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COSMETIC PRODUCT INFORMATION FILE

R.1223/2009/EC Article 11, Product Information File:
The product information file shall contain the following information and data which shall be updated as

necessary:
(a) a description of the cosmetic product which enables the product information file to be clearly attributed to
the cosmetic product;

(b) the cosmetic product safety report referred to in Article 10 (1);

(c) a description of the method of manufacturing and a statement on compliance with good manufacturing
practice referred to in Article 8;

(d) where justified by the nature or the effect of the cosmetic product, proof of the effect claimed for the cosmetic
product;

(e) data on any animal testing performed by the manufacturer, his agents or suppliers, relating to the
development or safety assessment of the cosmetic product or its ingredients, including any animal testing

performed to meet the legislative or regulatory requirements of third countries.

R.1223/2009/EC Article 10 Safety assessment
The responsible person shall, prior to placing a cosmetic product on the market, ensure that the cosmetic product

has undergone a safety assessment on the basis of the relevant information and that a cosmetic product safety

report is set up in accordance with Annex I.

R.1223/2009/EC Annex | Cosmetic Product Safety Report
The cosmetic product safety report shall, as a minimum, contain the following:

PART A — Cosmetic product safety information

1. Quantitative and qualitative composition of the cosmetic product

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

4. Impurities, traces, information about the packaging material

5. Normal and reasonably foreseeable use

6. Exposure to the cosmetic product

1) The site(s) of application;

2) The surface area(s) of application;
|_\
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3) The amount of product applied;

4) The duration and frequency of use;

5) The normal and reasonably foreseeable exposure route(s);

6) The targeted (or exposed) population(s). Potential exposure of a specific population shall also be taken into
account.

7. Exposure to the substances

8. Toxicological profile of the substances

9. Undesirable effects and serious undesirable effects.

10. Information on the cosmetic product

PART B — Cosmetic product safety assessment
1. Assessment conclusion

2. Labelled warnings and instructions of use

3. Reasoning

4. Assessor’s credentials and approval of part B
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8. Toxicological profile of the substances
9. Undesirable effects and serious undesirable effects.

10. Information on the cosmetic product

PART B — Cosmetic product safety assessment
1. Assessment conclusion

2. Labelled warnings and instructions of use

3. Reasoning

4. Assessor’s credentials and approval of part B

Annex | Certificate of IFRA Compliance and Allergen Determination for Parfum Component
Annex |1 Stability Forms
Annex 111 Challenge Test Result

Annex IV Microbiological Analysis Report
Annex V Packaging Materials

I11.  Statement on Compliance With Good Manufacturing Practice
IV. Informations About Raw Materials

V. Finished product Certificate of Analysis

VI. Statement of Animal Testing

VII. Adverse and Serious Adverse Effect Declaration

VIII. Statement regarding to Nano Materials

IX. Statement regarding to claims

X.  Finished product MSDS
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1. INFORMATION ON COSMETIC PRODUCT

Name of Cosmetic Product: BIONIKS INTENSIVE CARE CREAM - 50 ml 1.69 fl.oz
Category of Cosmetic Product: Leave on, Cosmetic Product, Cream.

2.MANUFACTURER AND PLACE OF MANUFACTURING

Name of Manufacturer Bioniks Medikal Kozmetik Limited Sirketi

Adress of Manufacturer Ceyizli Mah. Mustafa Kemal Cad. Hukukcular Is Merkez1 No:
34 I¢ Kap1 No: 15 Kartal/ Istanbul
Contact Person & Phone No | Dogan TURKISTANLI & -

Contact Person email adress: -

Web Adress: |

N A S g Rk Kozmetik Ve Hijyen Uriinleri San. Dis Tic. A.S.
Adress of Manufacturer Istanbul Deri Organize Sanayi Bélgesi Nokra Caddesi No:2/A
Tuzla/lstanbul No:2 34957

Contact Person & Phone No Ramazan KELES & +90 555 152 88 01

Contact Person email adress: | ramazan@rkkozmetik.com

Web Adress:

3.DESCRIPTION ON COSMETIC PRODUCT (R.1223/2009/EC Avrticle 11, 2A-PIF)
BIONIKS INTENSIVE CARE CREAM is a leave-on cosmetic product formulated with Hyaluronic

Acid Complex, Niacinamide, Panthenol, Betaine, Chamomilla Recutita Flower Extract and Aloe Barbadensis

Leaf Juice to help maintain skin hydration, support the skin moisture barrier and provide a soothing effect to
dry and sensitive skin. With regular use, the product helps maintain a balanced, healthy-looking and comfortable
skin appearance.

The product belongs to the well-known category of skin care cosmetic products and is intended for use
by the general adult population under normal and reasonably foreseeable conditions of use. The product is a
cream and is placed on the market in a 50 ml size. The primary packaging consists of a cosmetic jar containing
the product. The secondary packaging consists of a printed cardboard carton box containing the mandatory

labeling information.

4. USE AND USERS (R.1223/2009/EC Article 11, 2A-PIF)
BIONIKS INTENSIVE CARE CREAM; Users Are Adults And Appropriate For All Types Of Skin

5. INTRODUCTION FOR USE
Cautions: Apply a sufficient amount of cream to clean, dry skin twice daily, morning and evening, massaging
gently until absorbed. Suitable for both face and body. For external use only. Avoid direct contact with eyes.
In case of contact, rinse thoroughly with plenty of water. Do not use on irritated or damaged skin. Keep out of
reach of children.
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Il. COSMETIC PRODUCT SAFETY REPORT
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QUALITATIVE & QUANTITATIVE FORMULATION

BIONIKS INSEN
SKIN PRODUCT
LEAVE-ON

TIVE CARE CREAM

BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI

No

11
12.
13.

15.
16.

25

10.

14.

17.

18,

19.

20.

21,
22.
23,
24,

26.
27,

Description
(Raw Material INCI
Name)

Aqua
Glycerin

NiacinamIide

Caprylic/Capric Triglyceride

Bis-Diglyceryl
Polyacyladipate-2

Glyceryl Stearate
Panthenol

Cetearyl Alcohol
1.21 Hexanediol

Betaine

Wloe Barbadensis Leaf Juice

Phenoxyethanol
Dimethicone

Polyacrylamide
Acrylates/C10-30 Alkyl
Acrylate Crosspolymer

Saccharide lsomerate

Laureth-7

Sodium Stearoyl Lactylate

C13-14 Isoparaffin

Sodium Lauroyl Glutamate

Dimethicone Crosspolymer:

Chamomilla Recutita
Flower Extract
Ethylhexylglycerin

Squalane

Hyaluronic Acid
Citric Acid
Sodium Acetylated

' Skin Conditioning -

| "Skin Conditioning -

15 KARTAL/ ISTANBUL

Blend Purpose

Solvent

Humectant
Smoothing
Skin Conditioning -
Occlusive
Skin Conditioning
Emollient
5kin Conditioning -
Emollient

Skin Conditioning

Emollient
Skin Conditioning
Skin Conditioning -
Humectant

Skin Conditioning
Preservative
Skin Conditioning
Antistatic
Emulsion Stabilising
Humectant

Surfactant -
Emulsifying

Surfactant -
Emulsifying
Skin Conditioning -
Emollient

Antistatic

Emulsion Stabilising
Skin Conditioning

Skin Conditioning
Skin Conditioning -
Emollient
Skin Conditioning
Buffering
Humectant

CAS Number

7732-18-5
56-81-5

98-92-0
73398-61-5/ 65381-09-
1

82249-33-0
31566-31-1
81-13-0/ 16485-10-2

267-008-6 /
6920-22-5
107-43-7/ 590-47-6

85507-69-3 / 94349-
62-9
122-99-6
63148-62-9 / 9006-65-
9/ 9016-00-6
9003-05-8

100843-69-4

3055-97-8 / 68439-50-
9/9002-92-0

25383-99-7 /18200
72:1

246538-79-4

29923-31-7 [/ 29923-
34-0 / 42926-22-7 /
98984-78-2

84082-60-0
70445-33-9
111-01-3

9004-61-9
77-92-9 / 5949-29-1

EINECS No

231-791-2
200-289-5

202-713-4
277-452-2/
265-724-3

406-144-4

250-705-4/286-
490-9

201-327-3/
240-540-6

67762-27-0/
8005-44-5
230-029-6
203.490-6/
209-684-7
287-390-8 /
305-181-2
204.589.7

[t~}

221-283-9/
500-213-3 /
500-002-6
206-929-7 /
242-090-6

249-958-3/ -/
/-

282-006-5
408-080-2
203-825-6

232-678-0
201-069-1

Range

72,704
10,125
2,0000
2,0000

1,5000
1,5000
1,1385

1,0000
1,0000
1,0000

1,0000
0,9320
0,8500
0,6000
0,5000
0,5000

0,3000

0,3000

0,2500

0,2000

0,1500
0,1250
0,1180
0,1000

0,0225
0,0200
0,0180

CEVIZLI MAH, MUSTAFA KEMAL CAD. HUKUKCULAR I$ MERKEZI NO: 34 IC KAPI NO: |

Spesification

INCI/CTFA
INCI/CTFA
INCI/CTFA
INCI/CTFA

INCI/CTFA
INCI/CTFA
INCI/CTFA

INCI/CTFA
INCI/CTFA
INCI/CTFA

INCI/CTFA
INCI/CTFA
INCI/CTFA
INCI/CTFA
INCI/CTFA
INCI/CTFA

INCI/CTFA

INCI/CTFA

INCI/CTFA

INCI/CTFA

INCI/CTFA
INCI/CTFA
INCI/CTFA
INCI/CTFA

INCI/CTFA
INCI/CTFA
INCI/CTFA
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bioniks

Hyaluronate : ]
28, Sodium Hyaluronate Skin Conditioning 9067-32-7 . 0,0150 _I_NCAI_/CT FA '
29, Sodium Citrate Chelating 68-04-2 /6132-04-3 |  200-675-3 | 10,0100 INCI/CTFA
Sodlum Hyaluronate 27 8
30. Crosspolymer Skin Conditioning 105524-321 - 0,0075 INCI/CTFA ‘
31, | Hydroxypmpyitrimonium | gym Forming : : 0,0045 | INCI/CTFA
yaluronate |
32. [Hydrolyzed Hyaluronic Acid  Skin Conditioning . . 0,0030 INCI/CTFA |
Hydrolyzed Sodium ’
33 Hyaluronate Skin Conditioning ' 7 - ' | - - | 0,0930 INCI/CTFA
34, Potassium Sorbate Preservative 24634'6";’ (B90:00: | 246-376-1 1< | 70,0020 INCI/CTFA
35, Sodium Benzoate Preservative 532-32-1 208-534-8 | 0,0010 INCI/CTFA
36. Benzolc Acid Preservative 65850 200-618-2 | 0,0005 INCI/CTFA
520-456 / 771-039 /| 208-2939/ '
37. Dehydroacetic Acid ' Preservative 16807-48-0 212-227-4/ - 0,0005 INCI/CTFA :

Igindekiler / Ingredients (INCI): Aqua, Glycerin, Niacinamide, Caprylic/Capric Triglyceride, Bis-Diglyceryl Polyacyladipate-2,
Glyceryl Stearate, Panthenol, Cetearyl Alcohol, 1,2-Hexanediol, Betaine, Aloe Barbadensis Leaf Juice, Phenoxyethanol,
Dimethicone, Polyacrylamide, Acrylates/C10-30 Alkyl Acrylate Crosspolymer, Saccharide Isomerate, Laureth-7, Sodium
Stearoyl Lactylate, C13-14 Isoparaffin, Sodium Lauroyl Glutamate, Dimethicone Crosspolymer, Chamomilla Recutita Flower
Extract, Ethylhexylglycerin, Squalane, Hyaluronic Acid, Citric Acid, Sodium Acetylated Hyaluronate, Sodium Hyaluronate,
Sodium Citrate, Sodium Hyaluronate Crosspolymer, Hydroxypropyltrimonium Hyaluronate, Hydrolyzed Hyaluronic Acid,
Hydrolyzed Sodium Hyaluronate, Potassium Sorbate, Sodium Benzoate, Benzoic Acid, Dehydroacetic Acid,

Name: Dr.Pharm, Neslihan SAHIN
Position: Technical Director

Signed:
@:ﬁg;:h/
e

(USF
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COSMETIC PRODUCT SAFETY ASSESSMENT REPORT
Name of Manufacturer Bioniks Medikal Kozmetik Limited Sirketi

Cevizli Mah. Mustafa Kemal Cad. Hukukcular Is Merkezi No:
34 I¢ Kap1 No: 15 Kartal/ Istanbul
Contact Person & Phone No | Dogan TURKISTANLI & -

Contact Person email adress: -

Adress of Manufacturer

Web Adress:

e RO A U SO C S Rk Kozmetik Ve Hijyen Uriinleri San. Dis Tic. A.S.

Istanbul Deri Organize Sanayi Bolgesi Nokra Caddesi No:2/A
Tuzla/Istanbul No:2 34957

Contact Person & Phone No Ramazan KELES & +90 555 152 88 01

Contact Person email adress: ramazan@rkkozmetik.com
Web Adress: |

PART A — Cosmetic product safety information

Adress of Manufacturer

1.Quantitative and qualitative composition of the cosmetic product

Raw materials components;

Amount
of Raw
Material
in Regulatory
Finished Intende Compliance of
Product 1223/2009 EC
(%
Concentr
ation)

Amoun
Raw CAS t of Use
Materials Nu (%

[\[®1] mbe Concen d Use

Name r tration

)

There is no any
restriction for usage
amount and usage
2732 23 area.
WAT 1- | 72,7 Max. APPROPRIATE
A _ _ 1
ER qua 158 79 | o4 100 | 72,704 72.704 Solvent REE.
1-2
EUX | Phenoxyet | 122- | 20 >g8, | V9150 | Max. | Preservat SOl
YL | hanol |99-6 | 4 | 190 s 0 | 9915000 | ive | PRESERVATIVES
' ALLOWED IN
©
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PE
9010

58
9-7

Ethylhexy
Iglycerin

7044
5-
33-9

40

08
0-2

91,5
%
>88,

COSMETIC
PRODUCTS

Annex /
Ref # V/29

SCCS
opinions

Maximum
concentration in
ready for use
preparation
1.0%

APPROPRIATE
REF.

>8,5

11,5
%

0,1150
00

Max.
0,115000

Skin
Conditio
ning

There is no any
restriction for usage
amount and usage
area.
APPROPRIATE
REF.

CHT-
BeauS

GEL
8014

Dimethicone

-62-9/

63148

9006-
65-9/
9016-

00-6

/-1

Dimethicone
Crosspolyme
r

1,00

To
100

0,8500
00

Max.
0,850000

Skin
Conditionin
g

There is no any
restriction for usage
amount and usage
area.
APPROPRIATE
REF.

10 -
15

0,1500
00

Max.
0,150000

Emulsion
Stabilising

There is no any
restriction for usage
amount and usage
area.
APPROPRIATE

(SN
-
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REF.

There is no any
restriction for usage
amount and usage

Neoss 20 Skin area.
ance 111- | 3- | 0,10 Max. |Conditionintk APPROPRIATE
Squalane :
squal | Y 013 | 82 | oo | 100 | 01000 1 45000 g- REF.
ane 5-6 Emolllent
There is no any
restriction for usage
amount and usage
Niacinami 20 area.
Niacin | N1acinami | 9g- | 2- | 200 Max. : APPROPRIATE
amide | de | 92:0| 71| oo | 100 | 20000 | 54000 [SMoOthingG REF.
3-4
There is no any
restriction for usage
amount and usage
2732 23 area.
1- 0,3750 Max. APPROPRIATE
A _ _ ’
qua | -18- 1 74 25 1 o | oars0p | Solvent REF.
5
1-2
D-
panthe
1,50 -
nol There is no any
%75 restriction for usage
amount and usage
81-13-(201- Skin area.
0/ 327-3 Max. o APPROPRIATE
Panthenol 116485/ 240- 729 | L1385 |y qg5 | Conditio REF.
10-2 540-6 ning
: . 73398-| 277- Skin ;
Lipest (Caprylic/Cap' g1 5/ | 457-| 2,00 Max. |Conditioni| _Ihereisnoany
rol G- ric 100 | 2,000 restriction for usage
. . 165381-| 2/ | 00 2,000 ng -
810 |Triglyceride 09-1 |265- Occlusive amount and usage
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724-3

area.
APPROPRIATE
REF.

