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SpheraCosmolife:
the tool for the risk assessment of
cosmetics -new features
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Last version Sphera Cosmolife 0.23

o0 0 Sphera Cosmolife - v. 0.23

; Directory for output: JUMIWCII'OHM 1 Select directory |

| List of ingredients

e X

Product Type  Shower gel

|
| Target population (bodyweight)  Adult (60 kg)

Application log
|

| * Initializing core...
| * Ready.
|
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Let's see it in practice....

ALLANTOIN used at 0,2% in a body lotion
for newborn
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What results can |
obtain with Sphera
Cosmolife tool?
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Evaluation of a

complete cosmetic
formulation
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Directory for output: LI Users/federicarobino

List of ingredients

AQUA

Sphera Cosmolife - v. 0.23

Select directory

SODIUM LAURETH SULFATE
GLYCERIN
PARFUM

METHYLCHLOROISOTHIAZOLINONE
METHYLISOTHIAZOLINONE

s =
&%= 7/ ed 5 X
Product Type  Hand wash soap

Target population (bodyweight)  Adult (60 kg)

@ Run calculation

Application log

* Calculating hazard identification...
* Calculating NOAEL and MoS...

* Calculating TTC...

* Creating output...

* Done.

Total time elapsed: 0 min, 4 sec
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SPHERA COSMOLIFE - Product Assessment ‘Sphera

Processed product

Product type: Hand wash soap

Ingredients:
" Conc. . A o Dermal
Ingredient Id CAS INCI % Annex Mutagenicity Skin Sensitization - MoS TTC
0 .

Details | PDF | AQUA 7732-18-5 | AQUA 85.0 - N.A. 10% 160.36 0.03:mo/kg
bw/day
0.0015 mg/k

Details | PDF | SODIUM LAURETH SULFATE 3088-31-1 | SODIUM LAURETH SULFATE 10.0 - 40% 7335.21 s day'"g 9
.03 mg/k

Details | PDF | GLYCERIN 56-81-5 GLYCERIN 4.0 . 80% 242173 | 003 molkg
bw/day

Details | PDF | PARFUM PARFUM 05 = ’ 2 ’ 2

Details | PDF | OLEA EUROPAEA FRUIT OIL OLEA EUROPAEA FRUIT OIL 05 - - . ‘ -
0.0015 mg/kg

Details | PDF | METHYLCHLOROISOTHIAZOLINONE | 26172-55-4 | METHYLCHLOROISOTHIAZOLINONE | 9.0E-4 | V 80% 665665.67 |\
0.0015 mg/kg

Details | PDF | METHYLISOTHIAZOLINONE 2682-20-4 | METHYLISOTHIAZOLINONE 30E-4 |V 80% 138088889 |

Processed with Sphera Cosmolife version 0.23
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Monography of a
chemical substance
when used as
cosmetic ingredient
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Directory for output: /Users/federicarobino

List of ingredients

Sphera Cosmolife - v. 0.23

Select directory

PALMITIC ACID
PALMITOLEIC ACID
OLEIC ACID
LINOLEIC ACID
STEARIC ACID

&+ 7 e4 5
Product Type Hand wash soap

Target population (bodyweight)

@ Run calculation

Application log

* Calculating hazard identification...

* Calculating NOAEL and MoS...
* Calculating TTC...

* Creating output...

* Done.

Total time elapsed: 0 min, 4 sec

04/02/2022
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Adult (60 kg)
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Main

components

of olive oil

(according
Codex
Alimentarius
2003)
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R Exposure: Hand Soap — 60 Kg

