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,DEDINSKE DIEVCENCE“ SOAP

PART A - Cosmetic product safety information

1. Quantitative and qualitative composition of the cosmetic product

This cosmetic product is producing from the following ingredients:

Table 1. Identification of ingredients

(IUPAC (113:;1: b o) INCI CAS EINECS Function Content
masking,
olive oil OLEA EURgfIf*EA FRUIT | 8001-25-0 | 232:277-0 | perfuming, skin | 70.26%
conditioning
'goat milk CAPRAE LAC - - skin conditioning 20.84%
%sodium hydroxide SODIUM HYDROXIDE 1310-73-2 215-185-5 processing aid 8.9%

! Substance is not classified as hazardous in terms of Regulation (EC) No 1272/2008.
% Substance has restrictions in terms of Regulation (EC) No 1223/2009.

Restrictions for substances:

SODIUM HYDROXIDE is allowed in cosmetic products under the following conditions set in Annex
III (15a) of Regulation (EC) No 1223/2009:

Annex III: List of substances which cosmetic products must not contain except subject to the
restrictions laid down

Chemical name/INN: Sodium hydroxide

Name of Common Ingredients Glossary: Sodium hydroxide

CAS number: 1310-73-2

EC number: 215-185-5

Restrictions

Product type, body parts: Other uses as pH adjuster

Maximum concentration in ready for use preparation: -

Other: pH < 11

The soap is made from olive oil which is reacted with alkali sodium hydroxide. This process is called
saponification. Goat milk is used instead of water and functions as a skin conditioning agent. The
cosmetic product does not contain any colorants or preservatives.

2. Physical /chemical characteristics and stability of the cosmetic product

2.1 The physical and chemical characteristics of the substances

Information provided are from publicly available sources: Coslng (European Commission database
with information on cosmetic substances and ingredients), SCCS (Scientific Committee on Consumer
Safety), OECD (Organisation for Economic Co-operation and Development), ESIS (European
chemical Substances Information System), CIR (Cosmetic Ingredient Review), US EPA (US
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,DEDINSKE DIEVCENCE“ SOAP

Environmental Protection Agency), HSDB (Hazardous Substances Data Bank), ECHA (European
Chemicals Agency) and other relevant scientific literature.

The cosmetic product ,,DEDINSKE DIEVCENCE* soap contains these ingredients with the following
identity and physical/ chemical characteristics:

Olive oil

INCI Name: OLEA EUROPAEA FRUIT OIL

Description: Olea Europaea Fruit Oil is the fixed oil obtained from the ripe fruit of the Olive, Olea
europaea L., Oleaceae. It consists primarily of the glycerides of the fatty acids linoleic, oleic and
palmitic

INN Name: -

Ph. Eur. Name: olivae oleum

CAS: 8001-25-0

EINECS/ELINCS: 232-277-0

Chemical/IUPAC Name: -

Cosmetic Restriction: -

Other Restriction(s): -

Functions: masking, perfuming, skin conditioning

SCCS opinions: -

Data from the supplier:

Name: Olive Pomace Oil

Composition: refined pomace olive oil and virgin olive oil
Alergens: not

GMO: not

Acidity: < 0.36%

Microbiological properties: comply with EC Regulation
Colour: yellow to dark yellow

The date of minimum durability: 2 years

Storage and transport conditions: Store in a dry place, protected from direct sunlight and frost.
Packaging: plastic bottle

Country of origin: Spain

Nutritional values per 100g:

Energy kJ / keal: 3700 kJ /900 kcal

Protein (g): -

Carbohydrate (g): -

Sugar (g): -

Fat (g): 100

Fiber (g): -

Sodium (mg): -

Other (g): -

The product is intended for food uses. The product specification from the supplier is accessible at
responsible person in his product information file.

Data taken from Cosmetic Ingredient Review, 2011: Plant-Derived Fatty Acid Oils as Used in
Cosmetics, Final Report:

Chemical properties

Appearance: almost colorless to yellow, greenish or brown in color
Specific gravity: 0.914 - 0.918

Refractive index: 1.469 — 1.484
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Iodine value: 64 — 88; refined: 75 — 94
Saponification value: 185 - 212; refined: 184 — 186
Peroxide value (meq/kg): 20 max (refined)
Unsaponifible matter (%): 0.6 — 1.2; 1.5 max refined
Free fatty acids (%): 0.6 — 1.4; 0.3 max refined

Chemistry

Impurities

Many edible fatty acid oils are derived from foods that are recognized as potent food allergens. It has
been shown that an individual that is allergic to a food will generally not react to the refined oil,
especially if the oil has been “hotpressed” or has undergone more processing.

Cosmetic use

Oils are used in a wide variety of cosmetic products for their skin conditioning, occlusive, emollient,
moisturizing and other properties. Olea Europaea (Olive) Fruit Oil is used at concentrations up to
100% in cosmetic products.

Total fatty acid composition of plant-derived fatty acid oils (%)
Olea Europea (Olive) Oil:

Mpyristic (C14) Trace
Palmitic (C16) 7.5-20
Palmitoleic (C16:1)  0.3-3.5
Stearic (C18) 0.5-3.5
Oleic (C18:1) 53-86
Linoleic (C18:2) 3.5-20
Linolenic (C18:3) 0-1.5
Arachidic (C20) Trace
Behenic (C22) Trace
Lignoceric (C24) Trace
Goat milk

INCI Name: CAPRAE LAC
Description: Naturally occurring substances, goat's milk
INN Name: -

Ph. Eur. Name: -

CAS: -

EINECS/ELINCS: -
Chemical/IUPAC Name: -
Cosmetic Restriction: -
Other Restriction(s): -
Functions: skin conditioning
SCCS opinions: -

Goat milk is gained from a local goat farm. No other information available.

Sodium hvdroxide

INCI Name: SODIUM HYDROXIDE
Description: -

INN Name: sodium hydroxide

Ph. Eur. Name: natrii hydroxidum
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CAS: 1310-73-2

EINECS/ELINCS: 215-185-5
Chemical/I[UPAC Name: Sodium hydroxide
Cosmetic Restriction: I1I/15a

Other Restriction(s): -

Functions: buffering agent

SCCS opinions: -

Substance is classified as hazardous in terms of Regulation (EC) No 1272/2008:
Skin Corr. 1A; H314 (Causes severe skin burns and eye damage)
Specific concentration limits:

Concentration Classification
C>5% Skin Corr. 1A; H314
2% <C<5% Skin Corr. 1B; H314

05%<C<2% Skin Irrit. 2; H315
05%<C<2% Eye Irrit. 2; H319

Sodium hydroxide is also self-classified as corrosive to metals Met. Corr. 1, H290 (May be
corrosive to metals) by the supplier. The SDS of sodium hydroxide is attached in Annex 4.

Data taken from UNEP Publications, 2002: OECD SIDS for Sodium hydroxide — CAS: 1310-
73-2:

Molecular Formula: NaOH
Structural Formula: NaOH
Molecular Weight: 40
Synonyms: Caustic soda, Lye

Sodium hydroxide is a white and deliquescent solid. Impurities are sodium chloride (<2 %) and
sodium carbonate (< 1.0 %), sulfate (< 0.2 %), while the concentration of other impurities is less than
0.1 %.

It has a melting point and boiling point of 318 and 1388 °C, respectively. NaOH solidifies at
20 °C if the concentration is higher than 52 % (by weight), which can be considered the
maximum water solubility at 20 °C. NaOH has a very low vapour pressure (< 10-5 hPa at 25
°C). The octanol water partition coefficient is not relevant for an inorganic substance such as
NaOH.

NaOH is a strong alkaline substance that dissociates completely in water to sodium and
hydroxyl ions. The dissolution/dissociation in water is strongly exothermic, so a vigorous
reaction occurs when NaOH is added to water.

Exposure
Estimated worldwide demand of sodium hydroxide was 44 million tonnes expressed as NaOH

100% in 1999. The global demand is expected to grow with 3.1% per year.

