢€.10 této zpravy).

Vysledky laboratornich zkou$ek potvrzuji zdravotni nezavadnost a oCekavanou dobrou
lokalni toleranci u daného kosmetického pfipravku.

Zakladni funkce vyrobku deklarovana v textu pro spotrebitele vyplyva ze sloZeni vyrobku a
viastnosti pouzitych ingredienci. Text etikety vyhovuje poZadavkum obecné zavaznych,
platnych predpist pro kosmetické pfipravky. Znéni etikety je soucasti této zpravy.

Tento posudek je vydavan dle pozadavku aktudlnich, obecné zavaznych platnych predpisu
pro kosmetické pfipravky a slouzi vyhradné jako zhodnoceni jejich bezpe€nosti pro zdravi
glovéka. Je vypracovan dle souéasného stavu legislativnich, védeckych a technickych
poznatku. Pfipadné zmény v receptufe vyrobku nebo v poZadavcich zavaznych pfedpisu
vyzaduji pfehodnoceni bezpeénosti vyrobku a zpracovani nové zpravy o bezpecnosti. Bez
pisemného souhlasu osoby odpovédné za zhodnoceni bezpecnosti se nesmi posudek

reprodukovat jinak nez cely.

Datum: 10.2.2014

Ref. €: 0711133

4. Udaje o posuzovateli a schvaleni &asti B:

!

/ W

Dagmar Jirova, MUDr., CSc.
Na uhoru 657/5, 141 00 Praha 4, Ceska republika

Zameéstnana :
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: djirova@iol.cz

CV a kopie diplomu je pfilozena.
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MUDr. Dagmar Jirova, CSec.
CV a kvalifikace

Bydlisté : Na thoru 657/5, 14100 Praha 4
Zaméstnana : Statni zdravotni tGstav, Srobdrova 48, 10042 Praha 10
Iekar-toxikolog, vedouci : Centrum toxikologie a zdravotni bezpe&nosti, Narodnf referenéni
centrum pro kosmetiku, Narodni referen¢ni laboratof pro experimentalni imunotoxikologii
Tel.: 267082439(2522) Fax.: 267082386 e-mail : jiroval@szu.cz. djirova@iol.cz
Curriculum Vitae
Narozena 18.prosince 1952 v Praze
1971 - 1977 Studium na Lékaiské fakulté Hygienické, Universita Karlova
1977 — 1980 Postgradualni studium, kandidat Iékafskych véd, obor hygiena
od roku 1980 védecky pracovnik Institutu hygieny a epidemiologie
od roku 1988  Vedouci védecky pracovnik, Iékaf — toxikolog, Statni zdravotni ustav
dosud vedouci odborné skupiny dermatotoxikologie a imunotoxikologie,
vedouci Narodniho referen¢niho centra pro kosmetiku a
Narodni referen¢ni laboratofe pro experimentalni imunotoxikologii

1994 Risk Assessment, Kurs U.S.EPA

1992-1996 Externi ucitel na 3.1ékafské fakulté v Praze a Farmaceutické fakulte UK
v Hradei Kralové

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

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

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

(Safety Assessment of Cosmetics in the EU)Vrije University,Brusel, Belgie.
od 2001 dosud  Zakladatel a pfedseda CZECOPA (Platforma Ceské republiky pro
alternativy k pokusim na zviratech
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 experti pro kosmetiku Rady Evropy
Expert CEN a ISO pro metody zkou$eni kosmetiky
od 2008 dosud Vedouci Centra toxikologie a zdravotni bezpetnosti SZU

Odborné zaméreni : Dermatotoxikologie a imunotoxikologie se zaméfenim na pifedméty

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

I. Identifikace dermatotoxickych, imunotoxickych a fototoxickych u¢inki u xenobiotik.
Zavadéni a vyuzivani alternativnich toxikologickych metod in vitro ke konvenénim
pokusiim na zvifatech pro hodnoceni lokélni tolerance u chemickych latek, surovin pro
kosmetické tcely a finalnich vyrobku.

2. Stanoveni bezpecnosti a prikaz specifické funkce u aktivnich latek a findlnich vyrobki
s vyuzitim metodik instrumentalnich a klinickych.

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

sjezdu a konferenci, sdéleni formou posterti nebo i popularnich ¢lankt a publikaci pro Sirokou

vefejnost. Clen European Society of Contact Dermatitis, ¢len European Society of Toxicology
in Vitro, ¢len Kosmetologické spoleénosti CR, ¢len Ceské spolecnosti 1ékart JEP (len
fotobiologické komise a ¢len spolecnosti Korektivni dermatologie a kosmetologie).
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