There is no any
restriction for usage
amount and usage

SOFT ?is- [ %kin APPR?)rEEIL?IATE
Diglyceryl | 82249 406- Conditionin
ISAN |o1vacyladip| -33-0 {144-4] 190 | 100 | 150 | Max. 1,50 77" REF.
649 ate-2 Emollient
There is no any
restriction for usage
SKin amount and usage
20 Conditio area.
Glyce . 0- | 10,0 Max. . APPROPRIATE
in | GWeerin | 56 | oo | Tg | 100 | 1000 | 400 | ning- REF.
81-5 Humecta
9-5
nt
Annex /
Ref # 111/ 66
Product
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body products
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®)
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Vita mide 05-8 1,00 50 0 0,60000 Antistatic acrylamid
500 e content
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concernin
g
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APPROPRIATE
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restriction for usage
amount and usage

C13-14 Skin area.
Isoparaffi | 24653 _ 10- 10,2500 | Max.  (Conditionin APPROPRIATE
8-79-4 25 0 0,25000 - REF.
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https://ec.europa.eu/growth/tools-databases/cosing/details/36687
https://ec.europa.eu/growth/tools-databases/cosing/details/36687
https://ec.europa.eu/growth/tools-databases/cosing/details/36687
https://ec.europa.eu/growth/tools-databases/cosing/details/36687
https://ec.europa.eu/growth/tools-databases/cosing/details/32236
https://ec.europa.eu/growth/tools-databases/cosing/details/32236
https://ec.europa.eu/growth/tools-databases/cosing/details/32236
https://ec.europa.eu/growth/tools-databases/cosing/details/32236
https://ec.europa.eu/growth/tools-databases/cosing/details/34924
https://ec.europa.eu/growth/tools-databases/cosing/details/34924
https://ec.europa.eu/growth/tools-databases/cosing/details/34924
https://ec.europa.eu/growth/tools-databases/cosing/details/34924
https://ec.europa.eu/growth/tools-databases/cosing/details/34103
https://ec.europa.eu/growth/tools-databases/cosing/details/34103
https://ec.europa.eu/growth/tools-databases/cosing/details/34103
https://ec.europa.eu/growth/tools-databases/cosing/details/34103
https://ec.europa.eu/growth/tools-databases/cosing/details/75132
https://ec.europa.eu/growth/tools-databases/cosing/details/75132
https://ec.europa.eu/growth/tools-databases/cosing/details/75132
https://ec.europa.eu/growth/tools-databases/cosing/details/75132
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https://ec.europa.eu/growth/tools-databases/cosing/details/80101
https://ec.europa.eu/growth/tools-databases/cosing/details/80101
https://ec.europa.eu/growth/tools-databases/cosing/details/80101
https://ec.europa.eu/growth/tools-databases/cosing/details/80101
https://ec.europa.eu/growth/tools-databases/cosing/details/79683
https://ec.europa.eu/growth/tools-databases/cosing/details/79683
https://ec.europa.eu/growth/tools-databases/cosing/details/79683
https://ec.europa.eu/growth/tools-databases/cosing/details/79683
https://ec.europa.eu/growth/tools-databases/cosing/details/74162
https://ec.europa.eu/growth/tools-databases/cosing/details/74162
https://ec.europa.eu/growth/tools-databases/cosing/details/74162
https://ec.europa.eu/growth/tools-databases/cosing/details/74162
https://ec.europa.eu/growth/tools-databases/cosing/details/54170
https://ec.europa.eu/growth/tools-databases/cosing/details/54170
https://ec.europa.eu/growth/tools-databases/cosing/details/54170
https://ec.europa.eu/growth/tools-databases/cosing/details/54170
https://ec.europa.eu/growth/tools-databases/cosing/details/79556
https://ec.europa.eu/growth/tools-databases/cosing/details/79556
https://ec.europa.eu/growth/tools-databases/cosing/details/79556
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https://ec.europa.eu/growth/tools-databases/cosing/details/79556
https://ec.europa.eu/growth/tools-databases/cosing/details/34315
https://ec.europa.eu/growth/tools-databases/cosing/details/34315
https://ec.europa.eu/growth/tools-databases/cosing/details/34315
https://ec.europa.eu/growth/tools-databases/cosing/details/34315
https://ec.europa.eu/growth/tools-databases/cosing/details/56838
https://ec.europa.eu/growth/tools-databases/cosing/details/56838
https://ec.europa.eu/growth/tools-databases/cosing/details/56838
https://ec.europa.eu/growth/tools-databases/cosing/details/56838
https://ec.europa.eu/growth/tools-databases/cosing/details/79557
https://ec.europa.eu/growth/tools-databases/cosing/details/79557
https://ec.europa.eu/growth/tools-databases/cosing/details/79557
https://ec.europa.eu/growth/tools-databases/cosing/details/79557
https://ec.europa.eu/growth/tools-databases/cosing/details/58706
https://ec.europa.eu/growth/tools-databases/cosing/details/58706
https://ec.europa.eu/growth/tools-databases/cosing/details/58706
https://ec.europa.eu/growth/tools-databases/cosing/details/58706
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https://ec.europa.eu/growth/tools-databases/cosing/details/87175
https://ec.europa.eu/growth/tools-databases/cosing/details/87175
https://ec.europa.eu/growth/tools-databases/cosing/details/87175
https://ec.europa.eu/growth/tools-databases/cosing/details/87175
https://ec.europa.eu/growth/tools-databases/cosing/details/82209
https://ec.europa.eu/growth/tools-databases/cosing/details/82209
https://ec.europa.eu/growth/tools-databases/cosing/details/82209
https://ec.europa.eu/growth/tools-databases/cosing/details/82209
https://ec.europa.eu/growth/tools-databases/cosing/details/34315
https://ec.europa.eu/growth/tools-databases/cosing/details/34315
https://ec.europa.eu/growth/tools-databases/cosing/details/34315
https://ec.europa.eu/growth/tools-databases/cosing/details/34315
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
https://ec.europa.eu/growth/tools-databases/cosing/details/28157
https://ec.europa.eu/growth/tools-databases/cosing/details/28157
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https://ec.europa.eu/growth/tools-databases/cosing/details/28157
https://ec.europa.eu/growth/tools-databases/cosing/details/28157
https://ec.europa.eu/growth/tools-databases/cosing/details/33896
https://ec.europa.eu/growth/tools-databases/cosing/details/33896
https://ec.europa.eu/growth/tools-databases/cosing/details/33896
https://ec.europa.eu/growth/tools-databases/cosing/details/33896
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/74520
https://ec.europa.eu/growth/tools-databases/cosing/details/74520
https://ec.europa.eu/growth/tools-databases/cosing/details/74520
https://ec.europa.eu/growth/tools-databases/cosing/details/74520
https://ec.europa.eu/growth/tools-databases/cosing/details/55292
https://ec.europa.eu/growth/tools-databases/cosing/details/55292
https://ec.europa.eu/growth/tools-databases/cosing/details/55292
https://ec.europa.eu/growth/tools-databases/cosing/details/55292
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https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/34040
https://ec.europa.eu/growth/tools-databases/cosing/details/34040
https://ec.europa.eu/growth/tools-databases/cosing/details/34040
https://ec.europa.eu/growth/tools-databases/cosing/details/34040
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
https://ec.europa.eu/growth/tools-databases/cosing/details/28157
https://ec.europa.eu/growth/tools-databases/cosing/details/28157
https://ec.europa.eu/growth/tools-databases/cosing/details/28157
https://ec.europa.eu/growth/tools-databases/cosing/details/28157
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http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_o_015.pdf
http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_o_015.pdf
http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_o_015.pdf
http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_o_015.pdf
http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_o_015.pdf
http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_o_015.pdf
https://ec.europa.eu/growth/tools-databases/cosing/details/32134
https://ec.europa.eu/growth/tools-databases/cosing/details/32134
https://ec.europa.eu/growth/tools-databases/cosing/details/32134
https://ec.europa.eu/growth/tools-databases/cosing/details/32134
https://ec.europa.eu/growth/tools-databases/cosing/details/33185
https://ec.europa.eu/growth/tools-databases/cosing/details/33185
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https://ec.europa.eu/growth/tools-databases/cosing/details/33185
https://ec.europa.eu/growth/tools-databases/cosing/details/33185
https://ec.europa.eu/growth/tools-databases/cosing/details/79971
https://ec.europa.eu/growth/tools-databases/cosing/details/79971
https://ec.europa.eu/growth/tools-databases/cosing/details/79971
https://ec.europa.eu/growth/tools-databases/cosing/details/79971
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
http://ec.europa.eu/health/archive/ph_risk/committees/04_sccp/docs/sccp_o_165.pdf
http://ec.europa.eu/health/archive/ph_risk/committees/04_sccp/docs/sccp_o_165.pdf
http://ec.europa.eu/health/archive/ph_risk/committees/04_sccp/docs/sccp_o_165.pdf
http://ec.europa.eu/health/archive/ph_risk/committees/04_sccp/docs/sccp_o_165.pdf
https://ec.europa.eu/growth/tools-databases/cosing/details/32858
https://ec.europa.eu/growth/tools-databases/cosing/details/32858
https://ec.europa.eu/growth/tools-databases/cosing/details/32858
https://ec.europa.eu/growth/tools-databases/cosing/details/32858
https://ec.europa.eu/growth/tools-databases/cosing/details/37816
https://ec.europa.eu/growth/tools-databases/cosing/details/37816
https://ec.europa.eu/growth/tools-databases/cosing/details/37816
https://ec.europa.eu/growth/tools-databases/cosing/details/37816
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https://ec.europa.eu/growth/tools-databases/cosing/details/54347
https://ec.europa.eu/growth/tools-databases/cosing/details/54347
https://ec.europa.eu/growth/tools-databases/cosing/details/54347
https://ec.europa.eu/growth/tools-databases/cosing/details/54347
http://ec.europa.eu/health/archive/ph_risk/committees/04_sccp/docs/sccp_o_165.pdf
http://ec.europa.eu/health/archive/ph_risk/committees/04_sccp/docs/sccp_o_165.pdf
http://ec.europa.eu/health/archive/ph_risk/committees/04_sccp/docs/sccp_o_165.pdf
http://ec.europa.eu/health/archive/ph_risk/committees/04_sccp/docs/sccp_o_165.pdf
https://ec.europa.eu/growth/tools-databases/cosing/details/32858
https://ec.europa.eu/growth/tools-databases/cosing/details/32858
https://ec.europa.eu/growth/tools-databases/cosing/details/32858
https://ec.europa.eu/growth/tools-databases/cosing/details/32858
http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_o_015.pdf
http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_o_015.pdf
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Parfum component;
BIONIKS INTENSIVE CARE CREAM does not contain parfum components.

Parfum Components Parfum Components Identitiy of The Amount of Use (%

Name Code Number Supplier Concentration)

Aromatic component;
BIONIKS INTENSIVE CARE CREAM does not contain aromatic components.

Amount of Use (%o

Aromatic Components Aromatic Components
Concentration)

INETE Code Number

Identitiy of The Supplier

N
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Safety Assessor’s Comment: BIONIKS INTENSIVE CARE CREAM is a leave-on cosmetic product

formulated with Ceramides, Squalane, Hyaluronic Acid, Panthenol, Shea Butter and Vitamin E. The formulation
does not contain added perfume, fragrance substances or aromatic ingredients. Consequently, an IFRA
Certificate of Conformity and fragrance allergen identification documentation are not applicable for this

product.

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

a) Physical/chemical characteristics:

Parameter Specifications Result

o 8 Appearance Cream Approved

2z
Qs .

S 2 Color White Approved
S5

@) 5 Odor Characteristic / Odorless Approved

Flammability Not Flammable Approved

pH 6,0 Approved

Resolution / Homogeneity Homogeneous Approved

b) Stability: The BIONIKS INTENSIVE CARE CREAM product has been subjected to stability testing. The
product was analyzed over a period of 45 days under different storage conditions, including 40°C. During the
test period, parameters such as appearance, colour, odour, pH, and packaging integrity were evaluated. No
significant changes were observed, and the product was found to be stable. The product is a cream and is placed
on the market in a 50 ml size. The primary packaging consists of a cosmetic jar containing the product. The
secondary packaging is a printed cardboard carton box. Stability test results are presented in PIF Annex I1.

3. Microbiological quality

BIONIKS INTENSIVE CARE CREAM has been tested for microbiological quality. The presence of total
mesophilic aerobic bacteria, yeast and mould, and specified pathogenic microorganisms including
Pseudomonas aeruginosa, Staphylococcus aureus, Escherichia coli and Candida albicans were evaluated in
the finished product. Microbiological analyses were performed according to relevant 1ISO standards (TS EN
ISO 21149, 16212, 22717, 22718, 18416 and 21150). According to the test results, total mesophilic aerobic
bacteria and total yeast and mould counts were found to be <10 cfu/g. Pathogenic microorganisms such as

Pseudomonas aeruginosa, Staphylococcus aureus, Escherichia coli and Candida albicans were not detected in
N
w
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the finished product. The results comply with the Cosmetic Regulation and the Guideline for Microbiological

Control of Cosmetic Products. The microbiological test results are presented in PIF Annex V.

BIONIKS INTENSIVE CARE CREAM contains a preservative system. The Challenge Test has been

performed and evaluated separately. Challenge test results are presented in PIF Annex I11.

4. Impurities, traces and the information about the packaging material
A- Impurities and Residues

Impurities originating from raw materials are documented in the raw material information section of the Product
Information File (PIF). There are no impurities in the finished product that pose a risk under normal or
reasonably foreseeable conditions of use. Furthermore, available supplier documentation including Safety Data
Sheets (SDS), Technical Data Sheets (TDS) and Certificates of Analysis (CoA) were reviewed during the safety

assessment. No specific concern regarding impurities, residues or contaminants was identified.

B — Packaging Material
BIONIKS INTENSIVE CARE CREAM,;

* The product is a cream and is placed on the market in a 50 ml size. The primary packaging consists of
a cosmetic jar containing the product. The product label is affixed to the primary container. The secondary

packaging consists of a printed cardboard carton box containing the mandatory product information.

The packaging system has been selected to ensure compatibility with the cosmetic formulation under normal
and reasonably foreseeable conditions of storage and use. Packaging compatibility has been evaluated and no
incompatibility between the formulation and packaging materials has been identified. The packaging and the
product consist of matching components suitable for the intended cosmetic application. Information about

packaging materials is presented in Annex V.

5. Normal and reasonably foreseeable use

Product usage: Apply a sufficient amount of cream to clean, dry skin twice daily, morning and evening,

massaging gently until absorbed. Suitable for both face and body. For external use only. Avoid contact with
eyes. In case of contact, rinse thoroughly with plenty of water. Do not use on irritated or damaged skin. Keep
out of reach of children.

Product use freguency: The frequency of application is specified on the product label. According to SCCS

Notes of Guidance exposure data for body lotion products, the frequency of application is considered as
2.28/day.

N
N
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Label information

bioniks
INTENSIVE CARE CREAM

hyaluronic acid complex niacinamide
chamomile extract aloe barbadensis leaf juice
hydrate + soothe + comfort

Deep Moisture Reservoir
Utilizes a Multi-Hyaluronic
Complex to deliver intense,

long-lasting hydration.
Instant Botanical Calm
Harnesses Chamomile and Aloe
Vera to instantly soothe and
relieve dry skin.

Skin Equilibrium
Enriched with Niacinamide and
Panthenol to maintain a healthy

and balanced complexion.

50 ml 1.69 fl.oz

INTENSIVE CARE CREAM

Enriched with Hyaluronic Acid Complex, Niacinamide, Chamomile Extract, Aloe Barbadensis Leaf Water,
Panthenol, and Betaine, this intense moisturizer deeply hydrates and soothes the skin. It helps maintain the skin's
optimal moisture balance, keeping it soft and supple, all day long. Directions for use/Cautions: Apply a
sufficient amount of cream to clean, dry skin twice daily, morning and evening, massaging it in. Suitable for
both face and body. For external use only. Avoid contact with eyes. In case of contact, rinse thoroughly with
plenty of water. Do not use on irritated or damaged skin. Keep out of reach of children.

YOGUN BAKIM KREMI

Hyaluronik Asit Kompleksi, Niasinamid, Papatya Ozii, Aloe Barbadensis Yaprag: Suyu, Pantenol ve Betain ile
zenginlestirilmis yogun nemlendirici, cildi derinlemesine nemlendirirken cildin sakinlesmesini destekler. Cildin
optimum nem dengesinin korunmasina yardimci olarak cildin giin boyu yumusak ve esnek goriinmesini
destekler. Kullanim Sekli/Uyarilar: Glinde iki kez sabah ve aksam, temiz ve kuru cildinize yeterli miktarda
kremi masaj yaparak uygulaymiz. Hem yiiz hem de viicut i¢in kullanimi uygundur. Harici kullanilir. Goz ile
temasindan kacininiz. Temas halinde bol su ile durulayniz. Tahris olmus veya hasar goérmiis cilt {izerinde

kullanmayiniz. Cocuklarin ulasamayacagi yerde saklayiniz.

N
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Icindekiler / Ingredients (INCI): Aqua, Glycerin, Niacinamide, Caprylic/Capric Triglyceride, Bis-Diglyceryl
Polyacyladipate-2, Glyceryl Stearate, Panthenol, Cetearyl Alcohol, 1,2-Hexanediol, Betaine, , Aloe Barbadensis
Leaf Juice, Squalane, Hyaluronic Acid, Sodium Acetylated Hyaluronate, Sodium Hyaluronate, Saccharide
Isomerate, Sodium Hyaluronate Crosspolymer, Hydroxypropyltrimonium Hyaluronate, Hydrolyzed Sodium
Hyaluronate, Hydrolyzed Hyaluronic Acid, Phenoxyethanol, Dimethicone, Polyacrylamide, Acrylates/C10-30
Alkyl Acrylate Crosspolymer, Laureth-7, Sodium Stearoyl Lactylate, C13-14 Isoparaffin, Sodium Lauroyl
Glutamate, Dimethicone Crosspolymer, Chamomilla Recutita Flower Extract, Ethylhexylglycerin, Citric Acid,
Sodium Citrate, Benzoic Acid, Dehydroacetic Acid,

Sodium Benzoate, Potassium Sorbate.