NaOH is commercialised as a solid or as solutions with varying concentrations. NaOH
solidifies at 20 °C if the concentration is higher than 52 % (by weight), which can be
considered the maximum water solubility at 20 °C. NaOH has many industrial uses but it has
also wide dispersive use. It is used for example for cleaning, disinfection, wood treatment and
to make soap at home, but many other uses could exist.
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2.2 The physical and chemical characteristics of the cosmetic product

The cosmetic product ,,DEDINSKE DIEVCENCE“ soap has the following physical/ chemical
characteristics:

Appearance: white solid
Odour: neutral
pH: 6-7

2.3 The stability of the cosmetics product under reasonably foreseeable storage
conditions

The product is stable for 12 months. Store at room temperature in a dry place. Keep out of direct
sunlight. After opening, the product is stable and safe for 3 months.

3. Microbiological quality

In order to ensure the quality of the product and the safety for the consumer, the microbiological
testing was performed.

As this product is also intended for children under 3 years, regarding the microbiological quality
control limits, the product belongs to Category 1: Products specifically intended for children under 3
years, to be used in the eye area and on mucous membranes.

For cosmetics classified as the Category I, the total viable count for aerobic mesophyllic
microorganisms should not exceed 10” cfu/g or 10* cfu/ml of the product. The specific potential
pathogens must not be detectable in 1 g or 1 ml of a cosmetic product of Category 1.

The microbial limits mentioned above must be obtained after complete processing of 1 g or 1 ml of the
product.

Table 2. Results of microbiological testing for the assessed product

Analyses Results Method

Aerobic mesophyllic microorganisms <10 cfu/g EN ISO 21149
Staphylococcus aureus negative/10g EN ISO 22718
Pseudomonas aeruginosa negative/10g EN ISO 22717
Candida albicans negative/10g ENISO 18416

The protocol with results of microbiological testing is attached in Annex 3. The statement that product
named ,,Prirodné¢ mydla Emilia“ and product ,,Dedinské dievCence™ is the same product (without any
change in composition or production) whose name was changed before placing it on the market, is
accessible at responsible person in its product information file.
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4. Impurities, traces, information about the packaging material

The composition of cosmetic product is stated in chapter 1.
Packaging material: The product is packaged in cellophane which is intended also for food packaging.
The packaging material ensures better hygiene, protects the product against the weather and maintains

its smell. The soap in cellophane is then packaged in gift baskets covered with decorative cellophane
and sealed with natural twine — raffia. The products are also packaged in cardboard gift boxes.

5. Normal and reasonably foreseeable use

The cosmetic product has the following uses as stated at labelling:

“Dedinské dievéence” soap

The soap is suitable for use on the whole body, except the eyes. It is suitable for dry and sensitive
skin, and for all skin types. Natural soap made of olive oil and goat milk. It moisturizes the skin and
therefore it helps to relieve the symptoms of acne, psoriasis and eczema. It is suitable also for baby
skin.

Our products contain no synthetic substances, no preservatives, colorants or perfumes.

Warnings:

For external use only. Avoid contact with eyes. Keep out of reach of children.

The product may be used also for children under 3 years of age.

Direction for use:
Apply soap to wet skin, gently massage and rinse.

Other information: Store product at room temperature in a dry place. Keep out of direct sunlight.

6. Exposure to the cosmetic product

Data on the exposure to cosmetic product is given in the table below.

Table 3. Exposure of ,,DEDINSKE DIEVCENCE* soap

,DEDINSKE DIEVCENCE¥ soap

Product category soap

Site(s) of application skin (hands, whole body)

'860 cm?®, 17500 cm? (adults)

Surf: f applicati
urface area(s) of application 160 cm®, 3100 cm? (3 months old children)

320.00 g/day, 18.67 g/day (adults)

A t of product applied
fOUNT O Product appie %3.72 g/day, 3.31 g/day (3 months old children)

Duration and frequency of use 10/day for hand wash soap, 1.43/day for shower gel

Normal and reasonably foreseeable

dermal
exposure route(s)
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Targeted (or exposed) population(s) adults, children

°3.33 mg/kg/bw/day, 2.79 mg/kg/bw/day (adults)

Estimated daily exposure %7.02 mg/kg bw/day, 6.25 mg/kg bw/day (3 months
old children)

' The skin surface area of application for adults is based on mean exposed skin surface area for hand wash soap
(area hands) and shower gel (total body area), respectively stated in the SCCS'S Notes of Guidance for the
Testing of Cosmetic Substances and their Safety Evaluation, 8™ Revision, 2012.

? The skin surface area of application for children is based on surface area for hands and body, respectively taken
from RIVM report 320005005/2007 — Non-food products: How to assess children’s exposure?

3 The amount of product applied for adults is based on estimated daily amount applied for hand wash soap and
shower gel, respectively stated in the SCCS'S Notes of Guidance for the Testing of Cosmetic Substances and
their Safety Evaluation, gt Revision, 2012.

* The amount of product applied for children is calculated from values for adults taking into account body
surface area and hands surface area of children.

> The estimated daily exposure for adults is based on calculated relative daily exposure for hand wash soap and
shower gel, respectively stated in the SCCS'S Notes of Guidance for the Testing of Cosmetic Substances and
their Safety Evaluation, 8" Revision, 2012.

% The estimated daily exposure for children for hand wash soap and shower gel, respectively is calculated per 5.3
kg person (child 3 months old based on RIVM report 320005005/2007 — Non-food products: How to assess
children’s exposure?) as the worst case scenario (retention factor of 0.01).

7. Exposure to the substances

In risk characterisation in the safety evaluation of a cosmetic ingredient, an uncertainty factor called
the MoS (Margin of Safety) is applied. It is calculated by dividing the lowest NO(A)EL value of the
cosmetic ingredient under study by its estimated SED:

NO(A)EL
SED

The NO(A)EL value - the No Observed (Adverse) Effect Level is defined as the highest dose or
exposure level where no (adverse) treatment-related findings are observed. It is mainly derived from
repeated dose animal studies (90 day, developmental toxicity studies, etc).

MoS =

The Systemic Exposure Dosage (SED)

Calculations of the SED should preferably be based on the absolute amount bioavailable (pug/cm?)
after a certain time period, based on the highest anticipated concentration. On the other hand the
calculations of the SED may also be based on the percentage dermally absorbed. The resulting
numbers will then depend on amount of finished product applied on the skin. In this case, the
concentrations tested should also include the lowest concentration anticipated.

For safety assessment we used dermal absorption reported as a percentage of the amount of substance
applied, so the calculation of the SED will be as follows:

SED = A (mg/kg bw/day) x € (%)/100 x DA, (%)/100
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SED (mg/kg bw/day) = Systemic Exposure Dosage

A (mg/kg bw/day) = Estimated daily exposure to a cosmetic product per kg body weight, based upon
the amount applied and the frequency of application

C (%)= Concentration of the substance under study in the finished cosmetic product on the
application site

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in
real-life conditions

In the case of no dermal absorption data available, 100% dermal absorption is used. However, in
special case (i.g. MW > 500 Da and log Pow is smaller than -1 or higher than 4 or expert judgement is
provided) the value of 10% dermal absorption is considered.

There is no calculation for sodium hydroxide as this ingredient is not contained in the final product.