SPHERA COSMOLIFE - Product Assessment &:s‘ggeh ara

Processed product

Product type: Hand wash soap

Ingredients:
Ingredient Id CAS INCI Conc. % | Annex | Mutagenicity Skin Sensitization Dermal abs. | MoS TTC
Detalls | PDF | PALMITIC ACID 57-10-3 PALMITIC ACID 20.0 - 40% 796.21 0.03 mg/kg bw/day
Detalls | PDF | PALMITOLEIC ACID PALMITOLEIC ACID | 3.5 - 40% 4549.76 | 0.03 mg/kg bw/day
Detalls | PDF | OLEIC ACID 112-80-1 | OLEIC ACID 83.0 - 80% 106.43 | 0.03 mg/kg bw/day
Detalls | PDF | LINOLEIC ACID 60-33-3 | LINOLEIC ACID 21.0 - 80% 420.63 | 0.03 mg/kg bw/day
Detalls | PDF | STEARIC ACID 57-11-4 STEARIC ACID 5.0 - 80% 1766.67 | 0.03 mg/kg bw/day

Processed with Sphera Cosmolife version 0.23
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R Exposure: Hand Cream — 60 Kg

SPHERA COSMOLIFE - Product Assessment

Processed product

Product type: Hand cream

Ingredients:

V ' Ingredient Id | CAS INCI V Conc. % | Annex - Mutagenicity Skin Sensitization - Dermal abs. | MoS ‘ TTC
Details | PDF | PALMITIC ACID 57-10-3 | PALMITIC ACID 20.0 - 40% - 0.03 mg/kg bw/day
Detalls | PDF | PALMITOLEIC ACID PALMITOLEIC ACID | 3.5 < 40% ‘ 463.32 | 0.03 mg/kg bw/day
Details | PDF | OLEIC ACID 112-80-1 | OLEIC ACID 83.0 - 80% 0.03 mg/kg bw/day
Details | PDF | LINOLEIC ACID 60-33-3 | LINOLEIC ACID 21.0 - 0.03 mg/kg bw/day
Details | PDF | STEARIC ACID 57-11-4 | STEARIC ACID 5.0 - 0.03 mg/kg bw/day

Processed with Sphera Cosmolife version 0.23
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Impurity
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SPHERA COSMOLIFE - Product Assessment - Sl;:f)eh -

Processed product

Product type: Nail polish

Ingredients:
Ingredient Id CAS INCI Conc. % | Annex Mutagenicity Skin Sensitization Dermal abs. | MoS TTC
Details | PDF | STYRENE 100-42-5 | STYRENE 0.002 80% 69500 0.03 mg/kg bw/day
Details | PDF | DICHLOROMETHANE | 75-09-2 | DICHLOROMETHANE | 3.0E-4 NON-Sensitizer (low reliability) 80% 4681666.67 = 0.0015 mg/kg bw/day

Processed with Sphera Cosmolife version 0.23

o s Styrene 7.7tc  Dichloromethane

Cramer class (ToxTree/Vega model prediction)

Cramer class (ToxTree/Vega model prediction)

TTC according to Cramer classification 0.03 mg/kg bw/day TTC according to Cramer classification 0.0015 mg/kg bw/day

TTC vs External / Internal exposure TTC vs External / Internal exposure

TTC 0.03 mg/kg bw/day TTC 0.0015 mg/kg bw/day
External exp. 0.0001 mg/kg bw/d External exp. 0.000015 mg/kg bw/d
Internal exp. (SED 100%) | 0.0001 mg/kg bw/d Internal exp. (SED 100%) | 0.000015 mg/kg bw/d
Internal exp. (SED 50%) | 0.00005 mg/kg bw/d Internal exp. (SED 50%) | 0.000007 mg/kg bw/d
04/02/2022 Internal exp. (SED 80%) | 0.00008 mg/kg bw/d Internal exp. (SED 80%) | 0.000012 mg/kg bw/d - (it Verieer Projoct
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2-ethylhexyl 10-ethyl-4,4-dioctyl-7-ox0-8-oxa-3,5-dithia-4-stannatetradecanoate