Elevate your daily routine

SORUMLU KiSi:
BIONIKS MEDIKAL KOZMETIK LTD.STI.
Cevizli Mah. Mustafa Kemal Cad. Hukukgcular Is Merkezi No: 34 i¢ Kap1 No:15 Kartal/Istanbul

BARKOD: 8685221795120
Lot No: B04261C01
Exp. Date: 04.2029

Made in TURKIYE
50 mle/1.69 fl.oz.

-
e
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6. Exposure to the cosmetic product
Product Type: Cosmetic Leave-on skin care product (Face and Body Cream / Body Lotion)
1) The site(s) of application: area body — area head

2) The surface area(s) of application (cm2): 15670 cm? (SCCS Notes of Guidance, 12th Revision, Body
Lotion)

3) The amount of product applied (g): 7.82 g (SCCS Notes of Guidance, 12th Revision, Body Lotion)

4) The duration and frequency of use: 2.28/day (SCCS Notes of Guidance, 12th Revision, Body Lotion)

*Safety Assesor’s Comment: The product label recommends application twice daily, morning and evening, and

states that the product is suitable for both face and body. For safety assessment purposes, the exposure values
established for body lotion products in the SCCS Notes of Guidance were used as a conservative worst-case
approach.

5) The normal and reasonably foreseeable exposure route(s): Exposure with direct skin, dermal and Leave-
on

6) The targeted (or exposed) population(s). Potential exposure of a specific population shall also be taken
into account: The targeted population is adults.

7) Possibility of secondary exposure: There is no possibility of secondary exposure way.

Safety Assessor’s Comment: As BIONIKS INTENSIVE CARE CREAM is a leave-on cosmetic product
intended for application to both face and body, the exposure values established for body lotion products in the
SCCS Notes of Guidance (12th Revision) were considered appropriate and were therefore used for the safety
assessment as a conservative worst-case exposure scenario.

[Ref: The SCCS Notes of Guidance For The Testing Of Cosmetic Ingredients and Their Safety Evaluation,
12th Revision]

N
~

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.




7. Exposure to the substances
SED = A (mg/kg body weight/day) x C(%) / 100 x DAp (%)/100

SED (ma/kg body weight/day): The Systemic Exposure Dosage of a cosmetic ingredient is the amount expected
to enter the bloodstream (and therefore be systemically available) per kg body weight and per day. It is expressed
in mg/kg body weight/day.

A (mg/kg body weight/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 ingredient 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.

DAp was considered as 100 in calculations.
For Body Lotion; A = 123.20 mg/kg bw/day for raw materials.

For preservative ingredients, aggregate exposure is considered in accordance with SCCS Notes of Guidance.
Therefore, A = 269 mg/kg bw/day is accepted and used in the safety calculations for preservative substances.

Safety Assessor’s Comment: As BIONIKS INTENSIVE CARE CREAM is a leave-on cosmetic product
intended for application to both face and body, the exposure values established for body lotion products in the
SCCS Notes of Guidance (12th Revision) were used for the safety assessment as a conservative worst-case
approach.

Where ingredient-specific dermal absorption data are unavailable, a default dermal absorption value of 100%
may be applied as a conservative worst-case assumption.

Although complete dermal penetration is not expected under normal physiological conditions due to the barrier
function of human skin, the use of DAp = 100% intentionally overestimates systemic exposure and therefore
provides an additional margin of consumer protection.

Consequently, DAp = 100%o represents a protective worst-case exposure scenario and does not reflect the actual

expected dermal absorption of the ingredient.

[Ref: The SCCS Notes of Guidance For The Testing Of Cosmetic Ingredients and Their Safety

Evaluation, 12th Revision]

N
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SED calculations of the individual raw materials, excluding preservative and fragrance components, are

presented below. The exposure parameters (A value and DAp) described in Section 7 have been applied

consistently throughout all SED calculations.

e SED calculation for Aqua:

A: 123,2 mg/kg bw/day

C: % 72,704

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 72,704/100 x 100/100

SED=89,571328 mg/kg bw/day

e SED calculation for Glycerin:

A: 123,2 mg/kg bw/day

C: % 10,125

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 10,125/100 x 100/100

SED= 12,474 mg/kg bw/day

e SED calculation for Niacinamide:

A: 123,2 mg/kg bw/day

C:%2

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 2/100 x 100/100

SED= 2,464 mg/kg bw/day

e SED calculation for Caprylic/Capric Triglyceride:
A: 123,2 mg/kg bw/day

C:%2

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 2/100 x 100/100

SED= 2,464 mg/kg bw/day

e SED calculation for Bis-Diglyceryl Polyacyladipate-2:

A: 123,2 mg/kg bw/day

C:%15

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 1,5/100 x 100/100

SED= 1,848 mg/kg bw/day

N
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e SED calculation for Glyceryl Stearate:

A: 123,2 mg/kg bw/day

C:%15

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 1,5/100 x 100/100

SED= 1,848 mg/kg bw/day

e SED calculation for Panthenol:

A: 123,2 mg/kg bw/day

C: % 1,1385

SED = A (mg/kg bw/day) x C(%) /100 x DAp (%)/100
SED =123,2 x 1,1385/100 x 100/100

SED= 1,402632 mg/kg bw/day

e SED calculation for Cetearyl Alcohol:

A: 123,2 mg/kg bw/day

C:%1

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 1/100 x 100/100

SED= 1,232 mg/kg bw/day

e SED calculation for 1,2-Hexanediol:

A: 123,2 mg/kg bw/day

C:%1

SED = A (mg/kg bw/day) x C(%) /100 x DAp (%)/100
SED =123,2 x 1/100 x 100/100

SED= 1,232 mg/kg bw/day

e SED calculation for Betaine:

A: 123,2 mg/kg bw/day

C%l

SED = A (mg/kg bw/day) x C(%) /100 x DAp (%)/100
SED =123,2 x 1/100 x 100/100

SED= 1,232 mg/kg bw/day

e SED calculation for Aloe Barbadensis Leaf Juice:
A: 123,2 mg/kg bw/day

C:%l

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100

W
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SED =123,2 x 1/100 x 100/100
SED= 1,232 mg/kg bw/day

e SED calculation for Dimethicone:

A: 123,2 mg/kg bw/day

C: % 0,85

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,85/100 x 100/100

SED=1,0472 mg/kg bw/day

e SED calculation for Polyacrylamide:

A: 123,2 mg/kg bw/day

C:%0,6

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,6/100 x 100/100

SED= 0,7392 mg/kg bw/day

e SED calculation for Acrylates/C10-30 Alkyl Acrylate Crosspolymer:
A: 123,2 mg/kg bw/day

C:%0,5

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100

SED =123,2 x 0,5/100 x 100/100

SED= 0,616 mg/kg bw/day

e SED calculation for Saccharide Isomerate:

A: 123,2 mg/kg bw/day

C:%0,5

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,5/100 x 100/100

SED= 0,616 mg/kg bw/day

e SED calculation for Laureth-7:

A: 123,2 mg/kg bw/day

C:%0,3

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,3/100 x 100/100

SED= 0,3696 mg/kg bw/day

e SED calculation for Sodium Stearoyl Lactylate:

A: 123,2 mg/kg bw/day
w
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C:%0,3

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,3/100 x 100/100

SED=0,3696 mg/kg bw/day

e SED calculation for C13-14 Isoparaffin:

A: 123,2 mg/kg bw/day

C:%0,25

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,25/100 x 100/100

SED= 0,308 mg/kg bw/day

e SED calculation for Sodium Lauroyl Glutamate:
A: 123,2 mg/kg bw/day

C:%0,2

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,2/100 x 100/100

SED= 0,2464 mg/kg bw/day

e SED calculation for Dimethicone Crosspolymer:
A: 123,2 mg/kg bw/day

C:%0,15

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,15/100 x 100/100

SED= 0,1848 mg/kg bw/day

e SED calculation for Chamomilla Recutita Flower Extract:
A: 123,2 mg/kg bw/day

C: % 0,125

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100

SED =123,2 x 0,125/100 x 100/100

SED= 0,154 mg/kg bw/day

e SED calculation for Ethylhexylglycerin:
A: 123,2 mg/kg bw/day
C:%0,118
SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,118/100 x 100/100
SED= 0,145376 mg/kg bw/day
N
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e SED calculation for Squalane:

A: 123,2 mg/kg bw/day

C:%0,1

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,1/100 x 100/100

SED=0,1232 mg/kg bw/day

e SED calculation for Hyaluronic Acid:

A: 123,2 mg/kg bw/day

C: % 0,0225

SED = A (mg/kg bw/day) x C(%) /100 x DAp (%)/100
SED =123,2 x 0,0225/100 x 100/100

SED=0,02772 mg/kg bw/day

e SED calculation for Citric Acid:

A: 123,2 mg/kg bw/day

C:% 0,02

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,02/100 x 100/100

SED= 0,02464 mg/kg bw/day

e SED calculation for Sodium Acetylated Hyaluronate:
A: 123,2 mg/kg bw/day

C:% 0,018

SED = A (mg/kg bw/day) x C(%) /100 x DAp (%)/100
SED =123,2 x 0,018/100 x 100/100

SED=0,022176 mg/kg bw/day

e SED calculation for Sodium Hyaluronate:

A: 123,2 mg/kg bw/day

C: % 0,015

SED = A (mg/kg bw/day) x C(%) /100 x DAp (%)/100
SED =123,2 x 0,015/100 x 100/100

SED= 0,01848 mg/kg bw/day

e SED calculation for Sodium Citrate:
A: 123,2 mg/kg bw/day
C:%0,01
SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
&

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



SED =123,2 x 0,01/100 x 100/100
SED=0,01232 mg/kg bw/day

e SED calculation for Sodium Hyaluronate Crosspolymer:
A: 123,2 mg/kg bw/day

C: % 0,0075

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100

SED =123,2 x 0,0075/100 x 100/100

SED= 0,00924 mg/kg bw/day

e SED calculation for Hydroxypropyltrimonium Hyaluronate:
A: 123,2 mg/kg bw/day

C: % 0,0045

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100

SED =123,2 x 0,0045/100 x 100/100

SED= 0,005544 mg/kg bw/day

e SED calculation for Hydrolyzed Hyaluronic Acid:
A: 123,2 mg/kg bw/day

C: % 0,003

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,003/100 x 100/100

SED= 0,003696 mg/kg bw/day

e SED calculation for Hydrolyzed Sodium Hyaluronate:
A: 123,2 mg/kg bw/day

C: % 0,003

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =123,2 x 0,003/100 x 100/100

SED= 0,003696 mg/kg bw/day

For preservative ingredients, aggregate exposure is considered in accordance with SCCS Notes of Guidance.
Therefore, A = 269 mg/kg bw/day has been accepted and used in the SED calculations for preservative
components.

SED calculations for the preservative components are presented below.

e SED calculation for Phenoxyethanol:
A: 269 mg/kg bw/day
C: % 0,932

w
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SED = A (mg/kg bw/day) x C(%)/ 100 x DAp (%)/100
SED =269 x 0,932/100 x 100/100
SED= 2,50708 mg/kg bw/day

e SED calculation for Potassium Sorbate:

A: 269 mg/kg bw/day

C: % 0,002

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED = 269 x 0,002/100 x 100/100

SED= 0,00538 mg/kg bw/day

e SED calculation for Sodium Benzoate:

A: 269 mg/kg bw/day

C: % 0,001

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =269 x 0,001/100 x 100/100

SED=0,00269 mg/kg bw/day

e SED calculation for Benzoic Acid:

A: 269 mg/kg bw/day

C: % 0,0005

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =269 x 0,0005/100 x 100/100

SED=0,001345 mg/kg bw/day

e SED calculation for Dehydroacetic Acid:

A: 269 mg/kg bw/day

C: % 0,0005

SED = A (mg/kg bw/day) x C(%) / 100 x DAp (%)/100
SED =269 x 0,0005/100 x 100/100

SED=0,001345 mg/kg bw/day

W
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SED Table for raw materials including preservatives except parfum components is below.

Amount of raw

Amount of material in | Retentio Dermal Dermal
Raw Materials Use (% . Absorptio | Absorptio|SED (mg/kg | A (mg/kg
. finished n Factor
INCI Name Concentrati n DAa n DAp bw/day) bw/day)
product (% (R)
on) . (ng/cm?) (%)
Concentration)
Aqua 72,7040 Max. 1,00 100 89,571328 123,20
a ! 72,7040 ! ! !
Glycerin 10,1250 Max. 1,00 100 12,474 123,20
y ! 10,1250 ! ! !
Niacinamide 2,0000 Max. 1,00 100 2,464 123,20
' 2,0000 ' ’ ’
Caprylic/Capric Max.
. ] 2,0000 1,00 - 100 2,464 123,20
Triglyceride 2,0000
Bis-Diglyceryl Max.
) 1,5000 1,00 - 100 1,848 123,20
Polyacyladipate-2 1,5000
Glyceryl Stearate 1,5000 Max. 1,00 100 1,848 123,20
yeery ! 1,5000 ’ ' ’
Panthenol 1,1385 Max. 1,00 100 1,402632 123,20
' 1,1385 ' ’ ’
Cetearyl Alcohol 1,0000 Max. 1,00 100 1,232 123,20
y ! 1,0000 ! ! !
1,2-Hexanediol | 1,0000 Max. 1,00 100 1232 | 12320
’ ] 110000 1 ' ’
Betaine 1,0000 Max. 1,00 100 1,232 123.20
' 1,0000 ' ’ ’
Aloe Barbadensis Max.
Leaf Juice 1,0000 1.0000 1,00 - 100 1,232 123,20
Phenoxyethanol 0,9320 Max. 1,00 100 2,50708 269
y ! 0,9320 ! !
Dimethicone 0,8500 Max. 1,00 100 1,0472 123,20
' 0,8500 ' ’ ’
Polyacrylamide 0,6000 Max. 1,00 100 0,7392 123,20
yacry ! 0,6000 ! ! !
w
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Acrylates/C10-30 Max
Alkyl Acrylate 0,5000 0.50 O'O 1,00 - 100 0,616 123,20
Crosspolymer ’
Saccharide Max.
Isomerate 0,5000 0.5000 1,00 - 100 0,616 123,20
Laureth-7 0,3000 Max. 1,00 100 0,3696 123,20
' 0,3000 ' ’ ’
Sodium Stearoyl Max.
1 - 1 1232
Lactylate 0,3000 0.3000 ,00 00 0,3696 3,20
C13-14 Isoparaffin | 0,2500 Max. 1,00 100 0,308 123.20
P ! 0,2500 ! ! !
Sodium Lauroyl Max.
Glutamate 0,2000 0.2000 1,00 - 100 0,2464 123,20
Dimethicone Max.
0,1500 1,00 - 100 0,1848 123,20
Crosspolymer 0,1500
Chamomilla Max
Recutita Flower 0,1250 ' 1,00 - 100 0,154 123,20
0,1250
Extract
. Max.
Ethylhexylglycerin 0,1180 0.1180 1,00 - 100 0,145376 123,20
Squalane 0,1000 Max. 1,00 100 01232 | 12320
a ! 0,1000 ! ! !
Hyaluronic Acid |  0,0225 Max. 1,00 100 002772 | 12320
y : 0,0225 : ! !
Citric Acid 0,0200 Max. 1,00 100 0,02464 123,20
' 0,0200 ' ' ’
Sodium Acetylated Max.
Hyaluronate 0,0180 0.0180 1,00 - 100 0,022176 123,20
Sodium Max.
Hyaluronate 0,0150 0.0150 1,00 - 100 0,01848 123,20
Sodium Citrate |  0,0100 Max. 1,00 100 001232 | 12320
' 0,0100 ' ' ’
Sodium Max
Hyaluronate 0,0075 ' 1,00 - 100 0,00924 123,20
0,0075
Crosspolymer

w
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Hydroxypropyltrim | o Max. 1,00 i 100 | 0005544 | 123,20
onium Hyaluronate 0,0045
Hydrolyzed Max.
yzee 0,0030 1,00 i 100 | 0003696 | 123,20
Hyaluronic Acid 0,0030
Hydrolyzed Sodium Max.
0,0030 1,00 i 100 | 0003696 | 123,20
Hyaluronate 0,0030
Potassium Sorbate |  0,0020 Max. 1,00 100 | 0,00538 269
! 0,0020 ! !
Sodium Benzoate |  0,0010 Max. 1,00 100 | 0,00269 269
! 0,0010 ! !
Benzoic Acid 0,0005 Max. 1,00 100 | 0001345 | 269
! 0,0005 ! /
. . Max.
Dehydroacetic Acid| 0,0005 0.0005 1,00 - 100 0,001345 269

BIONIKS INTENSIVE CARE CREAM does not contain any parfum and aromatic components. For that

reason, SED calculations for parfum and aromatic components are not calculated.