Table 4. Calculation of Systemic Exposure Dosage (adults)

,DEDINSKE DIEVCENCE¥ soap
Ingredients
use as hand wash soap use as shower gel
INCI name/Name DAp C A SED C A SED
OLEA EUROPAEA FRUIT OIL 100% 70.26% 333 2.34 70.26% 2.79 1.96
CAPRAE LAC 100% 20.84% 3.33 0.69 20.84% 2.79 0.58
SODIUM HYDROXIDE notrelevant | 89% | MO | MOt [ ogge | mot o nof
relevant | relevant relevant | relevant

SED (mg/kg bw/day) = Systemic Exposure Dosage

A (mg/kg bw/day) = Estimated daily exposure to a cosmetic product per kg body weight, based upon the amount

applied and the frequency of application

C (%) = Concentration of the substance under study in the finished cosmetic product on the application site

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life

conditions

As this soap is intended also for use for children, exposure for children was estimated as follows. 3
months old children were determined as the worst case scenario. It

Table 5. Calculation of Systemic Exposure Dosage (children)

,DEDINSKE DIEVCENCE* soap

Ingredients
use as hand wash soap use as shower gel
INCI name/Name DAp C A SED C A SED
OLEA EUROPAEA FRUIT OIL 100% 70.26% 7.02 493 | 70.26% | 6.25 4.39
CAPRAE LAC 100% 20.84% 7.02 1.46 | 20.84% | 6.25 1.30
SODIUM HYDROXIDE notrelevant |  8.9% not not 1 ggo, | Mot not
relevant | relevant relevant | relevant
SED (mg/kg bw/day) = Systemic Exposure Dosage
21/05/2014 COSMETIC PRODUCT SAFETY REPORT 10
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A (mg/kg bw/day) = Estimated daily exposure to a cosmetic product per kg body weight, based upon the amount
applied and the frequency of application

C (%) = Concentration of the substance under study in the finished cosmetic product on the application site

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life

conditions

NOAELS for safety assessment are shown in the table below.

Table 6. NOAEL values used for safety assessment of ingredients

NOAEL used
for safety
INCI
assessment Remarks Source
name/Name
(mg/kg
bw/day)
Safe ingredient up to 100%
OLEA NOAEL not according to CIR Expert Panel Cosmetic Ingredient Review, 2011: Final
EUROPAEA availabl (2011), for more information see the | Report, Plant-Derived Fatty Acid Oils as
FRUIT OIL v © toxicological profile of OLEA Used in Cosmetics
EUROPAEA FRUIT OIL
substance considered as safe,
CAPRAE LAC NOA.E L not naturally occurring substance, goat -
available .
milk
HSDB — ToxNet
SODIUM 14 Derived from 1% of LDs, (http://toxnet.nlm.nih.gov/cgi-
HYDROXIDE ’ LD50 Rat oral 140-340 mg/kg bin/sis/search/r?dbs+hsdb:@term+@na+
SODIUM%20HYDROXIDE)

In the table below the MoS for ingredients of ,,DEDINSKE DIEVCENCE* soap are shown.

Table 7. Calculation of Margin of safety (MoS) (adults)

,,DEDINSKE ,,DEDINSKE
NO(A)EL (mg/kg DIEVCENCE®* soap | DIEVCENCE" soap
INCI name/Name bw/day) (use as hand wash soap) (use as shower gel)
SED MoS SED MoS
OLEA EURgfLAEA FRUIT | NOAEL not available | 2.34 - 1.96 -
CAPRAE LAC NOAEL not available 0.69 - 0.58 -
SODIUM HYDROXIDE 1.4 not relevant | not relevant | not relevant | not relevant

SED (mg/kg bw/day) = Systemic Exposure Dosage

MoS = Margin of Safety

21/05/2014
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Table 8. Calculation of Margin of safety (MoS) (children)

,,DEDINSKE ,,DEDINSKE
NO(A)EL (mg/kg DIEVCENCE®* soap | DIEVCENCE® soap
INCI name/Name bw/day) (use as hand wash soap) (use as shower gel)
SED MoS SED MoS
OLEAEUROPAEAFRUIT | NOAEL not available | 4.93 - 4.39 -
CAPRAE LAC NOAEL not available 1.46 == 1.30 =
SODIUM HYDROXIDE 1.4 not relevant | not relevant | not relevant | not relevant

SED (mg/kg bw/day) = Systemic Exposure Dosage
MoS = Margin of Safety

The WHO proposes a minimum value of 100 for MoS, and it is generally accepted that the MoS
should at least be 100 to conclude that a substance is safe for use. The margin of safety (MoS)
calculations based on NOAEL values gave acceptable values for the safe use of this product, MoS
>100.

MOS values were not calculated for OLEA EUROPAEA FRUIT OIL and CAPRAE LAC, since both
ingredients are safe ingredients, based on data from appropriate CIR Expert Panels or other sources
(Table 6). MOS value was not calculated for SODIUM HYDROXIDE, because this ingredient is
consumed during the soap-making process and it is not contained in the final product.

The assessment was used based on the information provided by the supplier at the time of this
assessment.

8. Toxicological profile of the substances

Information is provided by customer or from publicly available sources: Coslng (European
Commission database with information on cosmetic substances and ingredients), SCCS (Scientific
Committee on Consumer Safety), OECD (Organisation for Economic Co-operation and
Development), ESIS (European chemical Substances Information System), CIR (Cosmetic Ingredient
Review), US EPA (US Environmental Protection Agency), HSDB (Hazardous Substances Data Bank),
ECHA (European Chemicals Agency) and other relevant scientific literature. Specific sources are
listed directly in specific ingredient section.

8.1 Olive oil

INCI Name: OLEA EUROPAEA FRUIT OIL

Data taken from Burnett, C. and Fiume, M., CIR, 2010: Plant-Derived Edible Oils, and Other
Derivatives as Used in Cosmetics, Draft Tentative Report:

Animal toxicology
Dermal irritation/Sensitization/Phototoxicity
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Hartley and/or Himalayan guinea pigs were used to determine the sensitization potential of olive oil.
Single drops of a USP-grade olive oil that had been stored in its original metal container for 10 yrs
were applied to an area clipped free of hair on the backs of 12 guinea pigs. (The composition of the oil
was not determined.) Applications were made at 2-6 wk intervals over a period of 5 mos. Four guinea
pigs were treated similarly using store-bought virgin olive oil. None of the animals had a positive
reaction following the initial application of either oil. Using the 10-yr-old olive oil, 11 of 12 of the
animals had a positive reaction at some point during the study. Some, but not all, of these guinea pigs
reacted consistently following the first positive reaction; 2 animals had only one positive reaction.
Two guinea pigs in this group died by wk 16. In the group dosed with virgin olive oil, one animal had
a positive reaction at wk 2 and one animal had a positive reaction at wks 4 and 6.

The researchers then applied single drops of the unsaponifiable fraction of the 10-yr-old oil to 8
sensitized and 4 nonsensitized guinea pigs. All of the sensitized animals reacted to the unsaponifiable
fraction, while the non-sensitized animals did not react.

Olive oil is used as a vehicle in the murine local lymph node assay (LLNA), an in vitro assay
developed to assess a chemical’s potential to induce allergic contact dermatitis in humans. The LLNA
protocol states that the solvent/vehicle should be selected on the basis of maximizing the test
concentrations while producing a solution/suspension suitable for application of the test substance.
The recommended vehicle is acetone/olive oil (4:1 v/v).

Ocular irritation

The ocular irritation potential of high purity olive oil was evaluated using in vivo and in vitro testing.
In vivo, a Draize test was conducted using New Zealand rabbits. (The number of animals used was not
specified.) Undiluted olive oil was not an ocular irritant in this test. Using human conjunctival
epithelial cells in an in vitro study, olive oil did not induce cellular necrosis or apoptosis.

Data taken from Burnett, C. and Fiume, M., CIR, 2011: Plant-Derived Fatty Acid Oils as Used in
Cosmetics, Final Report:

Clinical trials/ Case studies

Throughout the literature, it is stated that sensitization to Olea Europaea (Olive) Fruit Oil is considered
rare. Case reports have been described, however, and generally involved patients with venous eczema,
some type of dermatitis or lesion, or an occupational exposure. Patch testing with Olea Europaca
(Olive) Fruit Oil produced positive reactions in most of these cases, and these results were usually
regarded as allergenic. The concentrations of Olea Europaea (Olive) Fruit Oil tested were not always
given, but when stated, test concentrations giving positive results, ranged from 30-100%. When the
constituents of olive oil were tested as well, the results of that testing were negative.

Whether the reactions to olive oil were contact sensitization or irritation were investigated using open
and occlusive testing. It was concluded that olive oil presented as a weak irritant rather than a contact
sensitizer in the few case studies they observed.