Brief Profile - Last updated: 21/12/2021 & Print

Substance description @ ‘

Substance identity Q I Substance identity
Hazard classification & labelling

SMILES: CCCCCCCC[Sn](CCCCCCCT)
(SCC(=0)0CC(CC)CCCC)SCC(=0)0CC(CC)CCCe

Properties of concern

’(‘ IUPAC name: 2-ethylhexyl 2-{[({2-[(2-ethylhexyl)oxy]- Regulatory context
2} 2-oxoethyl}sulfanyl)dioctylstannyl]sulfanyljacetate Inchi: T AT wIaTisvIy P AW = About this substance
Substance names and other identifiers /c2%1-3-5-6-9(4-2)7-12-10(11)8-13;2*1-3-5-7-8-6-4-2;

Registrants/suppliers
/h2*9,13H,3-8H2,1-2H3;2*1,3-8H2,2H3;/q;;;+2/p-2
Substance names and other

Type of substance: Mono constituent substance identifiers - . .
Origin: Organometallic A Back to top Plast|C|Ser In a Cosmetlc
Registered compositions: 7 k .

EC/List no.: 239-622-4 ©Of which contain: 0 impurities relevant for classification pa c a gl n g

CAS no.: 15571-56-1 0 additives relevant for classification

Index number: 050-027-00-7

Substance Listed: EINECS (European INventory of Existing Commercial

Molecular formula: C36H7204S2Sn chemical Substances) List CAS 1 5 7 7 1 -5 8- 1

Hazard classification & labelling (2 Contentin plaStiC <1,5% W/W

Breakdowpn g 10 C&L notifications submitted to ECHA (2]

H360D

Content in product 0.000009%

Danger! According to the harmonised classification and labelling (ATP15) approved by the H302

European Union, this substance may damgge the ur!born child,_ causes d.'_smage to organs Skin Sens. 1 H317

through prolonged or repeated exposure, is very toxic to aquatic life and is very toxic to

aquatic life with long lasting effects. STOTRE1 W7z v
STOT RE2 Ha73
Agquatic Chronic 4 H413

Additionally, the classification provided by companies to ECHA in REACH registrations Repr. 2 361

identifies that this substance may damage fertility or the unborn child, is harmful if _p i

swallowed and is harmful to aquatic life with long lasting effects. Skin lrrit. 2 H315
Agquatic Chronic 1 H410
Aquatic Acute 1 H400

H412

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

Additionally, the classification provided by companies to ECHA in CLP notifications
identifies that this substance is suspected of damaging fertility or the unborn child, may v Harmonised Classification
cause an allergic skin reaction and causes skin irritation. REACH registration dossiers notifications

CLP notifications
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SPHERA COSMOLIFE - Product Assessment - Sli;ehera

Processed product

Product type: Body lotion

Ingredients:

Ingredient Id CAS | INCI | Conc. % | Annex | Mutagenicity Skin Sensitization Dermal abs. | MoS | TTC

Details | PDF | Ingredient no. 1 9.0E-6 - 80% 0.0015 mg/kg bw/day

Processed with Sphera Cosmolife version 0.23

5. Dose-Response assessment 7.7TC
NOAEL (Experimental value, from internal database) | not found Cramer class (ToxTree/Vega model prediction)
NOAEL (IRFMN/Coral model prediction) 0.000029 mg/kg bw/d | low reliability TTC according to Cramer classification 0.0015 mg/kg bw/day
NOAEL used for calculations 0.000029 mg/kg bw/d

TTC vs External / Internal exposure

TTC 0.0015 mg/kg bw/day

6. Risk characterization
External exp. 0.000011 mg/kg bw/d

MoS - Margin of Safety with 100% absorption Internal exp. (SED 100%) | 0.000011 mg/kg bw/d

MoS - Margin of Safety with 50 i
oS - Margin of Safety with 50% absorption Internal exp. (SED 50%) | 0.000006 mg/kg bw/d

MoS - Margin of Safety with 80% absorption (from Kroes thresholds)

Internal exp. (SED 80%) | 0.000009 mg/kg bw/d
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Thank you for your
attention!
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