8. Toxicological profile of the substances
G NO(A)EL
SED
MoS calculations for raw materials are below.
« Mos Calculation For Aqua:
NO(A)EL: Not Found.
SED: 89,571328 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= Not calculated.
*** Reasoning / Aqua / Safety Assessor Comment:

Based on current Cosmetic legislation 1223/2009, MoS must be calculated for every ingredient according to
the relevant NO(A)EL.

For ingredients without NO(A)EL values and total lack of safety reference, the calculation below is a "worst

case approach”, where, taking under consideration the pure maximum concentrated material of the formula, a
minimum theoretical toxicological threshold is derived according to the Estimated Daily Exposure (A) of the
product.

W
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In this way "dangerous" ingredients are considered only those with hypothetical toxicological thresholds
lower than the calculated minimum threshold value and concentrations, even not greater than the pure
maximum concentrated material, but able to result (under Safety calculation) in MoS <100.

The combination above is statistically difficult to yield in MoS <100 as:

1. The existence in calculations of the maximum concentrated material of the formula (without NO(A)EL),
minimizes the possibilities of any other material to be so potent (in view of a NO(A)EL value).

2. In this approach the calculated theoretical threshold is usually lower than 1000 mg/kg bw/day depending on
the type of product. Toxicological reference values at these levels can generally be found only in ingredients
such as preservatives and biocides.

3. Ingredients with low NO(A)EL values (<1000 mg/kg bw/day) are generally well defined in toxicological
literature and exact toxicological data are usually available for calculation of the relevant MoS.

Calculation of the ‘Worst Case Approach’:

MoS =100, with:
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 (123,20)

C (%) = The concentration of the ingredient under study in the finished cosmetic product on the application
site (here Aqua %72,704)

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life
conditions (100%)

SED = A (mg/kg bw/day) x C (%) /100 x DAp (%) /100
SED = 123,20 x 72,704/100 x 100/100
SED = 89,571328 mg/kg bw/day

The minimum PODsys, according to the above suggested calculations for the pure maximum concentrated
ingredient, should be:

Minimum PODsys = MoS x SED
Minimum PODsys = 100 x 89,571328
Minimum PODsys = 8957,1328 mg/kg bw/day

All calculations take into account the SCCS approach whereby, in the absence of specific oral absorption data,
a default oral bioavailability of 50% may be assumed.

Therefore:
Equivalent Minimum Oral NO(A)EL = Minimum PODsys x 2

Equivalent Minimum Oral NO(A)EL = 8957,1328 x 2
w
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Equivalent Minimum Oral NO(A)EL = 17914,2656 mg/kg bw/day
Result: SATISFACTORY

Conclusion: It is unlikely for ingredients of the specific formula, without identified NO(A)EL values and with
total lack of toxicological reference data, to present toxicological thresholds lower than the equivalent
minimum oral NO(A)EL calculated according to the "Worst Case Approach” and consequently, at the present
concentrations, to yield a Margin of Safety below 100.

Furthermore,

Water is the major solvent of cosmetic formulations and has an established history of safe use in cosmetic
products. No toxicological concern is expected from its use as the main vehicle of the formulation.

[Ref: General cosmetic safety assessment approach; Regulation (EC) No. 1223/2009; SCCS Notes of
Guidance, 12th Revision.]

« Mos Calculation For Glycerin:
NOAEL.: 1000 mg/kg bw/day
SED (DAp 100%): 12,474 mg/kg bw/day
MosS (initial)= 80,166747
MoS < 100

Since ingredient-specific dermal absorption data are not available and the initial calculation is below 100,
DAp was refined to 50% as a conservative approach.

SED (DAp 50%): 6,237 mg/kg bw/day
Mos= NO(A)EL / SED

Mos= 160,333494

Mos > 100

Safety Assessor’s Comment: Since the dermal NOAEL value was not found for Glycerin, the calculation has
been performed using the oral NOAEL value converted for dermal assessment by division by 2. The oral
NOAEL value of 2000 mg/kg bw/day was therefore accepted as 1000 mg/kg bw/day. As the initial MoS
calculated with DAp = 100% was below 100, an additional calculation was performed using DAp = 50% in
line with the conservative oral absorption approach.

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: OECD SIDS, Glycerol; SCCS Notes of Guidance, 12th Revision.]

» Mos Calculation For Niacinamide:
NOAEL.: 215 mg/kg bw/day

SED (DAp 100%): 2,464 mg/kg bw/day ~
-
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MosS (initial)= 87,256494
MoS < 100

Since ingredient-specific dermal absorption data are not available and the initial calculation is below 100,
DAp was refined to 50% as a conservative approach.

SED (DAp 50%): 1,232 mg/kg bw/day
Mos= NO(A)EL / SED

Mos= 174,512987

Mos > 100

Safety Assessor’s Comment: A repeated dose oral NOAEL of 215 mg/kg bw/day has been used. As the
initial MoS calculated with DAp = 100% was below 100, an additional calculation was performed using DAp
= 50% as a conservative refinement in the absence of ingredient-specific dermal absorption data.

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: Toxicological profile of Niacinamide; EPA/Nicotinamide assessment; SCCS Notes of Guidance, 12th
Revision.]

« Mos Calculation For Caprylic/Capric Triglyceride:
NOAEL.: 3500 mg/kg bw/day
SED: 2,464 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 1420,454545
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: CIR Safety Assessment of Caprylic/Capric Triglyceride and related cosmetic ingredients.]

« Mos Calculation For Bis-Diglyceryl Polyacyladipate-2:
NOAEL.: 1800 mg/kg bw/day
SED: 1,848 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 974,025974
Mos > 100
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* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: CIR Safety Assessment / toxicological information for Bis-Diglyceryl Polyacyladipate-2.]

« Mos Calculation For Glyceryl Stearate:
NO(A)EL: Not Found.
SED: 1,848 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= Not calculated.
*** Reasoning / Glyceryl Stearate / Safety Assessor Comment:

Based on current Cosmetic legislation 1223/2009, MoS must be calculated for every ingredient according to
the relevant NO(A)EL.

For ingredients without NO(A)EL values and total lack of safety reference, the calculation below is a "worst

case approach”, where, taking under consideration the pure maximum concentrated material of the formula, a
minimum theoretical toxicological threshold is derived according to the Estimated Daily Exposure (A) of the
product.

In this way "dangerous" ingredients are considered only those with hypothetical toxicological thresholds
lower than the calculated minimum threshold value and concentrations, even not greater than the pure
maximum concentrated material, but able to result (under Safety calculation) in MoS <100.

The combination above is statistically difficult to yield in MoS <100 as:

1. The existence in calculations of the maximum concentrated material of the formula (without NO(A)EL),
minimizes the possibilities of any other material to be so potent (in view of a NO(A)EL value).

2. In this approach the calculated theoretical threshold is usually lower than 1000 mg/kg bw/day depending on
the type of product. Toxicological reference values at these levels can generally be found only in ingredients
such as preservatives and biocides.

3. Ingredients with low NO(A)EL values (<1000 mg/kg bw/day) are generally well defined in toxicological
literature and exact toxicological data are usually available for calculation of the relevant MoS.

Calculation of the ‘Worst Case Approach’:

MosS >100, with:
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 (123,20)

C (%) = The concentration of the ingredient under study in the finished cosmetic product on the application
site (here Glyceryl Stearate %1,5)

N
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DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life
conditions (100%)

SED = A (mg/kg bw/day) x C (%) /100 x DAp (%) /100
SED = 123,20 x 1,5/100 x 100/100
SED = 1,848 mg/kg bw/day

The minimum PODsys, according to the above suggested calculations for the pure maximum concentrated
ingredient, should be:

Minimum PODsys = MoS x SED
Minimum PODsys = 100 x 1,848
Minimum PODsys = 184,8 mg/kg bw/day

All calculations take into account the SCCS approach whereby, in the absence of specific oral absorption data,
a default oral bioavailability of 50% may be assumed.

Therefore:

Equivalent Minimum Oral NO(A)EL = Minimum PODsys x 2
Equivalent Minimum Oral NO(A)EL = 184,8 x 2

Equivalent Minimum Oral NO(A)EL = 369,6 mg/kg bw/day
Result: SATISFACTORY

Conclusion: It is unlikely for ingredients of the specific formula, without identified NO(A)EL values and with
total lack of toxicological reference data, to present toxicological thresholds lower than the equivalent
minimum oral NO(A)EL calculated according to the "Worst Case Approach" and consequently, at the present
concentrations, to yield a Margin of Safety below 100.

Furthermore,

Glyceryl Stearate is a glyceryl fatty acid ester. The CIR Expert Panel has concluded that glyceryl fatty acid
esters are safe in cosmetics in the present practices of use and concentration when formulated to be non-
irritating.

[Ref: CIR Safety Assessment of Glyceryl Stearate and related glyceryl fatty acid esters.]
» Mos Calculation For Panthenol:

NOAEL: 1000 mg/kg bw/day

SED: 1,402632 mg/kg bw/day

Mos= NO(A)EL / SED

Mos= 712,945377

Mos > 100
N
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* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: Scientific Opinion on the safety and efficacy of pantothenic acid and D-panthenol; EFSA.]

» Mos Calculation For Cetearyl Alcohol:
NOAEL.: 1000 mg/kg bw/day
SED: 1,232 mg/kg bw/day
Mos= NO(A)EL / SED
Mos=811,688312
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: CIR Safety Assessment of Fatty Alcohols as Used in Cosmetics.]

» Mos Calculation For 1,2-Hexanediol:
NOAEL.: 1000 mg/kg bw/day
SED: 1,232 mg/kg bw/day
Mos= NO(A)EL / SED
Mos=811,688312
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: CIR Safety Assessment of 1,2-Glycols as Used in Cosmetics.]

» Mos Calculation For Betaine:
NO(A)EL: Not Found.
SED: 1,232 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= Not calculated.
*** Reasoning / Betaine / Safety Assessor Comment:

Based on current Cosmetic legislation 1223/2009, MoS must be calculated for every ingredient according to
the relevant NO(A)EL.

For ingredients without NO(A)EL values and total lack of safety reference, the calculation below is a "worst
case approach”, where, taking under consideration the pure maximum concentrated material of the forﬂula, a
I
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minimum theoretical toxicological threshold is derived according to the Estimated Daily Exposure (A) of the
product.

In this way "dangerous" ingredients are considered only those with hypothetical toxicological thresholds
lower than the calculated minimum threshold value and concentrations, even not greater than the pure
maximum concentrated material, but able to result (under Safety calculation) in MoS <100.

The combination above is statistically difficult to yield in MoS <100 as:

1. The existence in calculations of the maximum concentrated material of the formula (without NO(A)EL),
minimizes the possibilities of any other material to be so potent (in view of a NO(A)EL value).

2. In this approach the calculated theoretical threshold is usually lower than 1000 mg/kg bw/day depending on
the type of product. Toxicological reference values at these levels can generally be found only in ingredients
such as preservatives and biocides.

3. Ingredients with low NO(A)EL values (<1000 mg/kg bw/day) are generally well defined in toxicological
literature and exact toxicological data are usually available for calculation of the relevant MoS.

Calculation of the ‘Worst Case Approach’:

MoS =100, with:
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 (123,20)

C (%) = The concentration of the ingredient under study in the finished cosmetic product on the application
site (here Betaine %1)

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life
conditions (100%)

SED = A (mg/kg bw/day) x C (%) /100 x DAp (%) /100
SED = 123,20 x 1/100 x 100/100
SED = 1,232 mg/kg bw/day

The minimum PODsys, according to the above suggested calculations for the pure maximum concentrated
ingredient, should be:

Minimum PODsys = MoS x SED
Minimum PODsys = 100 x 1,232
Minimum PODsys = 123,2 mg/kg bw/day

All calculations take into account the SCCS approach whereby, in the absence of specific oral absorption data,
a default oral bioavailability of 50% may be assumed.

Therefore:

S
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Equivalent Minimum Oral NO(A)EL = Minimum PODsys x 2
Equivalent Minimum Oral NO(A)EL =123,2 x 2

Equivalent Minimum Oral NO(A)EL = 246,4 mg/kg bw/day
Result: SATISFACTORY

Conclusion: It is unlikely for ingredients of the specific formula, without identified NO(A)EL values and with
total lack of toxicological reference data, to present toxicological thresholds lower than the equivalent
minimum oral NO(A)EL calculated according to the "Worst Case Approach” and consequently, at the present
concentrations, to yield a Margin of Safety below 100.

Furthermore,

Betaine has a long history of use as a humectant and skin conditioning ingredient. Available safety
information indicates low acute toxicity and no genotoxic concern under normal cosmetic use conditions.

[Ref: Toxicological information for Betaine; cosmetic ingredient safety data.]

« Mos Calculation For Aloe Barbadensis Leaf Juice:
NO(A)EL: Not Found.
SED: 1,232 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= Not calculated.
*** Reasoning / Aloe Barbadensis Leaf Juice / Safety Assessor Comment:

Based on current Cosmetic legislation 1223/2009, MoS must be calculated for every ingredient according to
the relevant NO(A)EL.

For ingredients without NO(A)EL values and total lack of safety reference, the calculation below is a "worst

case approach”, where, taking under consideration the pure maximum concentrated material of the formula, a
minimum theoretical toxicological threshold is derived according to the Estimated Daily Exposure (A) of the
product.

In this way "dangerous" ingredients are considered only those with hypothetical toxicological thresholds
lower than the calculated minimum threshold value and concentrations, even not greater than the pure
maximum concentrated material, but able to result (under Safety calculation) in MoS <100.

The combination above is statistically difficult to yield in MoS <100 as:

1. The existence in calculations of the maximum concentrated material of the formula (without NO(A)EL),
minimizes the possibilities of any other material to be so potent (in view of a NO(A)EL value).

2. In this approach the calculated theoretical threshold is usually lower than 1000 mg/kg bw/day depending on
the type of product. Toxicological reference values at these levels can generally be found only in ingredients
such as preservatives and biocides.
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3. Ingredients with low NO(A)EL values (<1000 mg/kg bw/day) are generally well defined in toxicological
literature and exact toxicological data are usually available for calculation of the relevant MoS.

Calculation of the ‘Worst Case Approach’:

MoS >100, with:
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 (123,20)

C (%) = The concentration of the ingredient under study in the finished cosmetic product on the application
site (here Aloe Barbadensis Leaf Juice %1)

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life
conditions (100%)

SED = A (mg/kg bw/day) x C (%) /100 x DAp (%) /100
SED = 123,20 x 1/100 x 100/100
SED = 1,232 mg/kg bw/day

The minimum PODsys, according to the above suggested calculations for the pure maximum concentrated
ingredient, should be:

Minimum PODsys = MoS x SED
Minimum PODsys = 100 x 1,232
Minimum PODsys = 123,2 mg/kg bw/day

All calculations take into account the SCCS approach whereby, in the absence of specific oral absorption data,
a default oral bioavailability of 50% may be assumed.

Therefore:

Equivalent Minimum Oral NO(A)EL = Minimum PODsys x 2
Equivalent Minimum Oral NO(A)EL = 123,2 x 2

Equivalent Minimum Oral NO(A)EL = 246,4 mg/kg bw/day
Result: SATISFACTORY

Conclusion: It is unlikely for ingredients of the specific formula, without identified NO(A)EL values and with
total lack of toxicological reference data, to present toxicological thresholds lower than the equivalent
minimum oral NO(A)EL calculated according to the "Worst Case Approach™ and consequently, at the present
concentrations, to yield a Margin of Safety below 100.

Furthermore,
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Aloe Barbadensis Leaf Juice is widely used in cosmetic products as a skin conditioning and soothing
ingredient. Available cosmetic safety assessments support its use in topical products at typical cosmetic
concentrations.

[Ref: CIR Safety Assessment of Aloe-derived ingredients as used in cosmetics.]

« Mos Calculation For Dimethicone:
NO(A)EL: Not Found.
SED: 1,0472 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= Not calculated.
*** Reasoning / Dimethicone / Safety Assessor Comment:

Based on current Cosmetic legislation 1223/2009, MoS must be calculated for every ingredient according to
the relevant NO(A)EL.

For ingredients without NO(A)EL values and total lack of safety reference, the calculation below is a "worst

case approach”, where, taking under consideration the pure maximum concentrated material of the formula, a
minimum theoretical toxicological threshold is derived according to the Estimated Daily Exposure (A) of the
product.

In this way "dangerous" ingredients are considered only those with hypothetical toxicological thresholds
lower than the calculated minimum threshold value and concentrations, even not greater than the pure
maximum concentrated material, but able to result (under Safety calculation) in MoS <100.

The combination above is statistically difficult to yield in MoS <100 as:

1. The existence in calculations of the maximum concentrated material of the formula (without NO(A)EL),
minimizes the possibilities of any other material to be so potent (in view of a NO(A)EL value).

2. In this approach the calculated theoretical threshold is usually lower than 1000 mg/kg bw/day depending on
the type of product. Toxicological reference values at these levels can generally be found only in ingredients
such as preservatives and biocides.

3. Ingredients with low NO(A)EL values (<1000 mg/kg bw/day) are generally well defined in toxicological
literature and exact toxicological data are usually available for calculation of the relevant MoS.