The CIR Expert Panel concluded that the 244 plant-derived fatty acid oils included in the review
(Burnett, C. and Fiume, M., CIR, 2011: Plant-Derived Fatty Acid Oils as Used in Cosmetics, Final
Report) are safe in the present practices of use and concentration described in the safety assessment.
Olea Europaea (Olive) Fruit Oil was found to be safe as used when used in concentration of 0.0005 to
100% in cosmetic products.

8.2 Goat milk

INCI Name: CAPRAE LAC

Goat milk is naturally occurring substance and food and it is not considered as dangerous
substance.
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8.3 Sodium hydroxide

INCI Name: SODIUM HYDROXIDE

Data taken from UNEP Publications, 2002: OECD SIDS for Sodium hydroxide — CAS: 1310-
73-2:

Toxicokinetics, Metabolism and Distribution

Sodium is a normal constituent of the blood and an excess is excreted in the urine. A significant
amount of sodium is taken up via the food because the normal uptake of sodium via food is 3.1-6.0 g
per day according to Fodor et al. (1999). Exposure to NaOH could potentially increase the pH of the
blood. However, the pH of the blood is regulated between narrow ranges to maintain homeostasis. Via
urinary excretion of bicarbonate and via exhalation of carbon dioxide the pH is maintained at the
normal pH of 7.4-7.5.

When humans are dermally exposed to low (non-irritating) concentrations, the uptake of NaOH should
be relatively low due to the low absorption of ions. For this reason the uptake of NaOH is expected to
be limited under normal handling and use conditions. Under these conditions the uptake of OH-, via
exposure to NaOH, is not expected to change the pH in the blood. Furthermore the uptake of sodium,
via exposure to NaOH, is much less than the uptake of sodium via food under these conditions. For
this reason NaOH is not expected to be systemically available in the body under normal handling and
use conditions.

An example will be given for an inhalation exposure scenario. Assume an exposure to an NaOH
concentration of 2mg/m3, which is the TLV in the USA, and a respiratory volume of 10 m® per day. In
this case the daily exposure is 20 mg NaOH.

The amount of 20 mg NaOH is equivalent with 11.5 mg sodium which is a negligible amount
compared to the daily dietary exposure of 3.1-6.0 g (Fodor et al., 1999). The amount of 20 mg NaOH
is equivalent with 0.5 mmole and if this amount would be taken up in the blood stream it would result
in a concentration of 0.1 mM OH- (assuming 5 litre blood per human). This is a negligible amount
when it is compared with the bicarbonate concentration of 24 mM of blood. This example confirms
that NaOH is not expected to be systemically available in the body under normal handling and use
conditions.

Initial Assessment for Human Health
Human Health

Solid NaOH is corrosive. Depending on the concentration, solutions of NaOH are non-
irritating, irritating or corrosive and they cause direct local effects on the skin, eyes and
gastrointestinal tracts.

Based on human data concentrations of 0.5-4.0 % were irritating to the skin, while a
concentration of 8.0 % was corrosive for the skin of animals. Eye irritation data are available
for animals. The non-irritant level was 0.2-1.0 %, while the corrosive concentration was 1.2 %
or higher. A study with human volunteers did not indicate a skin sensitisation potential of
sodium hydroxide. This is supported by the extensive human experience.

The acute toxicity of sodium hydroxide depends on the physical form (solid or solution), the
concentration and dose. Lethality has been reported for animals at oral doses of 240 and 400
mg/kg bw. Fatal ingestion and fatal dermal exposure has been reported for humans.

No valid animal data are available on repeated dose toxicity studies by oral, dermal, inhalation
or by other routes for NaOH. However, under normal handling and use conditions (non-
irritating) neither the concentration of sodium in the blood nor the pH of the blood will be
increased and therefore NaOH is not expected to be systemically available in the body. It can
be stated that the substance will neither reach the foetus nor reach male and female
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reproductive organs, which shows that there is no risk for developmental toxicity and no risk
for toxicity to reproduction. Both in vitro and in vivo genetic toxicity tests indicated no
evidence for a mutagenic activity.

Based on the available literature, there is a risk for accidental and intentional exposure to solid
NaOH or to irritating or corrosive solutions of NaOH. Most of the ingestion accidents seem to
be related with children and seem to occur at home. Accidental skin and eye exposure seem to
be less frequently reported than ingestion in the medical literature. Dust formation is unlikely
because of hygroscopic properties. Furthermore NaOH has a negligible vapour pressure and is
rapidly neutralized in air by carbon dioxide and therefore dust and vapour exposure are not
expected.

More information is available from HSDB — ToxNet (http://toxnet.nlm.nih.gov/cgi-
bin/sis/search/r?dbs+hsdb:@term+@na+SODIUM%20HYDROXIDE).

9. Undesirable effects and serious undesirable effects

No undesirable effects on the cosmetic product are known.

10. Information on the cosmetic product

No additional information is provided.
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PART B - Cosmetic product safety assessment

1. Assessment conclusion

Based on all data available it can be assumed that the cosmetic product ,,DEDINSKE DIEVCENCE*
soap is safe for human health when used under normal or reasonably foreseeable conditions of use in
accordance with Regulation (EC) No 1223/2009.

The cosmetic product does not contain any substance classified as CMR under Part 3 of Annex VI to
Regulation (EC) No 1272/2008.

There are restrictions for SODIUM HYDROXIDE which is allowed in cosmetic products as pH

adjuster when pH < 11. Based on the fact, that Sodium hydroxide is consumed during the soap-making
process and it is not contained in the final product, the restriction does not apply.

The margins of safety (MoS) were not calculated for the ingredients, since OLEA EUROPAEA
FRUIT OIL and CAPRAE LAC are considered as safe ingredients and SODIUM HYDROXIDE is
consumed during the soap-making process and it is not contained in the final product.

The list of ingredients is based on the ingredients that are used to make the soap. The exact
composition of the final product was not determined; analytical protocol was not available.

The assessment was based on the information provided by the supplier at the time of this assessment.

2. Labelled warnings and instructions of use

There is no need to label any particular warning and instruction of use in accordance with Article
19(1)(d) listed in Annexes III to VI of Regulation (EC) No 1223/2009.

The product is labelled with these warnings to ensure safe use of the product:
Warnings:

For external use only. Avoid contact with eyes. Keep out of reach of children.
The product may be used also for children under 3 years of age.

Other information:
Store product at room temperature in a dry place. Keep out of direct sunlight.
Instructions of use are stated on the label as follows:

Direction for use:
Apply soap to wet skin, gently massage and rinse.

Ingredients: OLEA EUROPAEA FRUIT OIL, CAPRAE LAC, SODIUM HYDROXIDE.
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3. Reasoning

The safety assessment for the product ,DEDINSKE DIEVCENCE* soap was done based on
information from the supplier and other information publicly available.

The product contains ingredients whose toxicological profile and concentration in product does not
present risk for human health from these substances when product is used under normal or reasonably
foreseeable conditions of use.

Margins of safety were not calculated; the ingredients are considered as safe, so it can be concluded
that the use of ,,DEDINSKE DIEVCENCE* soap according to instructions of use is safe for human
health.

4. Assessor’s credentials and approval of part B

Name and address of the safety assessor:
Lubica Palkovi¢ova, MD, PhD.,
Ekotoxikologické centrum Bratislava s.r.o0., Tomasikova 10/F, 821 03 Bratislava, Slovak Republic

Proof of qualification of safety assessor:

Medical doctor, PhD in Hygiene and Environmental Medicine
Years of practice: 18 years

Diploma attached.

Date and signature of safety assessor:
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Annex 1 - Labelling of ,, DEDINSKE DIEVCENCE¢ soap

Textova Cast’ etikety v slovenskom jazyku:
Mydlo ,,DEDINSKE DIEVCENCE*

Mydlo je vhodné pouzit’ na celé telo, okrem o¢i. Je vhodné pre suchu a citlivii pokozku a pre vsetky
typy pleti. Prirodné mydlo je vyrobené z olivového oleja a kozieho mlieka. Zvlh¢uje pokozku a tym
poméaha zmieriiovat’ priznaky napr. akné, psoriazy a ekzému. Je vhodné aj pre detski pokozku.