Calculation of the ‘Worst Case Approach’:

MoS >100, with:
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 (123,20)

C (%) = The concentration of the ingredient under study in the finished cosmetic product on the application

site (here Dimethicone %0,85) ~
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DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life
conditions (100%)

SED = A (mg/kg bw/day) x C (%) /100 x DAp (%) /100
SED = 123,20 x 0,85/100 x 100/100
SED = 1,0472 mg/kg bw/day

The minimum PODsys, according to the above suggested calculations for the pure maximum concentrated
ingredient, should be:

Minimum PODsys = MoS x SED
Minimum PODsys = 100 x 1,0472
Minimum PODsys = 104,72 mg/kg bw/day

All calculations take into account the SCCS approach whereby, in the absence of specific oral absorption data,
a default oral bioavailability of 50% may be assumed.

Therefore:

Equivalent Minimum Oral NO(A)EL = Minimum PODsys x 2
Equivalent Minimum Oral NO(A)EL = 104,72 x 2

Equivalent Minimum Oral NO(A)EL = 209,44 mg/kg bw/day
Result: SATISFACTORY

Conclusion: It is unlikely for ingredients of the specific formula, without identified NO(A)EL values and with
total lack of toxicological reference data, to present toxicological thresholds lower than the equivalent
minimum oral NO(A)EL calculated according to the "Worst Case Approach" and consequently, at the present
concentrations, to yield a Margin of Safety below 100.

Furthermore,

Dimethicone is a high molecular weight silicone polymer with limited dermal penetration potential. The CIR
Expert Panel has concluded that dimethicone and related silicone polymers are safe as used in cosmetics.

[Ref: CIR Safety Assessment of Dimethicone and related silicone polymers as used in cosmetics.]

» Mos Calculation For Polyacrylamide:
NO(A)EL: Not Found.
SED: 0,7392 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= Not calculated.

*** Reasoning / Polyacrylamide / Safety Assessor Comment:
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Based on current Cosmetic legislation 1223/2009, MoS must be calculated for every ingredient according to
the relevant NO(A)EL.

For ingredients without NO(A)EL values and total lack of safety reference, the calculation below is a "worst

case approach™, where, taking under consideration the pure maximum concentrated material of the formula, a
minimum theoretical toxicological threshold is derived according to the Estimated Daily Exposure (A) of the
product.

In this way "dangerous" ingredients are considered only those with hypothetical toxicological thresholds
lower than the calculated minimum threshold value and concentrations, even not greater than the pure
maximum concentrated material, but able to result (under Safety calculation) in MoS <100.

The combination above is statistically difficult to yield in MoS <100 as:

1. The existence in calculations of the maximum concentrated material of the formula (without NO(A)EL),
minimizes the possibilities of any other material to be so potent (in view of a NO(A)EL value).

2. In this approach the calculated theoretical threshold is usually lower than 1000 mg/kg bw/day depending on
the type of product. Toxicological reference values at these levels can generally be found only in ingredients
such as preservatives and biocides.

3. Ingredients with low NO(A)EL values (<1000 mg/kg bw/day) are generally well defined in toxicological
literature and exact toxicological data are usually available for calculation of the relevant MoS.

Calculation of the ‘Worst Case Approach’:

MoS >100, with:
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 (123,20)

C (%) = The concentration of the ingredient under study in the finished cosmetic product on the application
site (here Polyacrylamide %0,6)

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life
conditions (100%)

SED = A (mg/kg bw/day) x C (%) /100 x DAp (%) /100
SED = 123,20 x 0,6/100 x 100/100
SED = 0,7392 mg/kg bw/day

The minimum PODsys, according to the above suggested calculations for the pure maximum concentrated
ingredient, should be:

Minimum PODsys = MoS x SED

Minimum PODsys = 100 x 0,7392

Minimum PODsys = 73,92 mg/kg bw/day
U1
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All calculations take into account the SCCS approach whereby, in the absence of specific oral absorption data,
a default oral bioavailability of 50% may be assumed.

Therefore:

Equivalent Minimum Oral NO(A)EL = Minimum PODsys x 2
Equivalent Minimum Oral NO(A)EL = 73,92 x 2

Equivalent Minimum Oral NO(A)EL = 147,84 mg/kg bw/day
Result: SATISFACTORY

Conclusion: It is unlikely for ingredients of the specific formula, without identified NO(A)EL values and with
total lack of toxicological reference data, to present toxicological thresholds lower than the equivalent
minimum oral NO(A)EL calculated according to the "Worst Case Approach” and consequently, at the present
concentrations, to yield a Margin of Safety below 100.

Furthermore,

Polyacrylamide is a high molecular weight polymer used in cosmetics. Systemic exposure is expected to be
limited due to polymeric structure; safety evaluation focuses on residual monomer control and use at low
concentration.

[Ref: CIR Safety Assessment of Polyacrylamide and acrylamide polymers as used in cosmetics.]

« Mos Calculation For Acrylates/C10-30 Alkyl Acrylate Crosspolymer:
NO(A)EL: Not Found.
SED: 0,616 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= Not calculated.
*** Reasoning / Acrylates/C10-30 Alkyl Acrylate Crosspolymer / Safety Assessor Comment:

Based on current Cosmetic legislation 1223/2009, MoS must be calculated for every ingredient according to
the relevant NO(A)EL.

For ingredients without NO(A)EL values and total lack of safety reference, the calculation below is a "worst

case approach”, where, taking under consideration the pure maximum concentrated material of the formula, a
minimum theoretical toxicological threshold is derived according to the Estimated Daily Exposure (A) of the
product.

In this way "dangerous" ingredients are considered only those with hypothetical toxicological thresholds
lower than the calculated minimum threshold value and concentrations, even not greater than the pure
maximum concentrated material, but able to result (under Safety calculation) in MoS <100.

The combination above is statistically difficult to yield in MoS <100 as:

o1
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1. The existence in calculations of the maximum concentrated material of the formula (without NO(A)EL),
minimizes the possibilities of any other material to be so potent (in view of a NO(A)EL value).

2. In this approach the calculated theoretical threshold is usually lower than 1000 mg/kg bw/day depending on
the type of product. Toxicological reference values at these levels can generally be found only in ingredients
such as preservatives and biocides.

3. Ingredients with low NO(A)EL values (<1000 mg/kg bw/day) are generally well defined in toxicological
literature and exact toxicological data are usually available for calculation of the relevant MoS.

Calculation of the ‘Worst Case Approach’:

MoS >100, with:
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 (123,20)

C (%) = The concentration of the ingredient under study in the finished cosmetic product on the application
site (here Acrylates/C10-30 Alkyl Acrylate Crosspolymer %0,5)

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life
conditions (100%)

SED = A (mg/kg bw/day) x C (%) /100 x DAp (%) /100
SED = 123,20 x 0,5/100 x 100/100
SED = 0,616 mg/kg bw/day

The minimum PODsys, according to the above suggested calculations for the pure maximum concentrated
ingredient, should be:

Minimum PODsys = MoS x SED
Minimum PODsys = 100 x 0,616
Minimum PODsys = 61,6 mg/kg bw/day

All calculations take into account the SCCS approach whereby, in the absence of specific oral absorption data,
a default oral bioavailability of 50% may be assumed.

Therefore:

Equivalent Minimum Oral NO(A)EL = Minimum PODsys X 2
Equivalent Minimum Oral NO(A)EL = 61,6 x 2

Equivalent Minimum Oral NO(A)EL = 123,2 mg/kg bw/day
Result: SATISFACTORY

Conclusion: It is unlikely for ingredients of the specific formula, without identified NO(A)EL values and with

total lack of toxicological reference data, to present toxicological thresholds lower than the equivalent
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minimum oral NO(A)EL calculated according to the "Worst Case Approach” and consequently, at the present
concentrations, to yield a Margin of Safety below 100.

Furthermore,

The CIR Expert Panel concluded that the acrylates copolymers named in the safety assessment are safe in
cosmetics in the present practices of use and concentration described in the safety assessment when
formulated to be nonirritating.

[Ref: Amended Safety Assessment of Acrylates Copolymers as Used in Cosmetics, December 3-4, 2018.]

« Mos Calculation For Saccharide Isomerate:
NO(A)EL: Not Found.
SED: 0,616 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= Not calculated.
*** Reasoning / Saccharide Isomerate / Safety Assessor Comment:

Based on current Cosmetic legislation 1223/2009, MoS must be calculated for every ingredient according to
the relevant NO(A)EL.

For ingredients without NO(A)EL values and total lack of safety reference, the calculation below is a "worst

case approach™, where, taking under consideration the pure maximum concentrated material of the formula, a
minimum theoretical toxicological threshold is derived according to the Estimated Daily Exposure (A) of the
product.

In this way "dangerous" ingredients are considered only those with hypothetical toxicological thresholds
lower than the calculated minimum threshold value and concentrations, even not greater than the pure
maximum concentrated material, but able to result (under Safety calculation) in MoS <100.

The combination above is statistically difficult to yield in MoS <100 as:

1. The existence in calculations of the maximum concentrated material of the formula (without NO(A)EL),
minimizes the possibilities of any other material to be so potent (in view of a NO(A)EL value).

2. In this approach the calculated theoretical threshold is usually lower than 1000 mg/kg bw/day depending on
the type of product. Toxicological reference values at these levels can generally be found only in ingredients
such as preservatives and biocides.

3. Ingredients with low NO(A)EL values (<1000 mg/kg bw/day) are generally well defined in toxicological
literature and exact toxicological data are usually available for calculation of the relevant MoS.

Calculation of the ‘Worst Case Approach’:

MoS >100, with:
SED (mg/kg bw/day) = Systemic Exposure Dosage

o
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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 (123,20)

C (%) = The concentration of the ingredient under study in the finished cosmetic product on the application
site (here Saccharide Isomerate %0,5)

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life
conditions (100%)

SED = A (mg/kg bw/day) x C (%) /100 x DAp (%) /100
SED = 123,20 x 0,5/100 x 100/100
SED = 0,616 mg/kg bw/day

The minimum PODsys, according to the above suggested calculations for the pure maximum concentrated
ingredient, should be:

Minimum PODsys = MoS x SED
Minimum PODsys = 100 x 0,616
Minimum PODsys = 61,6 mg/kg bw/day

All calculations take into account the SCCS approach whereby, in the absence of specific oral absorption data,
a default oral bioavailability of 50% may be assumed.

Therefore:

Equivalent Minimum Oral NO(A)EL = Minimum PODsys x 2
Equivalent Minimum Oral NO(A)EL = 61,6 x 2

Equivalent Minimum Oral NO(A)EL = 123,2 mg/kg bw/day
Result: SATISFACTORY

Conclusion: It is unlikely for ingredients of the specific formula, without identified NO(A)EL values and with
total lack of toxicological reference data, to present toxicological thresholds lower than the equivalent
minimum oral NO(A)EL calculated according to the "Worst Case Approach" and consequently, at the present
concentrations, to yield a Margin of Safety below 100.

Furthermore,

Saccharide Isomerate is a carbohydrate-derived humectant. Based on its chemical nature, low use level, and
history of cosmetic use, no systemic toxicological concern is expected under the intended conditions of use.

[Ref: Supplier toxicological information; carbohydrate-derived humectant safety support.]

* Mos Calculation For Laureth-7:
NOAEL.: 50 mg/kg bw/day
SED: 0,3696 mg/kg bw/day
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Mos= NO(A)EL / SED
Mos= 135,281385
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: CIR Safety Assessment of Alkyl PEG Ethers / Laureth ingredients as used in cosmetics.]

« Mos Calculation For Sodium Stearoyl Lactylate:
NOAEL.: 1000 mg/kg bw/day
SED: 0,3696 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 2705,627706
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: Toxicological information for sodium lactate/lactylate derivatives; cosmetic ingredient safety support.]

« Mos Calculation For C13-14 Isoparaffin:
NOAEL.: 500 mg/kg bw/day
SED: 0,308 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 1623,376623
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: ECHA/read-across toxicological data for isoparaffins / Isohexadecane.]

« Mos Calculation For Sodium Lauroyl Glutamate:
NO(A)EL: Not Found.
SED: 0,2464 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= Not calculated.
*** Reasoning / Sodium Lauroyl Glutamate / Safety Assessor Comment:

o
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Based on current Cosmetic legislation 1223/2009, MoS must be calculated for every ingredient according to
the relevant NO(A)EL.

For ingredients without NO(A)EL values and total lack of safety reference, the calculation below is a "worst

case approach™, where, taking under consideration the pure maximum concentrated material of the formula, a
minimum theoretical toxicological threshold is derived according to the Estimated Daily Exposure (A) of the
product.

In this way "dangerous" ingredients are considered only those with hypothetical toxicological thresholds
lower than the calculated minimum threshold value and concentrations, even not greater than the pure
maximum concentrated material, but able to result (under Safety calculation) in MoS <100.

The combination above is statistically difficult to yield in MoS <100 as:

1. The existence in calculations of the maximum concentrated material of the formula (without NO(A)EL),
minimizes the possibilities of any other material to be so potent (in view of a NO(A)EL value).

2. In this approach the calculated theoretical threshold is usually lower than 1000 mg/kg bw/day depending on
the type of product. Toxicological reference values at these levels can generally be found only in ingredients
such as preservatives and biocides.

3. Ingredients with low NO(A)EL values (<1000 mg/kg bw/day) are generally well defined in toxicological
literature and exact toxicological data are usually available for calculation of the relevant MoS.

Calculation of the ‘Worst Case Approach’:

MoS =100, with:
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 (123,20)

C (%) = The concentration of the ingredient under study in the finished cosmetic product on the application
site (here Sodium Lauroyl Glutamate %0,2)

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life
conditions (100%)

SED = A (mg/kg bw/day) x C (%) /100 x DAp (%) /100
SED = 123,20 x 0,2/100 x 100/100
SED = 0,2464 mg/kg bw/day

The minimum PODsys, according to the above suggested calculations for the pure maximum concentrated
ingredient, should be:

Minimum PODsys = MoS x SED
Minimum PODsys = 100 x 0,2464

Minimum PODsys = 24,64 mg/kg bw/day
ol
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All calculations take into account the SCCS approach whereby, in the absence of specific oral absorption data,
a default oral bioavailability of 50% may be assumed.

Therefore:

Equivalent Minimum Oral NO(A)EL = Minimum PODsys x 2
Equivalent Minimum Oral NO(A)EL = 24,64 x 2

Equivalent Minimum Oral NO(A)EL = 49,28 mg/kg bw/day
Result: SATISFACTORY

Conclusion: It is unlikely for ingredients of the specific formula, without identified NO(A)EL values and with
total lack of toxicological reference data, to present toxicological thresholds lower than the equivalent
minimum oral NO(A)EL calculated according to the "Worst Case Approach” and consequently, at the present
concentrations, to yield a Margin of Safety below 100.

Furthermore,

Sodium Lauroyl Glutamate belongs to amino acid-based surfactants. CIR safety assessments for related amino
acid alkyl amides support their safety in cosmetics when formulated to be non-irritating.

[Ref: CIR Safety Assessment of Amino Acid Alkyl Amides as Used in Cosmetics.]

« Mos Calculation For Dimethicone Crosspolymer:
NO(A)EL: Not Found.
SED: 0,1848 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= Not calculated.
*** Reasoning / Dimethicone Crosspolymer / Safety Assessor Comment:

Based on current Cosmetic legislation 1223/2009, MoS must be calculated for every ingredient according to
the relevant NO(A)EL.

For ingredients without NO(A)EL values and total lack of safety reference, the calculation below is a "worst

case approach”, where, taking under consideration the pure maximum concentrated material of the formula, a
minimum theoretical toxicological threshold is derived according to the Estimated Daily Exposure (A) of the
product.

In this way "dangerous" ingredients are considered only those with hypothetical toxicological thresholds
lower than the calculated minimum threshold value and concentrations, even not greater than the pure
maximum concentrated material, but able to result (under Safety calculation) in MoS <100.

The combination above is statistically difficult to yield in MoS <100 as:

1. The existence in calculations of the maximum concentrated material of the formula (without NO(A)EL),
minimizes the possibilities of any other material to be so potent (in view of a NO(A)EL value).
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2. In this approach the calculated theoretical threshold is usually lower than 1000 mg/kg bw/day depending on
the type of product. Toxicological reference values at these levels can generally be found only in ingredients
such as preservatives and biocides.

3. Ingredients with low NO(A)EL values (<1000 mg/kg bw/day) are generally well defined in toxicological
literature and exact toxicological data are usually available for calculation of the relevant MoS.

Calculation of the ‘Worst Case Approach’:

MoS >100, with:
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 (123,20)

C (%) = The concentration of the ingredient under study in the finished cosmetic product on the application
site (here Dimethicone Crosspolymer %0,15)

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life
conditions (100%)

SED = A (mg/kg bw/day) x C (%) /100 x DAp (%) /100
SED = 123,20 x 0,15/100 x 100/100
SED = 0,1848 mg/kg bw/day

The minimum PODsys, according to the above suggested calculations for the pure maximum concentrated
ingredient, should be:

Minimum PODsys = MoS x SED
Minimum PODsys = 100 x 0,1848
Minimum PODsys = 18,48 mg/kg bw/day

All calculations take into account the SCCS approach whereby, in the absence of specific oral absorption data,
a default oral bioavailability of 50% may be assumed.