Nase vyrobky neobsahuju syntetické latky, konzervanty, farbiva alebo parfumy.

Upozornenie:
Len na vonkajsie pouzitie. Vyhnite sa kontaktu s o¢ami. Uchovavajte mimo dosahu deti.
Produkt je vhodny aj pre deti mladsie ako 3 roky.

Navod na pouzitie:
Mydlo naneste na navlh¢enu pokozku, jemne vmasirujte a oplachnite.

Dalsie informacie: Produkt skladujte pri izbovej teplote na suchom mieste. Uchovavajte mimo dosahu
priameho slne¢ného Ziarenia.

Ingredients: OLEA EUROPAEA FRUIT OIL, CAPRAE LAC, SODIUM HYDROXIDE.

Obsah: 100 g
Cislo Sarze:

g mesiac/rok alebo deri/mesiac/rok

=0

—J3m

Vyrobca:

Emilia Mészarosova
Ul 1. m4ja 43

986 01 Fil'akovo
Slovenska republika
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Annex 2 - Assessor diploma

Q.B.F.E.S.

SUMMIS AUSPICIIS
REI PUBLICAE SLOVACAE

UNIVERSITATIS COMENIANAE BRATISLAVENSIS

FACULTAS MEDICA

F 00L46D DIPLOMA

STUDIES NOSTRA TN FACULTATE EITE ABSOLUTIS OMMNIELS EXAMIMIBUS LEGITIME LAUDABILITERGUE
PERACTIS, DOMINUM ( DOMINAM)

LUBICA  BANDOVA
NATUM (NATAM) DIE Xl FESRUARIL MCMLXX IN _ 3RATISLAVA :
MEDICINAE UNIVERSAE DOCTOREM

CONSTITUIMUS AC DECLARAMUS,
EIQUE 'ITTULUM MUDR. AD NORMAM LEGIS 1721950 § 21, 2/c CORP. TRIBUIMLUS.

IN HLIUS REI FIDEM HOC DIPLOMA SIGTLLO UNIVERSITATIS MUMIVIMUS ET NOMINA NOSTRA SUBSCEIPSIMUS.

P {-::."-\
DATUM BRATTSEAVAE, DI Il [UNIL MCMXCV = 5] % M/ 1995
i | T 3
AL .'Ea'l\j.-"-/':_).' [« i 4 E,\..I' ’d ¢
DECANLS L 8 RECTOR,
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Annex 3 - Results of microbiological testing

SaxL

ANALPO, s.r.0. Borovianska 43, 960 01 Zvolen N
« telffax: 045/5321950 i‘aﬁm& :

e-mail: analpo@analpo.sk R T Reg. No. 007/5-021

PROTOKOL O SKUSKACH ¢: 329/14

Padet strén: 1
Pocef listov: 1
Zakaznik: Emilia Mészarosova Vaorka Gislo: 446/l
Ul.1.maja 43
986 01 Filakovo

Vyrobca: Emilia Mészarosova, Filakovo
Predmet skisky (vyrohok): Prirodné mydla Emilia ( nearomatizované - biela farba ]

Saria : 04.2014

Datum prevzatia skiusobnef vzorky do laboratéria: 15. 04. 2014

Spdsob odberu vzordy: zakaznikom

Vysledky skisok vykonanych v deri ukondenia spotreby - 15, 04. — 28. 04, 2014

meracia Typ namerana hodnota
ukazovatel jednotka | skugky u

b . |

Skupina znakov: mikrobiologické .

metody

— . — - _

Coinn ST | ke |swenisoziie | 4| .

oy At A RSsects SISUS | oy | STHEN 15022718 | :

S et sogiee |, smvenisoz | |

Eﬁ;}_ze rl:fﬁiﬂbécczng;d:w?;b;nca;ogc |KTJ11DQ STN EN ISO 18418 A negativne | |
| |

FPouzite metady - kultivacne, AN - skdska akredifovand / neakreditovena
Pouzité skrathy : KTJ - koldniv tvoriaca jednotia.  negat — nepritomnost bakténi, pozil. — pritommost baktdn,

Meradla & meracie zanadenia pouditd na skisky bolt kalibrované alebo overend v 2mypsie platnieh tmatrologickych predpisov.
U neistola merania fe vipadiend ako rejativna rozélrena neistols merania z vsledky, kosficlent rozdirenia k = 2
Frehlasujeme fe wistedhy skiSok sa tykajd iba predmetu shishy a nenafifédzajy rozhodnutia orgdnov §tatneho odbomého dozoru
Tento protokol mbde byt reprodukovany iba cely, jeho castl maZu byt reprodukovand iba s pisomnym sihlasom skifobného faboral
—~7.

Détum vystavenia profokoly: 28 04, 2014 o ﬁw/-;

Frofokal'o skiske schvaluje  Ing, Sa?;mé;_lgyé Helena, riaditel sktﬁéﬁﬁn

r

il i
£ \
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Annex 4 - MSDS for Sodium hydroxide

HYDROXID SODNY MIKROPERLE

Verzia 1.1 Datum tlace 19.10.2013
Datum revizie 14.12.2011

KARTA BEZPECNOSTNYCH UDAJOV podla nariadenia /ES/ & 1907/2006

SKLLO)CHEM

AGROEKOLAB

1.1. Identifikdtor produktu

Obchodny nazov :
Nazov latky :
Indexové ¢. :

€. CAS:

C.EK:

Registracné Cislo :

PouZitie latky/zmesi :

Nedoporucované pouZitia :

Spoloénost :

Telefén :

Fax :

E-mailova adresa :
Zodpovednda/vydavajuca
osoba:

1.4. Nudzové telefénne éislo
Nudzové telefénne Eislo :

1. Identifikdcia latky/ zmesi a spoloénosti/ podniku

HYDROXID SODNY MIKROPERLE
Hydroxid sodny

011-002-00-6

1310-73-2

215-185-5
01-2119457892-27-xxxX

1.2. Relevantné identifikované pouZitia latky alebo zmesi a pouZitia, ktoré sa neodporuéaju

V sti¢asnosti edte nemame informécie o identifikovanych
poutzitiach. Ked budu k dispozicii, budd zahrnuté do tejto
karty bezpeénostnych udajov.

\ sucasnosti sme neidentifikovali Ziadne pouZitia, ktoré
sa neodporadaju.

1.3. Podrobnosti o dodavatelovi karty bezpeénostnych tdajov

Ing. Branislav Settey - Sklochem — Agroekolab.
Ferienikova 32

SK 960 01 Zvolen

00421-45-532 50 25

00421-45-532 69 58

sklochem @nextra.sk

Ing. Branislav Settey

Nadzové telefénne gislo

Narodné toxikologické informacné centrum
00421-(0)2-54774166

24-hod. konzultacna sluzba pri akttnych intoxikaciach

2. Identifikdcia nebezpeénosti

2.1. Klasifikacia latky alebo zmesi

R49592
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SKLLO)CHEM

AGROEKOLAB

KARTA BEZPECNOSTNYCH UDAJOV podla nariadenia /ES/ ¢. 1907/2006

HYDROXID SODNY MIKROPERLE

Verzia 1.1 Datum tlace 19.10.2013
Datum revizie 14.12.2011

Klasifikdcia podla nariadenia (ES) €. 1272/2008

NARIADENIE (ES) €. 1272/2008

Trieda nebezpednosti Kategdria nebezpednosti Cielové organy \lystraZné upozornenia
Korozivnost pre kovy Kategdria 1 - H290

Poleptanie koZe/
podrazdenie koie Kategoria 1A - H314

Plny text H - Gidajov uvedenych v tomto oddieli vid oddiel 16.

Klasifikdcia podl'a smernic EU 67/548/EHS alebo 1999/45/ES

Smernica 67/548/EHS alebo 1999/45/ES

Symboly nebezpeénosti / Kategdrie nebezpeénosti R-vety

Zieravy (C) R35

PIné znenie R viet uvedenych v tomto oddieli vid oddiel 16.
NajddleZitejsie nepriaznivé Gfinky
Ludské zdravie : Vid oddiel 11. Toxikologické informacie.

Fyzikalne a chemické
nebezpeéenstvo : Vid oddiel 9 Fyzikdlne a chemické vlastnosti

Mozné vplyvy na Zivotné
prostredie : Vid oddiel 12 Ekologické informacie.

2.2. Prvky oznadovania

Oznadovanie podla nariadenia (ES) &. 2/2008

iy
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HYDROXID SODNY MIKROPERLE

Verzia 1.1 Datum tlade 19.10.2013
Datum revizie 14.12.2011

KARTA BEZPECNOSTNYCH UDAJOV podla nariadenia /ES/ & 1907/2006

SKLLO)CHEM

AGROEKOLAB

Symboly nebezpedenstva :

Upozornenia

Opatrenia : P301 + P330+P331
MNevyvolavajte zvracanie.
P303 + P361 + P353

P305 + P351 + P338

Nebezpeéné zloiky, ktoré sa musia uvddzat na Stitku:
* Hydroxid sodny
2.3. Ind nebezpeénost

Vysledky posudenia PBT a vPvB vid v oddieli 12.5.

Vystrainé slovo : Nebezpeéenstvo
\lystrazné upozornenia : H290 MéZe byt korozivna pre kovy.

H314 Spbsobuje vaZne poleptanie koZe a poskodenie odi.
Bezpefnostné

Prevencia : p234 Uchovavajte iba v pévodnej nadobe.
P260 Nevdychujte prach.
pP280 Noste ochranné rukavice/ ochranné

okuliare/ ochranu tvéare.

PO POTITI: vyplachnite dsta.

PRI KONTAKTE S POKOTKOU

(alebo vlasmi): Odstrante/ vyzlette vietky
kontaminované casti odevu. Pokozku ihned’
oplachnite vodou/ sprchou.

PO ZASIAHNUTI OCi: Niekolko

minut ich opatrne vyplachujte vodou. Ak
pouZivate kontaktné So%ovky a ak je to
mozing, odstrante ich. Pokradujte vo
vyplachovani.

R49592 Strana3 z 17 SK|
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HYDROXID SODNY MIKROPERLE

Verzia 1.1 Datum tlade 19.10.2013
Déatum revizie 14.12.2011

SKLLO)CHEM

AGROEKOLAB

KARTA BEZPECNOSTNYCH UDAJOV podla nariadenia /ES/ & 1907/2006

3. ZloZenie/ informacie o zloZkach

3.1. Latky
Nebezpeéné zlozky Obsah [%0] Klasifikacia
(NARIADENIE (ES) €. 1272/2008)
Klasifikacia
(67/548/EHS)
Trieda nebezpeénosti /
Kategoria nebezpeénosti Vystrainé
upozornenia
Hydroxid sodny
Indexové E. @ 011-002-00-6 Met. Corr.1 H290 C; R35
€. cas: 1310-73-2 skin Corr.1A H314
C.EK 215-185-5 <= 100
Registracia : 01-2119457892-27-xxxx
C. C&L: 02-2119752469-26-0000
PIné znenie R viet uvedenych v tomto oddieli vid oddiel 16.
Plny text H-ddajov uvedenych v tomto oddieli vid oddiel 16.
4. Opatrenia prvej pomoci
4.1. Opis opatreni prvej pomoci
Vseobecné odporicania : Okamzite si vyzlecte kontaminovany odev a obuv.
Pri vdychnuti : Pri traze spésobenom vdychnutim latky postihnutého vyvedte

na ¢erstvy vzduch a zabezpeéte mu klud. Ak je dychanie
nepravidelné alebo ak doslo k zastave dychu, urobte umelé
dychanie. OkamzZite vyhladajte lekdrsku pomoc.

Pri kontakte s pokozkou : Okamzité omyvajte velkym mnoZstvom vody po dobu najmenej
15 minudt. Okamziteé lekarske oSetrenie je nutné, pretoie
neosetrené poleptanie pokozky sa pomaly a zle hoji.

Pri kontakte s ocami : Okamzite vyplachujte velkym mnozstvom vody aj pod vieckami
po dobu najmenej 15 minut. Ihned vyhladat lekara. Ak je to
mozné, ¢o najskdr vyhladajte pomoc na ocnej klinike.

Pri poziti : Vyplachnite Usta vodou a potom vypite velké mnozstvo vody.
R49592 Strana 4z 17 SK]|
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SKLLO)CHEM

AGROEKOLAB

KARTA BEZPECNOSTNYCH UDAJOV podla nariadenia /ES/ ¢. 1907/2006

HYDROXID SODNY MIKROPERLE

Verzia 1.1 Datum tlace 19.10.2013
Datum revizie 14.12.2011

Nikdy nepodavajte ni¢ do Ust osobe v bezvedomi.
MEVYVOLAVAJTE zvracanie. OkamZite vyhladajte lekarsku
pomoc. Ak zvracia osoba lefiaca na chrbte, obratte ju do
zabezpedenej polohy.
4.2. Najdalezitejsie priznaky a uéinky, akltne aj oneskorené
Symptémy : Dalsie informacie o priznakoch a Géinkoch na zdravie vid v oddieli 11.
Uéinky : Dalsie informacie o priznakoch a Gé&inkoch na zdravie vid v oddieli 11.

4.3. Udaj o akejkol'vek potrebe okamiitej lekarskej starostlivosti a osobitného oSetrenia

Zaohchadzanie : Lie¢te symptomaticky.
Ziadne dalsie informécie nie s k dispozicii.

5. ProtipoZiarne opatrenia

5.1. Hasiace prostriedky

Vhodné hasiace prostriedky : Pouzite spdsob hasenia poZiaru odpovedajuici miestnej
situacii a okoliu. Produkt sam nehori.

Nevhodné hasiace prostriedky : Nie su dostupné Ziadne adaje.

5.2. Osobitné ohrozenia vyplyvajlce z latky alebo zo zmesi

Zvlastne nehezpelenstvo
pri haseni poZiaru: S vodou tvori klzke/mastné vrstvy.

5.3. Rady pre pozZiarnikov

Specialne ochranné

prostriedky pre poziarnikov : Pri poziari pouZite nezavisly dychaci pristroj. Pouzite vhodny
ochranny odev (kompletny ochranny odev)
Daliie informacie : Zherajte kontaminovanu vodu pouzitd na hasenie oddelene.

Tato sa nesmie vypustat do kanalizacie.

6. Opatrenia pri ndhodnom uvolneni

6.1. Osobné hezpeénostné opatrenia, ochranné prostriedky a nidzové postupy

R49592 Strana 5z 17 SK|
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SKLLO)CHEM

AGROEKOLAB

KARTA BEZPECNOSTNYCH UDAJOV podla nariadenia /ES/ ¢ 1907/2006

HYDROXID SODNY MIKROPERLE

Verzia 1.1 Datum tlace 19.10.2013
Déatum revizie 14.12.2011

Osobnych preventivnych

opatreniach : Pouzite prostriedky osobnej ochrany. Nechranené osohy
drzat v bezpecnej vzdialenosti. Zabrafite tvorbe prachu.
Zabrante kontaktu s pokozkou a oéami. Nevdychujte prach.
Ochrana osob je uvedena v oddieli 8.

6.2. Bezpeénostné opatrenia pre Zivotné prostredie

Bezpecnostné opatrenia

pre zivotné prostredie : Nesplachujte do povrchovych vod ani do systému sanitarnej
kanalizacie. Zabrante vniknutiu do pédneho podlozia. Pokial
vyrobok kontaminoval rieky a jazera alebo vnikol do
kanalizacie, upovedomte o tom prisluiné drady.

6.3. Metddy a materidl na zabranenie ireniu a distenie

Metédy a material na

zabranenie Sireniu a

Cistenie : Pouzite mechanické manipulaéné zariadenie. Uschovavajte
ve vhodnej a uzavretej nddobe na zneikodnenie.