Therefore:

Equivalent Minimum Oral NO(A)EL = Minimum PODsys x 2
Equivalent Minimum Oral NO(A)EL = 18,48 x 2

Equivalent Minimum Oral NO(A)EL = 36,96 mg/kg bw/day
Result: SATISFACTORY

Conclusion: It is unlikely for ingredients of the specific formula, without identified NO(A)EL values and with
total lack of toxicological reference data, to present toxicological thresholds lower than the equivalent
minimum oral NO(A)EL calculated according to the "Worst Case Approach™ and consequently, at the present
concentrations, to yield a Margin of Safety below 100.
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Furthermore,

Dimethicone Crosspolymer is a high molecular weight silicone crosspolymer. Due to its polymeric structure,
dermal absorption is expected to be negligible, and related silicone crosspolymers have been considered safe
as used in cosmetics by CIR.

[Ref: CIR Safety Assessment of Dimethicone Crosspolymer and related silicone crosspolymers.]

» Mos Calculation For Chamomilla Recutita Flower Extract:
NO(A)EL: Not Found.
SED: 0,154 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= Not calculated.
*** Reasoning / Chamomilla Recutita Flower Extract / Safety Assessor Comment:

Based on current Cosmetic legislation 1223/2009, MoS must be calculated for every ingredient according to
the relevant NO(A)EL.

For ingredients without NO(A)EL values and total lack of safety reference, the calculation below is a "worst

case approach™, where, taking under consideration the pure maximum concentrated material of the formula, a
minimum theoretical toxicological threshold is derived according to the Estimated Daily Exposure (A) of the
product.

In this way "dangerous" ingredients are considered only those with hypothetical toxicological thresholds
lower than the calculated minimum threshold value and concentrations, even not greater than the pure
maximum concentrated material, but able to result (under Safety calculation) in MoS <100.

The combination above is statistically difficult to yield in MoS <100 as:

1. The existence in calculations of the maximum concentrated material of the formula (without NO(A)EL),
minimizes the possibilities of any other material to be so potent (in view of a NO(A)EL value).

2. In this approach the calculated theoretical threshold is usually lower than 1000 mg/kg bw/day depending on
the type of product. Toxicological reference values at these levels can generally be found only in ingredients
such as preservatives and biocides.

3. Ingredients with low NO(A)EL values (<1000 mg/kg bw/day) are generally well defined in toxicological
literature and exact toxicological data are usually available for calculation of the relevant MoS.

Calculation of the ‘Worst Case Approach’:

MoS >100, with:
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 (123,20)
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C (%) = The concentration of the ingredient under study in the finished cosmetic product on the application
site (here Chamomilla Recutita Flower Extract %0,125)

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed to be applied in real-life
conditions (100%)

SED = A (mg/kg bw/day) x C (%) /100 x DAp (%) /100
SED = 123,20 x 0,125/100 x 100/100
SED = 0,154 mg/kg bw/day

The minimum PODsys, according to the above suggested calculations for the pure maximum concentrated
ingredient, should be:

Minimum PODsys = MoS x SED
Minimum PODsys = 100 x 0,154
Minimum PODsys = 15,4 mg/kg bw/day

All calculations take into account the SCCS approach whereby, in the absence of specific oral absorption data,
a default oral bioavailability of 50% may be assumed.

Therefore:

Equivalent Minimum Oral NO(A)EL = Minimum PODsys x 2
Equivalent Minimum Oral NO(A)EL = 15,4 x 2

Equivalent Minimum Oral NO(A)EL = 30,8 mg/kg bw/day
Result: SATISFACTORY

Conclusion: It is unlikely for ingredients of the specific formula, without identified NO(A)EL values and with
total lack of toxicological reference data, to present toxicological thresholds lower than the equivalent
minimum oral NO(A)EL calculated according to the "Worst Case Approach™ and consequently, at the present
concentrations, to yield a Margin of Safety below 100.

Furthermore,

Chamomilla Recutita Flower Extract is a botanical skin conditioning ingredient. Available cosmetic use
history supports topical use at low concentrations; however, as with botanical extracts, potential individual
sensitivity should be considered.

[Ref: Cosmetic safety information for Chamomilla Recutita Extract; botanical ingredient safety data.]

» Mos Calculation For Ethylhexylglycerin:
NOAEL: 100 mg/kg bw/day
SED: 0,145376 mg/kg bw/day
Mos= NO(A)EL / SED
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Mos= 687,871451
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: CIR Safety Assessment of Ethylhexylglycerin and related ingredients.]

» Mos Calculation For Squalane:
NOAEL.: 1000 mg/kg bw/day
SED: 0,1232 mg/kg bw/day
Mos= NO(A)EL / SED
Mos=8116,883117
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: Cosmetic ingredient safety information for Squalane; hydrocarbon emollient safety data.]

« Mos Calculation For Hyaluronic Acid:
NOAEL.: 40 mg/kg bw/day
SED: 0,02772 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 1443,001443
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: Final Report of the Safety Assessment of Hyaluronic Acid, Potassium Hyaluronate, and Sodium
Hyaluronate.]

« Mos Calculation For Citric Acid:
NOAEL.: 1200 mg/kg bw/day
SED: 0,02464 mg/kg bw/day
Mos= NO(A)EL / SED
Mos=48701,298701
Mos > 100

@)
—

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.




* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: CIR Safety Assessment of Citric Acid, inorganic citrate salts and alkyl citrate esters as used in
cosmetics.]

» Mos Calculation For Sodium Acetylated Hyaluronate:
NOAEL.: 40 mg/kg bw/day
SED: 0,022176 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 1803,751804
Mos > 100

Safety Assessor’s Comment: Read-across from hyaluronic acid/sodium hyaluronate safety assessment was
applied.

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: Final Report of the Safety Assessment of Hyaluronic Acid, Potassium Hyaluronate, and Sodium
Hyaluronate.]

« Mos Calculation For Sodium Hyaluronate:
NOAEL.: 40 mg/kg bw/day
SED: 0,01848 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 2164,502165
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: Final Report of the Safety Assessment of Hyaluronic Acid, Potassium Hyaluronate, and Sodium
Hyaluronate.]

» Mos Calculation For Sodium Citrate:
NOAEL.: 1200 mg/kg bw/day
SED: 0,01232 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 97402,597403
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Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: CIR Safety Assessment of Citric Acid, inorganic citrate salts and alkyl citrate esters as used in
cosmetics.]

» Mos Calculation For Sodium Hyaluronate Crosspolymer:
NOAEL.: 40 mg/kg bw/day
SED: 0,00924 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 4329,004329
Mos > 100

Safety Assessor’s Comment: Read-across from hyaluronic acid/sodium hyaluronate safety assessment was
applied.

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: Final Report of the Safety Assessment of Hyaluronic Acid, Potassium Hyaluronate, and Sodium
Hyaluronate.]

« Mos Calculation For Hydroxypropyltrimonium Hyaluronate:
NOAEL.: 40 mg/kg bw/day
SED: 0,005544 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 7215,007215
Mos > 100

Safety Assessor’s Comment: Read-across from hyaluronic acid/sodium hyaluronate safety assessment was
applied.

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: CIR Safety Assessment of Hyaluronic Acid and related hyaluronate ingredients.]
* Mos Calculation For Hydrolyzed Hyaluronic Acid:

NOAEL.: 40 mg/kg bw/day
SED: 0,003696 mg/kg bw/day
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Mos= NO(A)EL / SED
Mos= 10822,510823
Mos > 100

Safety Assessor’s Comment: Read-across from hyaluronic acid/sodium hyaluronate safety assessment was
applied.

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: CIR Safety Assessment of Hyaluronic Acid and related hyaluronate ingredients.]

» Mos Calculation For Hydrolyzed Sodium Hyaluronate:
NOAEL.: 40 mg/kg bw/day
SED: 0,003696 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 10822,510823
Mos > 100

Safety Assessor’s Comment: Read-across from hyaluronic acid/sodium hyaluronate safety assessment was
applied.

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: CIR Safety Assessment of Hyaluronic Acid and related hyaluronate ingredients.]
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MoS Table for raw materials except preservative and parfum components are below.
NOAEL k
© (mg/kg MoS (NOAEL/SED) Safety Data

Raw Materials INCI
SED (mg/kg bw/day) bwiday)

Name
Worst Case Approach:

Result
SATISFACTORY.
Water is the major
solvent of cosmetic
formulations and has
an established history
) of safe use in cosmetic
products. No
toxicological concern
is expected from its
use as the main
vehicle of the
formulation.
DAp refined to 50%
after initial
conservative
1000 160333494 calcu_latl_on. The raw
material is safe to use
for this product at this
concentration.
Because of MoS >100.
DAp refined to 50%
after initial
conservative
915 174512987 calcu_latl_on. The raw
material is safe to use
for this product at this
concentration.
Because of MoS >100.
The raw material is
Caprylic/Capric safe to use for _this
. . 2,464 3500 1420,454545 product at this
Triglyceride .
concentration.
Because of MoS >100.
The raw material is
Bis-Diglyceryl safe to use for Fhis
. 1,848 1800 974,025974 product at this
Polyacyladipate-2 .
concentration.
Because of MoS >100.
Worst Case Approach:
Result
1,848 - SATISFACTORY.
Glyceryl Stearate is a
glyceryl fatty acid

(@)
ol

Aqua 89,571328

Glycerin 6,237

Niacinamide 1,232

Glyceryl Stearate
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ester. The CIR Expert
Panel has concluded
that glyceryl fatty acid
esters are safe in
cosmetics in the
present practices of
use and concentration
when formulated to be
non-irritating.

The raw material is
safe to use for this
Panthenol 1,402632 1000 712,945377 product at this
concentration.
Because of MoS >100.

The raw material is
safe to use for this
Cetearyl Alcohol 1,232 1000 811,688312 product at this
concentration.
Because of MoS >100.

The raw material is
safe to use for this
1,2-Hexanediol 1,232 1000 811,688312 product at this
concentration.
Because of MoS >100.

Worst Case Approach:
Result
SATISFACTORY.
Betaine has a long
history of use as a
humectant and skin
conditioning
ingredient. Available
safety information
indicates low acute
toxicity and no
genotoxic concern
under normal cosmetic
use conditions.

Betaine 1,232 - -

Worst Case Approach:
Result
SATISFACTORY.
Aloe Barbadensis Leaf
Juice is widely used in
1,232 - - cosmetic products as a
skin conditioning and
soothing ingredient.
Available cosmetic
safety assessments
support its use in

Aloe Barbadensis Leaf
Juice
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topical products at
typical cosmetic
concentrations.
Worst Case Approach:
Result
SATISFACTORY.
Dimethicone is a high
molecular weight
silicone polymer with
Dimethicone 1,0472 - - I|m|t§d dermal-
penetration potential.
The CIR Expert Panel
has concluded that
dimethicone and
related silicone
polymers are safe as
used in cosmetics.
Worst Case Approach:
Result
SATISFACTORY.
Polyacrylamide is a
high molecular weight
polymer used in
cosmetics. Systemic
Polyacrylamide 0,7392 - - exposure is expected
to be limited due to
polymeric structure;
safety evaluation
focuses on residual
monomer control and
use at low
concentration.
Worst Case Approach:
Result
SATISFACTORY.
The CIR Expert Panel
concluded that the
acrylates copolymers
named in the safety
Acrylates/C10-30 Alkyl .
Acrylate Crosspolymer 0,616 - - assessmen_t ar_e safe in
cosmetics in the
present practices of
use and concentration
described in the safety
assessment when
formulated to be
nonirritating.

Saccharide Isomerate 0,616 - - Worst Case Approach:
Result

o~
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SATISFACTORY.
Saccharide Isomerate
is a carbohydrate-
derived humectant.
Based on its chemical
nature, low use level,
and history of
cosmetic use, no
systemic toxicological
concern is expected
under the intended
conditions of use.

Laureth-7

0,3696

50

135,281385

The raw material is
safe to use for this
product at this
concentration.
Because of MoS >100.

Sodium Stearoyl
Lactylate

0,3696

1000

2705,627706

The raw material is
safe to use for this
product at this
concentration.
Because of MoS >100.

C13-14 Isoparaffin

0,308

500

1623,376623

The raw material is
safe to use for this
product at this
concentration.
Because of MoS >100.

Sodium Lauroyl
Glutamate

0,2464

Worst Case Approach:
Result
SATISFACTORY.
Sodium Lauroyl
Glutamate belongs to
amino acid-based
surfactants. CIR safety
assessments for related
amino acid alkyl
amides support their
safety in cosmetics
when formulated to be
non-irritating.

Dimethicone
Crosspolymer

0,1848

Worst Case Approach:
Result
SATISFACTORY.
Dimethicone
Crosspolymer is a
high molecular weight
silicone crosspolymer.
Due to its polymeric
structure, dg&nal
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absorption is expected
to be negligible, and
related silicone
crosspolymers have
been considered safe
as used in cosmetics
by CIR.

Chamomilla Recutita
Flower Extract

0,154

Worst Case Approach:
Result
SATISFACTORY.
Chamomilla Recutita
Flower Extract is a
botanical skin
conditioning
ingredient. Available
cosmetic use history
supports topical use at
low concentrations;
however, as with
botanical extracts,
potential individual
sensitivity should be
considered.

Ethylhexylglycerin

0,145376

100

687,871451

The raw material is
safe to use for this
product at this
concentration.
Because of MoS >100.

Squalane

0,1232

1000

8116,883117

The raw material is

safe to use for this
product at this
concentration.

Because of MoS >100.

Hyaluronic Acid

0,02772

40

1443,001443

The raw material is

safe to use for this
product at this
concentration.

Because of MoS >100.

Citric Acid

0,02464

1200

48701,298701

The raw material is

safe to use for this
product at this
concentration.

Because of MoS >100.

Sodium Acetylated
Hyaluronate

0,022176

40

1803,751804

The raw material is

safe to use for this
product at this
concentration.

Because of MoS >100.

o
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The raw material is
safe to use for this
Sodium Hyaluronate 0,01848 40 2164,502165 product at this
concentration.
Because of MoS >100.
The raw material is
safe to use for this
Sodium Citrate 0,01232 1200 97402,597403 product at this
concentration.
Because of MoS >100.
The raw material is
safe to use for this
0,00924 40 4329,004329 product at this
concentration.
Because of MoS >100.
The raw material is
safe to use for this
0,005544 40 7215,007215 product at this
concentration.
Because of MoS >100.
The raw material is
safe to use for this
0,003696 40 10822,510823 product at this
concentration.
Because of MoS >100.
The raw material is
safe to use for this
0,003696 40 10822,510823 product at this
concentration.
Because of MoS >100.

Sodium Hyaluronate
Crosspolymer

Hydroxypropyltrimonium
Hyaluronate

Hydrolyzed Hyaluronic
Acid

Hydrolyzed Sodium
Hyaluronate

MoS calculations for preservative components are below.
» Mos Calculation For Phenoxyethanol:

NOAEL: 500 mg/kg bw/day

SED: 2,50708 mg/kg bw/day

Mos= NO(A)EL / SED

Mos= 199,4352

Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: SCCS / EPA toxicological information for 2-Phenoxyethanol.]
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» Mos Calculation For Potassium Sorbate:
NOAEL.: 1000 mg/kg bw/day
SED: 0,00538 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 185873,605948
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: Toxicological information for Potassium Sorbate / sorbic acid salts.]

« Mos Calculation For Sodium Benzoate:
NOAEL.: 250 mg/kg bw/day
SED: 0,00269 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 92936,802974
Mos > 100

Safety Assessor’s Comment: Since dermal NOAEL value was not found, the oral NOAEL value for
benzoate/benzoic acid was divided by 2 and accepted for dermal assessment.

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: SCCS Notes of Guidance, 12th Revision; toxicological information for benzoates.]

» Mos Calculation For Benzoic Acid:
NOAEL.: 250 mg/kg bw/day
SED: 0,001345 mg/kg bw/day
Mos= NO(A)EL / SED
Mos= 185873,605948
Mos > 100

Safety Assessor’s Comment: Since dermal NOAEL value was not found, the oral NOAEL value of 500
mg/kg bw/day was divided by 2 and accepted as 250 mg/kg bw/day.

** The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for
use at the present concentration and intended conditions of use.

[Ref: SCCS Notes of Guidance, 12th Revision; toxicological information for Benzoic Acid.]
\l
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» Mos Calculation For Dehydroacetic Acid:
NOAEL: 100 mg/kg bw/day
SED: 0,001345 mg/kg bw/day

Mos= NO(A)EL / SED

Mos= 74349,442379
Mos > 100

* * The calculated Margin of Safety (MoS) is greater than 100. Therefore, the ingredient is considered safe for

use at the present concentration and intended conditions of use.

[Ref: Toxicological information for Dehydroacetic Acid / Sodium Dehydroacetate.]

MoS Table for preservative components is below.

Raw Materials
INCI Name

SED (mg/kg

NOAEL (mg/kg
bw/day)

MoS
(NOAEL/SED)

Safety Data

Phenoxyethanol

2,50708

500

199,4352

The raw material
is safe to use for
this product at this
concentration.
Because of MoS
>100.