Daléie informécie : Nehezpedenstvo podmyknutia na vysypanom naklade
Pozberany material spracujte spdsobom uvedenym v oddieli
"Znetkodnenie odpadov".

6.4, Odkaz na iné oddiely

Kontaktné informacie pre pripad nehody vid' v oddieli 1.
Informacie o osobnych ochrannych poméckach vid v oddieli 8.
Informacie o nakladani s odpadmi vid v oddieli 13.

7. Zaohchadzanie a skladovanie
7.1. Bezpeénostné opatrenia na bezpeéné zaobchiadzanie

Pokyny pre bezpecnu

manipulaciu : Uchovavajte nadobu tesne uzavretd. Pouzite prostriedky
osobnej ochrany. Zabrante tvorbe prachu. Zaistite dostatoénu
vymenu vzduchu a/alebo odsévanie v pracovnych priestoroch.
Zabrante kontaktu s pokozkou a oéami. Nevdychujte prach. V
blizkosti ma byt nidzové zariadenie na vyplach oéi a bezpeénostna
sprcha.
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Hygienické opatrenia : Uchovavajte mimo dosahu potravin, ndpojov a krmiv pre
zvieratd. V miestach pouZitia by malo byt zakazané fajéenie a
poZivanie potravin a napojov. Pred pracovnymi prestavkami a
po skonceni smeny si umyte ruky. OkamZite si vyzlecte
kontaminovany odev a obuv.

7.2. Podmienky na bezpeéné skladovanie vritane akejkolvek nekompatibility

Poziadavky na

skladovacie priestory a

nadoby : Uschovavajte v priestoroch s podlahou odolévajucou alkaliam.
Skladujte v pévodnej nadobe.

Pokyny na ochranu pred
poziarom a vybuchom : Produkt nie je horlavy. Beiné protipoZiarne opatrenia.

Iné informacie o
skladovacie podmienky: UdrZujte tesne uzatvorené na suchom a chladnom mieste.
Vyrobok je hygroskopicky.

Pokyny pre spolo¢né
skladovanie : Uchovavajte mimo dosahu potravin, ndpojov a krmiv pre
zvierata. Neskladujte spoloéne s kyselinami a amonnymi

sofami. Vyhnut sa latkami: Organické peroxidy

Trieda skladovania podla
nemeckych zakonov: 8B: Nehorlavé Zieravé latky

7.3. Specifické koneéné pouditie(-ia)

Osohitné poufzitia : Nie st dostupné Ziadne adaje.

8. Kontroly expozicie/osobnd ochrana
8.1. Kontrolné parametre

Odvodenej Grovne bez udinku (DNEL)
Pracovnici, Vdychovanie

Kratkodoba expozicia : 1 mg/m3
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Obyvatelstvo, Vdychovanie
Dlhodoba expozicia : 1 mg/m3

Iné hodnoty expozi¢nych limitov
SLK NPHVY, NPEL priemerny: 2 mg/m3
8.2, Kontroly expozicie

Technické opatrenia
Vyhladajte ochranné opatrenia uvedené v oddieloch 7 a 8.
V blizkosti ma byt nidzové zariadenie na vyplach oéi a bezpeénostna sprcha.

Prostriedok osobnej ochrany
Ochrana dychacich ciest

Doporucenie : Vyzaduje sa pri vzniku prachu
Odporucany typ filtra:
Filter P2
Filter: P3

Ochrana ruk

Doporucenie : Material na rukavice musi byt nepriepustny a odolny voci
produktu/latke/pripravku.
Venujte pozornost informéciam vyrobcu o priepustnosti a dobe
prieniku a $pecifickym podmienkam na pracovisku {mechanické
namahanie, doba kontaktu).
Nasledovné materialy st vhodné:
Fludrkaucuk
polychldroprén
prirodny kaucuk
butylkaucuk
Presna doba prieniku musi byt uréena a dodrZiavana vyrobcom
materialu ochrannych rukavic.
Pri prvych néznakoch opotrebenia musia byt rukavice vymenené.

Ochrana zraku
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Doporucenie : Tesne priliehajuce ochranné okuliare
Ochrana pokozky a tela
Doporucenie : nepriepustny odev

Kontroly environmentalnej expozicie

Vieobecné odporucania: Nesplachujte do povrchovych vad ani do systému sanitarnej
kanalizacie.
Zabrante vniknutiu do pédneho podlozia.
Pokial vyrobok kontaminoval rieky a jazera alebo vnikol do
kanalizacie, upovedomte o tom prislusné Grady.

9. Fyzikalne a chemické vlastnosti

9.1. Informacie o zakladnych fyzikdlnych a chemickych vlastnostiach

Forma : pevny

Farba : biely

Zapach : bez zdpachu

Prahova hodnota zapachu : V sti¢asnosti nemame informécie od nasho dodavatela.
pH: =14 (100 g/1; 20 °C)

Teplotu tavenia/rychlost tavenia : 323°C

Teplota varu/destilaéné rozpatie : 1.390°C

Teplota vzplanutia : \ stiicasnosti nemame informacie od nasho dodavatela.
Rychlost odparovania : V sticasnosti nemame informacie od nasho dodavatela.
Horlavost (tuhd latka, plyn) : V' sticasnosti nemame informacie od nasho dodavatela.
Horny limit vybusnosti : V sticasnosti nemame informacie od nasho dodavatela.
Dolny limit vybusnosti : V stcasnosti nemame informacie od nasho dodavatela.
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Tlak par:
Relativna hustota péar :

Hustota :
Rozpustnost vo vode :

Rozdelovaci koeficient : n-
oktanol/voda

Teplota vznietenia :
Termicky rozklad :
Viskozita, dynamicka :
Vybusnost :

Oxidacné vlastnosti :

9.2. Iné informacie

V sticasnosti nemame informacie od nasho dodavatela.
V sti¢asnosti nemame informacie od nagho dodavatela.

2,13 g/cm3
1090 g/1 (20 °C)

V sti¢asnosti nemame informacie od nasho dodavatela.

V sti¢asnosti nemame informacie od nasho dodavatela.
V sti¢asnosti nemame informacie od nasho dodavatela.
V' sti¢asnosti nemame informacie od nasho dodavatela.
V sticasnosti nemame informacie od nasho dodavatela.

V sti¢asnosti nemame informacie od nasho dodavatela

Ziadne dalsie informécie nie su k dispozicii.

10. Stabilita a reaktivita
10.1. Reaktivita

Doporucenie :

10.2. Chemicka stabilita
Doporucenie :
10.3. Moznost nebezpeénych reakcii

Nehezpecné reakcie :

Reaguje s kyselinami.
Reaguje s neuslachtilymi kovmi (hlinik, zinok) za uvolfiovania
vodika.

Stabilny za normalnych podmienok.

Reaguje s neuslachtilymi kovmi (hlinik, zinok) za uvolfiovania vodika.
Reaguje exotermicky s vodou. S kyselinami reaguje exotermicky.

10.4. Podmienky, ktorym sa treba vyhnut

R49592
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Podmienky, ktorym sa
treba vyhnut : Chrénit pred vzduinou vlihkostou a vodou. Vyrobok je
hygroskopicky.

10.5. Nekompatibilné materialy

Materialy, ktorym je
potrebné sa vyhnut : Vyhnit sa latkami: Kyseliny, Lahké kovy, Voda, Alkoholy

10.6. Nebezpeéné produkty rozkladu

Nehezpecné produkty
rozkladu : Nie st dostupné Ziadne udaje.

11. Toxikologické informacie

11.1. Informécie o toxikologickych tidinkoch

| Akuatna toxicita

| Orilne

V sticasnosti nemame informacie od nasho dodavatela.

| Vdychovani

\ st¢asnosti nemame informacie od nasho dodavatela.

| KoZny

V/ sticasnosti nemame informacie od nasho dodavatela.

| DraZdenie

| Koza

MobZe spbsobit vaZne poleptanie s hlbokymi, tazko lie€itelnymi
ranami. Aj zriedené roztoky spdsobuji popaleniny. Najskor pocit
klzkosti pokoiky, potom bolest, m&Zu sa objavit pluzgiere a rany.

| 0éi
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Vstreknutie do o&i mbdZe spdsobit bolestivé poleptanie, ktoré méie
viest k trvalému poskodeniu oéi.

Velmi zieravy (kralik)

| Senzibilizacia |

V st¢asnosti nemame informéacie od nasho dodavatela.

| Uginky CMR |

| CMR vlastnosti |

Karcinogenita : V stc¢asnosti nemame informacie od nasho dodavatela.
Mutagénnost : V stc¢asnosti nemame informacie od nasho dodavatela.
Teratogenita : V sticasnosti nemame informacie od nasho dodavatela.
Reprodukéna toxicita: WV suéasnosti nemame informacie od nasho dodavatela.

| Toxicita pre 3pecificky cielovy orgén |

| Jedind expozice |

V sti¢asnosti nemame informécie od nasho dodavatela.

| Opakovana expozicia |

V sti¢asnosti nemame informécie od nasho dodavatela.

| Aspiraéna toxicita |

V sti¢asnosti nemame informécie od nasho dodavatela.

| suéasti: Hydroxid sodny &. cas 1310-73-2 |

| Akutna toxicita |
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Vdychovani

Inhalécia mote sposobit bolesti v respiraénom systéme, kychanie.
kagel a dychacie tatkosti. Pri vysokych koncentraciach riziko
edému plic.

Drazdenie
Koza

Velmi Zieravy (krélik)

Senzibilizcia

Naplastovy test nevykazal u dobrovolnikov senzibilizacné
vlastnosti.

Dalgie informdcie

Daltie informécie o toxicite : Véetky &iselné hodnoty pre akltnu toxicitu sa vztahuju na disté latky.

12. Ekologické informacie

12.1. Toxicita

| sucasti: Hydroxid sodny ¢.CAS 1310-73-2 |

| Akutna toxicita |

| Ryba |
LC50 : 125 mg/l (Gambusia affinis; 96 h)
LC50 : 145 mg/| (Poecilia reticulata; 24 h)

| Toxicita pre dafnie a ostatné vodné nestavovce. |

EC50: 76 mg/l (Daphnia magna; 24 h)
| baktérie |
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EC50: 22 mg/l (Photobacterium phosphoreum; 15 min)

12.2. Perzistencia a degradovatelhost

| Perzistencia a degradovatelnost

| Perzistencia

Vysledok : udaje st nedostupné

| Suéasti: Hydroxid sodny

¢. CAS 1310-73-2 |

| Perzistencia a degradovatelnost

| Biologickd odburatelnost

anorganické latky.

12.3. Bioakumulaény potencial

Vysledok : Metddy stanovenia biologickej odburatelnosti nie s pouZitelné pre

Bioakumulacia
Vysledok : Nehromadi sa v biomase.
12.4. Mobilita v péde
Mobilita
Vysledok: udaje st nedostupné

12.5. Vysledky postidenia PBT a vPvB

Vysledky postidenia PBT a vPvB

Vysledok : udaje st nedostupné
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12.6. Iné nepriaznivé udinky

Doplnkové ekologické informacie

Vysledok :

Skodlivé aéinky na vodné organizmy spdsobené zmenou pH

Pred vypustenim odpadovych véd do ¢istiarne odpadovych véd je
obycajne nevyhnutna ich neutralizécia.

Nesplachujte do povrchovych véd ani do systému sanitarnej kanalizacie.

Vyrobok :

Znecistené obaly :

Cislo z eurépskeho
katalégu odpadov :

13. Opatrenia pri zneskodfiovani

13.1. Metédy spracovania odpadu

Zneskodnenie spoloéne s beZznym odpadom nie je povolené.
Vyzaduje sa Specialny spbsob znegkodnenia podla miestnych
predpisov. Nenechajte vniknut produkt do kanalizacie.
Obrétte sa na sluZby znefkodnujice odpady.

Kontaminované obaly po optimalnom vyprazdneni a
dostatoénom vyéisteni je moZné previezt na zhodnotenie
(recyklaciu). Obaly, ktoré nemdzu byt vydistené, musia byt
zneskodniované rovnako ako produkt.

Tomuto vyrobku nemdze byt prideleny Ziadny kdd z
Eurdpskeho kataldgu odpadov, pretoZe jeho pridelenie je
urcované podla stanoveného pouiitia. Kéd odpadu sa uréuje
na zaklade konzultacie s miestnymi autoritami zodpovednymi
za likvidaciu odpadov.

14.1. Cislo OSN
1823

14. Informdcie o doprave

14.2. Spravne expediéné oznaéenie OSN

ADR : HYDROXID SODNY, PEVNY

RID : HYDROXID SODNY, PEVNY

IMDG : SODIUM HYDROXIDE, SOLID
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14.3. Trieda(-y) nebezpeénosti pre dopravu

ADR-Triedu : 8
(Bezpecnostné znacky; Klasifikaény kad;
Identifikacné &islo nebezpednosti; Kéd

obmedzenia prejazdu tunelom) : 8; C6; 80; (E)
RID-Triedu : 8
(Bezpecénostné znacky; Klasifikaény kad;

Identifikacné éislo nebezpeénaosti) : 8; C6; 80
IMDG-Triedu

(Bezpecnostné znacky; EmS) : 8; F-A,S-B

14.4. Skupina obalov
ADR: 1
RID : 1
IMDG : 11

14.5. Nebezpeénost pre Zivotné prostredie

Oznacovanie podla 5.2.1.8 ADR : nie
Oznacovanie podla 5.2.1.8 RID : nie
Oznacovanie podla 5.2.1.6.3 IMDG : nie
Klasifikacia ako nebezpeény pre Zivotné

prostredie podfa 2.9.3 IMDG : nie
Klasifikovany ako "P" podfa 2.10 IMDG : nie

14.6. Osobitné bezpeénostné opatrenia pre uZivatela
neaplikovatelné

14.7. Doprava hromadného nakladu podla prilohy Il k dohovoru MARPOL 73/78 a Kédexu IBC
IMDG : neaplikovatelné

15. Regulaéné informacie

15.1. Nariadenia/pravne predpisy $pecifické pre I3tku alebo zmes v oblasti bezpeénosti, zdravia a
Zivotného prostredia

Iné predpisy : Zak. 67/2010 Z.z. (chemicky zakon /SK/)

Oznamovaci status
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Hydroxid sodny:
Zoznam predpisov Oznameni Cislo oznamenia
EINECS ANQ 215-185-5

15.2. Hodnotenie chemickej bezpeénosti

V sti¢asnosti nemame informacie od nasho dodavatela.

16. Iné informacie

PIné znenie R-viet vztahujlcich sa k oddielom 2 a 3.

R35 Spdsobuje silné popéleniny/poleptanie.

Plny text H - idajov uvedenych v oddieloch 2 a 3.

H290 MbZe byt korozivna pre kovy.
H314 Sposobuje vaine poleptanie koze a poskodenie odi.

Dalsie informdcie

Iné informacie :

Uréene len pre kvalifikovanych uzivatelov. Pozor - Vyvarujte sa
expozicii - Pred pouZitim si vyZiadajte Specidlne

instrukcie. Informacie v tejto karte bezpecnostnych udajov
zodpovedaju nasim poznatkom v dobe revizie a popisuju
produkt len z hladiska bezpecnosti zaobchadzania. Nie su
zarukou vlastnosti, ani Specifikdciou kvality produktu, ani
nezakladaji zmluvny pravny vztah. Udaje v tejto karte
hezpecnostnych udajov platia len pre tento produkt a nemozu
byt pouZité pre tento produkt zmiedany, resp. spracovany v
kombinacii s ingym materialom, resp. vinom procese
nepopisanom v texte.

| | Udéava aktualizovany oddiel.

R49592

Strana 17 z 17 SK|

21/05/2014

COSMETIC PRODUCT SAFETY REPORT 38




,DEDINSKE DIEVCENCE“ SOAP

21/05/2014

COSMETIC PRODUCT SAFETY REPORT

39