Potassium Sorbate

0,00538

1000

185873,605948

The raw material
is safe to use for
this product at this
concentration.
Because of MoS
>100.

Sodium Benzoate

0,00269

250

92936,802974

The raw material
is safe to use for
this product at this
concentration.
Because of MoS
>100.

Benzoic Acid

0,001345

250

185873,605948

The raw material
is safe to use for
this product at this
concentration.
Because of MoS
>100.
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The raw material
is safe to use for

Dehydrc_)acetlc 0.001345 100 74349 442379 this product gt this
Acid concentration.
Because of MoS
>100.

BIONIKS INTENSIVE CARE CREAM does not contain any parfum and aromatic components. For that
reason, MoS calculations for parfum and aromatic components are not calculated.

Toxicological Information About Raw Materials

Justification & the Toxicological Information

Concentration in formulation: 72.704%
Function: Solvent

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Water is not classified as hazardous under normal conditions of cosmetic use. It has no known acute oral, dermal or
inhalation toxicity and is considered physiologically compatible with human tissues.

Repeated Dose Toxicity:

No repeated-dose toxicity is associated with purified water under normal conditions of cosmetic exposure.
Irritation and Sensitization:

Purified water is not considered irritating to the skin or eyes and does not possess sensitization potential.

Safety Assessment:

Purified water complies with cosmetic quality requirements and is considered safe for use as a solvent in cosmetic

products. At the concentration used in the formulation, no toxicological concern is expected.

[Ref: European Pharmacopoeia; Cosmetic Ingredient Review (CIR)]

GLYCERIN

Concentration in formulation: 10.125%
Function: Skin Conditioning — Humectant
Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute oral toxicity (LD50): 4090 mg/kg bw (Mouse).

Acute dermal toxicity (LD50): 10000 mg/kg bw (Rabbit).

Acute inhalation toxicity is considered negligible under normal cosmetic conditions.

Repeated Dose Toxicity:

Repeated-dose toxicity studies demonstrated very low systemic toxicity. Oral NOAEL values up to 2000 mg/kg bw/day

have been reported. Glycerin is rapidly metabolized and naturally occurs within human metabolism.

Genotoxicity / Carcinogenicity:

Available toxicological studies demonstrated no evidence of mutagenic, genotoxic or carcinogenic potential.

~
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Reproductive Toxicity:

No reproductive or developmental toxicity has been reported at concentrations relevant to cosmetic use.

Irritation and Sensitization:

Glycerin is not considered a skin sensitizer and is generally regarded as non-irritating when used in cosmetic
formulations.

Safety Assessment:

Glycerin is widely used as a cosmetic humectant with a long history of safe use. At the concentration present in this

formulation, no toxicological concern is expected.

[Ref: OECD SIDS Glycerol; CIR Safety Assessment of Glycerin]
NIACINAMIDE

Concentration in formulation: 2.000%
Function: Smoothing / Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute oral toxicity is low. Repeated-dose toxicity studies identified a NOAEL of 215 mg/kg bw/day. Niacinamide
exhibits low systemic toxicity and is an essential vitamin derivative.

Repeated Dose Toxicity:

Subchronic toxicity studies demonstrated good systemic tolerance without evidence of target organ toxicity at doses
relevant for cosmetic exposure.

Genotoxicity / Carcinogenicity:

Niacinamide was not found to be mutagenic, genotoxic or carcinogenic.

Reproductive Toxicity:

No evidence of reproductive or developmental toxicity has been reported.

Irritation and Sensitization:

Niacinamide is considered non-sensitizing and generally well tolerated by human skin.

Safety Assessment:

Niacinamide is a well-established cosmetic active ingredient with extensive toxicological documentation and a long
history of safe cosmetic use. At the concentration used in this formulation, it is considered safe.

[Ref: Cosmetic Ingredient Review (CIR); OECD; EFSA]
CAPRYLIC/CAPRIC TRIGLYCERIDE

Caprylic/Capric Triglyceride
Concentration in formulation: 2.000%

Function: Skin Conditioning — Occlusive

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute oral toxicity (LD50): >5000 mg/kg bw.

Acute dermal toxicity (LD50): >2000 mg/kg bw.

Repeated Dose Toxicity:

Subchronic toxicity studies reported a NOAEL of 3500 mg/kg bw/day. No significant adverse systemic effects were

observed.
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Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

Caprylic/Capric Triglyceride is considered non-irritating and non-sensitizing.

Safety Assessment:

Caprylic/Capric Triglyceride is widely used as an emollient in cosmetic formulations. Based on the available
toxicological information and long history of safe cosmetic use, it is considered safe under the intended conditions of

use.

[Ref: CIR Safety Assessment of Caprylic/Capric Triglyceridel]
BIS-DIGLYCERYL POLYACYLADIPATE-2

Bis-Diglyceryl Polyacyladipate-2
Concentration in formulation: 1.500%
Function: Skin Conditioning — Emollient

Routes of Entry:
Dermal contact. Eye contact.
Toxicity to Animals:
Acute oral and dermal toxicity are considered low. Available toxicological data indicate no significant acute systemic
toxicity under cosmetic exposure conditions.
Repeated Dose Toxicity:
No substance-specific repeated-dose toxicity studies identifying a NO(A)EL were available. Available toxicological
information together with structurally related emollient esters indicates a very low toxicological concern.
Genotoxicity / Carcinogenicity:
No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported for this ingredient or structurally
related cosmetic emollient esters.

5. Reproductive Toxicity:
No reproductive or developmental toxicity concerns have been reported at cosmetic exposure levels.
Irritation and Sensitization:
Bis-Diglyceryl Polyacyladipate-2 is considered non-irritating and non-sensitizing under intended cosmetic use
conditions.
Safety Assessment:
No substance-specific NO(A)EL could be identified. Therefore, the safety evaluation was performed using a
conservative worst-case approach supported by available toxicological data, published safety assessments and the
documented history of safe cosmetic use. Based on the available evidence, Bis-Diglyceryl Polyacyladipate-2 is
considered safe at the concentration used in this formulation.
Furthermore:
Bis-Diglyceryl Polyacyladipate-2 is widely used as an emollient in leave-on cosmetic products and has a long history of
safe use. Available toxicological information and cosmetic exposure data do not indicate any safety concern under
normal conditions of use.

[Ref: Cosmetic Ingredient Review (CIR); Supplier Safety Data Sheet; Available Toxicological Literature]
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GLYCERYL STEARATE

Glyceryl Stearate
Concentration in formulation: 1.500%

Function: Skin Conditioning — Emollient

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute toxicity is low. Oral LD50 values reported for structurally related glycerol esters exceed 5000 mg/kg bw.
Repeated Dose Toxicity:

No significant systemic toxicity has been observed in repeated-dose studies. Glyceryl Stearate is hydrolyzed to glycerin
and stearic acid, both naturally occurring physiological substances.

Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

Reproductive Toxicity:

No reproductive or developmental toxicity has been identified.

Irritation and Sensitization:

Glyceryl Stearate is considered non-irritating and non-sensitizing under normal cosmetic use conditions.

Safety Assessment:

Glyceryl Stearate is widely used in cosmetic emulsions and has an extensive history of safe cosmetic use. At the
concentration present in this formulation, no toxicological concern is expected.

[Ref: Cosmetic Ingredient Review (CIR) Safety Assessment of Glyceryl Fatty Acid Esters]
PANTHENOL

Concentration in formulation: 1.1385%
Function: Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute toxicity is low. Panthenol is rapidly converted into pantothenic acid (Vitamin B5) after dermal absorption and
exhibits very low systemic toxicity.

Repeated Dose Toxicity:

Repeated-dose studies demonstrated no significant adverse effects at doses relevant to cosmetic exposure.
Genotoxicity / Carcinogenicity:

Panthenol is not considered mutagenic, genotoxic or carcinogenic.

Reproductive Toxicity:

No reproductive or developmental toxicity has been reported.

Irritation and Sensitization:

Panthenol is considered non-irritating and non-sensitizing and is widely used in products intended for sensitive skin.
Safety Assessment:

Panthenol has a long history of safe cosmetic use and is considered safe under the intended conditions of use at the

concentration present in this formulation.

[Ref: Cosmetic Ingredient Review (CIR); EFSA; Scientific Literature]
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CETEARYL ALCOHOL

Concentration in formulation: 1.000%
Function: Skin Conditioning — Emollient

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute oral toxicity is low, with reported LD50 values exceeding 5000 mg/kg bw.

Repeated Dose Toxicity:

Repeated-dose studies demonstrated low systemic toxicity. Long-chain fatty alcohols are extensively metabolized to
naturally occurring fatty acids.

Genotoxicity / Carcinogenicity:

No evidence of mutagenic, genotoxic or carcinogenic potential has been reported.

Reproductive Toxicity:

No adverse reproductive or developmental effects have been identified.

Irritation and Sensitization:

Cetearyl Alcohol is considered non-irritating and non-sensitizing under intended cosmetic use conditions.

Safety Assessment:

The CIR Expert Panel concluded that fatty alcohols including Cetearyl Alcohol are safe in cosmetics in the present

practices of use and concentration.

[Ref: CIR Final Report on Fatty Alcohols Used in Cosmetics]
1,2-HEXANEDIOL

Concentration in formulation: 1.000%
Function: Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute oral toxicity (LD50): >2000 mg/kg bw.

Acute dermal toxicity (LD50): >2000 mg/kg bw.

Repeated Dose Toxicity:

Repeated-dose toxicity studies identified a NOAEL of 1000 mg/kg bw/day. No significant systemic toxicity has been
observed following repeated exposure.

Genotoxicity / Carcinogenicity:

1,2-Hexanediol was not found to be mutagenic, genotoxic or carcinogenic in available toxicological studies.
Reproductive Toxicity:

No reproductive or developmental toxicity has been reported.

Irritation and Sensitization:

1,2-Hexanediol is considered non-irritating and non-sensitizing under intended cosmetic use conditions.

Safety Assessment:

1,2-Hexanediol is widely used as a multifunctional cosmetic ingredient and preservative booster. Based on the available
toxicological data and its long history of safe cosmetic use, the ingredient is considered safe at the concentration used in

this formulation.

[Ref: Cosmetic Ingredient Review (CIR); Available Toxicological Literature]
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BETAINE

Concentration in formulation: 1.000%

Function: Skin Conditioning — Humectant

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Betaine exhibits very low acute oral and dermal toxicity. Acute toxicity studies demonstrated no significant systemic
adverse effects at doses relevant to cosmetic exposure.

Repeated Dose Toxicity:

Repeated-dose studies demonstrated very low systemic toxicity. Betaine is a naturally occurring osmolyte and is

rapidly metabolized within normal physiological pathways.

10.

Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

Betaine is considered non-irritating and non-sensitizing and is commonly used in formulations intended for sensitive
skin.

Safety Assessment:

Betaine has an excellent toxicological profile and extensive history of safe cosmetic use. At the concentration present in
this formulation, no toxicological concern is expected.

[Ref: Cosmetic Ingredient Review (CIR); EFSA; Scientific Literature]
ALOE BARBADENSIS LEAF JUICE

Concentration in formulation: 1.000%

Function: Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute toxicity studies demonstrated very low toxicity following dermal and oral exposure. Cosmetic-grade Aloe
Barbadensis Leaf Juice is considered safe under normal conditions of use.

Repeated Dose Toxicity:

Repeated-dose toxicity studies have demonstrated low systemic toxicity at cosmetic exposure levels. No significant

11.

target organ toxicity has been identified.

Genotoxicity / Carcinogenicity:

Purified Aloe Barbadensis Leaf Juice intended for cosmetic use is not considered mutagenic or carcinogenic.
Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified for cosmetic-grade Aloe Barbadensis Leaf
Juice.

Irritation and Sensitization:

Aloe Barbadensis Leaf Juice is generally regarded as non-irritating and is frequently incorporated into products

formulated for dry and sensitive skin.
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Safety Assessment:
Aloe Barbadensis Leaf Juice has a long history of safe cosmetic use. Based on available toxicological information and

current cosmetic exposure levels, the ingredient is considered safe for its intended use.

[Ref: Cosmetic Ingredient Review (CIR) Safety Assessment of Aloe-Derived Ingredients]
PHENOXYETHANOL

Concentration in formulation: 0.9320%
Function: Preservative

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute oral toxicity is low. Dermal LD50 values exceed 2000 mg/kg bw.

Repeated Dose Toxicity:
Repeated-dose dermal toxicity studies identified a NOEL of 500 mg/kg bw/day. No significant systemic toxicity was

observed under cosmetic exposure conditions.

Genotoxicity / Carcinogenicity:

12.

Phenoxyethanol is not considered mutagenic, genotoxic or carcinogenic.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified at concentrations permitted for cosmetic use.
Irritation and Sensitization:

Phenoxyethanol is generally regarded as non-sensitizing. Mild eye irritation may occur at high concentrations;
however, at the concentration used in this formulation it is considered safe.

Safety Assessment:

Phenoxyethanol is permitted as a preservative under Regulation (EC) No. 1223/2009 (Annex V) at concentrations up to
1.0%. The concentration used in this formulation complies with the regulatory limit and is considered safe.

[Ref: SCCS Opinion on Phenoxyethanol; Regulation (EC) No. 1223/2009 Annex V]
DIMETHICONE

Concentration in formulation: 0.8500%
Function: Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute oral toxicity (LD50): >2000 mg/kg bw.
Acute dermal toxicity (LD50): >2000 mg/kg bw.
13. Repeated Dose Toxicity:

Repeated-dose toxicity studies demonstrated very low systemic toxicity. Dimethicone exhibits negligible dermal
penetration due to its high molecular weight and physicochemical properties.

Genotoxicity / Carcinogenicity:

Dimethicone is not considered mutagenic, genotoxic or carcinogenic.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been reported.

Irritation and Sensitization:

Dimethicone is considered non-irritating and non-sensitizing under intended cosmetic use conditions.
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Safety Assessment:
Dimethicone has an extensive history of safe cosmetic use. Based on available toxicological data and Cosmetic

Ingredient Review conclusions, the ingredient is considered safe at the concentration used in this formulation.

[Ref: Cosmetic Ingredient Review (CIR) Safety Assessment of Dimethicone and Related Ingredients]
POLYACRYLAMIDE

Concentration in formulation: 0.6000%
Function: Antistatic

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute toxicity studies demonstrated low systemic toxicity. High molecular weight polyacrylamide exhibits minimal
dermal penetration.

Repeated Dose Toxicity:

No substance-specific NO(A)EL suitable for cosmetic exposure assessment could be identified. Due to its polymeric
structure and negligible dermal absorption, systemic exposure is expected to be extremely low.

Genotoxicity / Carcinogenicity:

Polyacrylamide polymer itself is not considered genotoxic. Residual acrylamide monomer is controlled during
manufacturing according to cosmetic quality requirements.

Reproductive Toxicity:

No reproductive toxicity concerns have been identified for cosmetic-grade polyacrylamide polymer.

Irritation and Sensitization:

Polyacrylamide is considered non-irritating and non-sensitizing under intended cosmetic use conditions.

Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, a conservative worst-case approach supported by
polymer toxicology principles and available cosmetic safety assessments was applied. Due to its high molecular weight
and negligible dermal absorption, Polyacrylamide is considered safe at the concentration present in this formulation.
Furthermore:

Polyacrylamide is a high molecular weight polymer with extremely limited dermal penetration. Cosmetic-grade
material contains strictly controlled residual acrylamide levels and has been widely used in cosmetic formulations with

no significant safety concerns.

[Ref: Cosmetic Ingredient Review (CIR); Available Toxicological Literature]

ACRYLATES/C10-30 ALKYL ACRYLATE CROSSPOLYMER

Concentration in formulation: 0.5000%
Function: Emulsion Stabilising

Routes of Entry:

Dermal contact. Eye contact.

15.

Toxicity to Animals:

Acute toxicity is considered low. Due to its high molecular weight, dermal absorption is negligible.

Repeated Dose Toxicity:

No substance-specific NO(A)EL was identified. Toxicological evaluation is based on polymer safety and available

Cosmetic Ingredient Review assessments.
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Genotoxicity / Carcinogenicity:

No evidence of mutagenicity or carcinogenicity has been reported.

Reproductive Toxicity:

No reproductive toxicity concerns have been identified.

Irritation and Sensitization:

Generally regarded as non-irritating and non-sensitizing under intended cosmetic use conditions.

Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, safety evaluation was performed using a conservative
worst-case approach supported by available polymer toxicology data. The ingredient is considered safe under intended
cosmetic use conditions.

Furthermore:

The Cosmetic Ingredient Review Expert Panel concluded that Acrylates Crosspolymers are safe in cosmetic products

under the present practices of use and concentration.

[Ref: Cosmetic Ingredient Review (CIR) Safety Assessment of Acrylates Copolymers]
SACCHARIDE iSOMERATE

Concentration in formulation: 0.5000%
Function: Humectant

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute toxicity studies indicate very low toxicity. Cosmetic exposure is not associated with systemic toxicological
concern.

Repeated Dose Toxicity:

No substance-specific NO(A)EL was identified. Available toxicological information indicates excellent dermal
compatibility.

Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

16.

Reproductive Toxicity:

No reproductive toxicity concerns have been identified.

Irritation and Sensitization:

Saccharide Isomerate is considered non-irritating and non-sensitizing.

Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, a conservative worst-case toxicological assessment
supported by available cosmetic safety data and the long history of cosmetic use was applied. The ingredient is
considered safe under intended conditions of use.

Furthermore:

Saccharide Isomerate is widely used as a long-lasting moisturizing ingredient and demonstrates excellent skin

compatibility in cosmetic formulations.

[Ref: Supplier Safety Data; Cosmetic Toxicological Literature]
LAURETH-7

Concentration in formulation: 0.3000%

Function: Surfactant - Emulsifying
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Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute oral toxicity is low.

Repeated Dose Toxicity:

Repeated-dose toxicity studies for alcohol ethoxylates identified a conservative systemic NOAEL of 37.5 mg/kg bw/day.
Genotoxicity / Carcinogenicity:

Laureth compounds are not considered mutagenic, genotoxic or carcinogenic.

Reproductive Toxicity:

No reproductive toxicity concerns have been identified.

Irritation and Sensitization:

Concentrated material may cause irritation; however, cosmetic concentrations are considered safe and non-sensitizing.

Safety Assessment:

Laureth-7 has been extensively evaluated for cosmetic use and is considered safe when formulated to be non-irritating.

[Ref: Human & Environmental Risk Assessment on Alcohol Ethoxylates; Cosmetic Ingredient Review (CIR)]

SODIUM STEAROYL LACTYLATE

Concentration in formulation: 0.3000%
Function: Surfactant — Emulsifying
Routes of Entry:
Dermal contact. Eye contact.
Toxicity to Animals:
Acute toxicity studies demonstrated low oral and dermal toxicity. The ingredient is rapidly hydrolyzed into naturally
occurring fatty acids, lactic acid and sodium salts following exposure.
Repeated Dose Toxicity:
No substance-specific NO(A)EL suitable for cosmetic safety assessment could be identified. Available toxicological
information indicates low systemic toxicity.
Genotoxicity / Carcinogenicity:
No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.
18. Reproductive Toxicity:
No reproductive or developmental toxicity concerns have been identified.
Irritation and Sensitization:
Sodium Stearoyl Lactylate is considered non-irritating and non-sensitizing under intended cosmetic use conditions.
Safety Assessment:
No substance-specific NO(A)EL could be identified. Therefore, safety evaluation was performed using a conservative
worst-case approach supported by available toxicological information and the long history of safe cosmetic use. The

ingredient is considered safe under intended cosmetic use conditions.

Furthermore:
Sodium Stearoyl Lactylate is widely used as an emulsifier in cosmetic products and demonstrates excellent dermal

compatibility and a long history of safe cosmetic use.

[Ref: Cosmetic Ingredient Review (CIR); Available Toxicological Literature]
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C13-14 iSOPARAFFIN

Concentration in formulation: 0.2500%
Function: Skin Conditioning — Emollient

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute oral toxicity is low. Available toxicological studies demonstrate low systemic toxicity following dermal exposure.
Repeated Dose Toxicity:

Repeated-dose toxicity studies identified a NOAEL of 1000 mg/kg bw/day.

19. Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

C13-14 Isoparaffin is considered non-irritating and non-sensitizing under intended cosmetic use conditions.

Safety Assessment:

C13-14 Isoparaffin is widely used as an emollient in cosmetic products. Based on the available toxicological information

and calculated Margin of Safety, the ingredient is considered safe at the concentration used in this formulation.

[Ref: ECHA Registration Dossier; Available Toxicological Literature]
SODIUM LAUROYL GLUTAMATE

Concentration in formulation: 0.2000%
Function: Antistatic

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:
Acute oral toxicity is low. Available toxicological studies indicate low systemic toxicity under intended cosmetic

exposure conditions.

Repeated Dose Toxicity:

No substance-specific NO(A)EL suitable for cosmetic assessment could be identified.

Genotoxicity / Carcinogenicity:

20.

No evidence of mutagenicity or genotoxicity has been reported.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:
Sodium Lauroyl Glutamate is considered non-irritating, non-sensitizing and non-phototoxic under intended cosmetic

use conditions.

Safety Assessment:
No substance-specific NO(A)EL could be identified. Therefore, a conservative worst-case approach supported by
available toxicological information and cosmetic safety assessments was applied. The ingredient is considered safe at

the concentration present in this formulation.
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Furthermore:

The Cosmetic Ingredient Review Expert Panel concluded that amino acid alkyl amides, including Sodium Lauroyl

Glutamate, are safe in cosmetic formulations when formulated to be non-irritating.

[Ref: Cosmetic Ingredient Review (CIR) Safety Assessment of Amino Acid Alkyl Amides]
DIMETHICONE CROSSPOLYMER

Concentration in formulation: 0.1500%
Function: Emulsion Stabilising

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute oral toxicity (LD50): >2000 mg/kg bw.
Acute dermal toxicity (LD50): >2000 mg/kg bw.

Repeated Dose Toxicity:

No substance-specific NO(A)EL suitable for cosmetic safety assessment was identified. Due to the highly cross-linked
polymeric structure, dermal penetration is expected to be negligible.

Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

21.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

Dimethicone Crosspolymer is considered non-irritating and non-sensitizing.

Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, safety evaluation was performed using a conservative
worst-case approach supported by polymer toxicology principles and Cosmetic Ingredient Review conclusions. The
ingredient is considered safe under intended cosmetic use conditions.

Furthermore:

Due to its highly cross-linked silicone polymer structure, Dimethicone Crosspolymer exhibits negligible dermal

absorption and has a long history of safe cosmetic use.

[Ref: Cosmetic Ingredient Review (CIR) Safety Assessment of Silicone Polymers]

CHAMOMILLA RECUTITA FLOWER EXTRACT

Concentration in formulation: 0.1250%
Function: Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

22.

Available toxicological studies indicate low acute toxicity following dermal and oral exposure.

Repeated Dose Toxicity:

No substance-specific NO(A)EL suitable for cosmetic assessment could be identified.

Genotoxicity / Carcinogenicity:

No evidence of carcinogenicity has been reported. Genotoxicity data are considered acceptable for cosmetic use.
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Reproductive Toxicity:

No reproductive toxicity concerns have been identified.

Irritation and Sensitization:

Chamomilla Recutita Flower Extract is generally well tolerated. However, individuals with known Asteraceae
(Compositae) allergy may exhibit hypersensitivity reactions.

Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, a conservative worst-case approach supported by
published toxicological literature and the long history of cosmetic use was applied. At the concentration present in this
formulation, the ingredient is considered safe.

Furthermore:

Chamomilla Recutita Flower Extract has been widely used in cosmetic formulations for its soothing properties and

demonstrates excellent skin compatibility under normal conditions of use.

[Ref: Cosmetic Ingredient Review (CIR); Published Botanical Safety Literature]

ETHYLHEXYLGLYCERIN

Concentration in formulation: 0.1180%
Function: Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute oral toxicity is low. Acute dermal toxicity studies demonstrated low systemic toxicity following dermal exposure.
Repeated Dose Toxicity:

Repeated-dose toxicity studies identified a NOAEL of 100 mg/kg bw/day. No significant systemic toxicity has been
reported at cosmetic exposure levels.

Genotoxicity / Carcinogenicity:

23.

Ethylhexylglycerin is not considered mutagenic, genotoxic or carcinogenic.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

Ethylhexylglycerin is generally regarded as non-irritating and non-sensitizing under intended cosmetic use conditions.
Safety Assessment:

Ethylhexylglycerin is widely used as a multifunctional cosmetic ingredient and preservative booster. Based on available
toxicological data and the calculated Margin of Safety, the ingredient is considered safe at the concentration used in this

formulation.

[Ref: Cosmetic Ingredient Review (CIR); Available Toxicological Literature]

SQUALANE

Concentration in formulation: 0.1000%
Function: Skin Conditioning — Emollient
Routes of Entry:

24. Dermal contact. Eye contact.

Toxicity to Animals:

Squalane exhibits very low acute oral and dermal toxicity. No significant systemic toxicity has been observed in

available toxicological studies.
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25.

Repeated Dose Toxicity:

No substance-specific NO(A)EL suitable for cosmetic safety assessment could be identified.

Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

Squalane is considered non-irritating and non-sensitizing and demonstrates excellent dermal compatibility.

Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, a conservative worst-case approach supported by
available toxicological information and extensive cosmetic use history was applied. Squalane is considered safe under
intended cosmetic use conditions.

Furthermore:

Squalane is a naturally occurring skin lipid analogue widely used in cosmetic products because of its excellent skin

compatibility and long history of safe use.

[Ref: Cosmetic Ingredient Review (CIR); Available Toxicological Literature]

HYALURONIC ACID

Concentration in formulation: 0.0225%

Function: Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute toxicity studies demonstrated very low systemic toxicity. Hyaluronic Acid is a naturally occurring
polysaccharide present in human connective tissues.

Repeated Dose Toxicity:

No substance-specific NO(A)EL suitable for cosmetic safety assessment could be identified.

Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

Reproductive Toxicity:

No reproductive toxicity concerns have been identified.

Irritation and Sensitization:

Hyaluronic Acid is considered non-irritating and non-sensitizing.

Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, safety evaluation was performed using a conservative
worst-case approach supported by published toxicological data and extensive cosmetic use history. The ingredient is
considered safe at the concentration present in this formulation.

Furthermore:

Hyaluronic Acid is naturally present in human skin and has a long history of safe cosmetic use as a moisturizing and
skin conditioning ingredient.

[Ref: Cosmetic Ingredient Review (CIR) Safety Assessment of Hyaluronic Acid Ingredients]
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CITRIC ACID

Concentration in formulation: 0.0200%
Function: Buffering

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Citric Acid exhibits low acute toxicity. It is a naturally occurring organic acid involved in normal cellular metabolism.
Repeated Dose Toxicity:

Repeated-dose toxicity studies demonstrated low systemic toxicity. Available toxicological information indicates a

favorable safety profile under cosmetic exposure conditions.

Genotoxicity / Carcinogenicity:

26.

Citric Acid is not considered mutagenic, genotoxic or carcinogenic.

Reproductive Toxicity:

No reproductive toxicity concerns have been identified.

Irritation and Sensitization:

Concentrated Citric Acid may cause irritation; however, at the concentration present in this formulation and with the
finished product pH adjustment, no significant irritation is expected.

Safety Assessment:

Citric Acid is widely used as a buffering agent in cosmetic formulations and is considered safe under intended cosmetic

use conditions.

[Ref: Cosmetic Ingredient Review (CIR) Safety Assessment of Citric Acid and Inorganic Citrate Ingredients]

SODIUM ACETYLATED HYALURONATE

Concentration in formulation: 0.0180%
Function: Humectant

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Available toxicological information indicates very low acute toxicity. Due to its polymeric polysaccharide structure,
systemic exposure is expected to be negligible.

Repeated Dose Toxicity:

No substance-specific NO(A)EL suitable for cosmetic assessment could be identified.

Genotoxicity / Carcinogenicity:

217.
No evidence of mutagenicity or carcinogenicity has been reported.

Reproductive Toxicity:

No reproductive toxicity concerns have been identified.

Irritation and Sensitization:

Sodium Acetylated Hyaluronate is considered non-irritating and non-sensitizing under intended cosmetic use
conditions.

Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, a conservative worst-case approach supported by the
toxicological profile of hyaluronic acid derivatives and the long history of cosmetic use was applied. The ingredient is

considered safe under intended cosmetic use conditions.
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Furthermore:
Sodium Acetylated Hyaluronate is a modified Hyaluronic Acid derivative with excellent skin compatibility and is

widely used in moisturizing cosmetic formulations.

[Ref: Cosmetic Ingredient Review (CIR); Available Toxicological Literature]

SODIUM HYALURONATE

Concentration in formulation: 0.0150%
Function: Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Sodium Hyaluronate exhibits very low acute toxicity. It is a naturally occurring polysaccharide salt of Hyaluronic Acid
and is present in human connective tissues.

Repeated Dose Toxicity:

Available repeated-dose studies on Hyaluronic Acid and Sodium Hyaluronate derivatives indicate low systemic

toxicity. No significant adverse systemic effects have been reported under cosmetic exposure conditions.

28.

Genotoxicity / Carcinogenicity:

Sodium Hyaluronate is not considered mutagenic, genotoxic or carcinogenic.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

Sodium Hyaluronate is considered non-irritating and non-sensitizing.

Safety Assessment:

Sodium Hyaluronate is widely used in cosmetic formulations as a moisturizing and skin conditioning ingredient. Based
on available toxicological information and its long history of safe cosmetic use, it is considered safe at the concentration

used in this formulation.

[Ref: Cosmetic Ingredient Review (CIR) Safety Assessment of Hyaluronic Acid Ingredients]
SODIUM CiTRATE

Concentration in formulation: 0.0100%
Function: Chelating

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Sodium Citrate exhibits low acute toxicity. It is a sodium salt of citric acid and is involved in normal physiological

metabolic pathways.

29.
Repeated Dose Toxicity:

Repeated-dose toxicity studies indicate low systemic toxicity. No significant toxicological concern is expected under
cosmetic exposure conditions.

Genotoxicity / Carcinogenicity:

Sodium Citrate is not considered mutagenic, genotoxic or carcinogenic.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.
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Irritation and Sensitization:

Sodium Citrate is considered non-irritating and non-sensitizing at cosmetic use concentrations.

Safety Assessment:

Sodium Citrate is widely used as a chelating, buffering and pH-adjusting ingredient in cosmetic formulations. At the
concentration present in this formulation, no toxicological concern is expected.

[Ref: Cosmetic Ingredient Review (CIR) Safety Assessment of Citric Acid and Inorganic Citrate Ingredients]

SODIUM HYALURONATE CROSSPOLYMER

Concentration in formulation: 0.0075%
Function: Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Available toxicological information indicates very low acute toxicity. Due to its crosslinked polysaccharide structure,
systemic exposure is expected to be negligible.

Repeated Dose Toxicity:

No substance-specific NO(A)EL suitable for cosmetic assessment could be identified.

Genotoxicity / Carcinogenicity:

No evidence of mutagenicity or carcinogenicity has been reported.

Reproductive Toxicity:

30.

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

Sodium Hyaluronate Crosspolymer is considered non-irritating and non-sensitizing under intended cosmetic use
conditions.

Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, a conservative worst-case approach supported by the
toxicological profile of Hyaluronic Acid derivatives and the long history of cosmetic use was applied. The ingredient is
considered safe under intended cosmetic use conditions.

Furthermore:

Sodium Hyaluronate Crosspolymer is a crosslinked derivative of Sodium Hyaluronate. Due to its high molecular
weight and polymeric nature, dermal penetration is expected to be limited, and systemic exposure is considered

negligible.

[Ref: Cosmetic Ingredient Review (CIR); Available Toxicological Literature]

HYDROXYPROPYLTRIMONiIUM HYALURONATE

Concentration in formulation: 0.0045%
Function: Film Forming

Routes of Entry:

Dermal contact. Eye contact.

31.

Toxicity to Animals:

Available toxicological information indicates very low acute toxicity. As a cationic derivative of Hyaluronic Acid,
systemic exposure is expected to be very limited due to its polymeric structure.

Repeated Dose Toxicity:

No substance-specific NO(A)EL suitable for cosmetic assessment could be identified.
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Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

Hydroxypropyltrimonium Hyaluronate is considered non-irritating and non-sensitizing under intended cosmetic use
conditions.

Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, a conservative worst-case approach supported by
Hyaluronic Acid derivative toxicology and cosmetic use history was applied. At the concentration present in this

formulation, the ingredient is considered safe.

Furthermore:
Hydroxypropyltrimonium Hyaluronate is a high molecular weight Hyaluronic Acid derivative used in cosmetic
formulations for skin conditioning and film forming properties. Dermal penetration and systemic exposure are

expected to be negligible.

[Ref: Cosmetic Ingredient Review (CIR); Available Toxicological Literature]

HYDROLYZED HYALURONIC ACID

Concentration in formulation: 0.0030%

Function: Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Available toxicological studies indicate very low acute toxicity. Due to its reduced molecular weight, Hydrolyzed
Hyaluronic Acid exhibits improved skin affinity while maintaining a favorable toxicological profile.

Repeated Dose Toxicity:

No substance-specific NO(A)EL suitable for cosmetic safety assessment could be identified. Available toxicological
information indicates low systemic toxicity.

Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

32.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

Hydrolyzed Hyaluronic Acid is considered non-irritating and non-sensitizing under intended cosmetic use conditions.
Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, a conservative worst-case approach supported by
available toxicological information and the extensive cosmetic use history of Hyaluronic Acid derivatives was applied.

The ingredient is considered safe under intended cosmetic use conditions.

Furthermore:
Hydrolyzed Hyaluronic Acid is widely used as a skin conditioning and moisturizing ingredient. Available toxicological

data and extensive cosmetic use demonstrate excellent dermal compatibility.

[Ref: Cosmetic Ingredient Review (CIR); Available Toxicological Literature]
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HYDROLYZED SODIUM HYALURONATE

Concentration in formulation: 0.0030%
Function: Skin Conditioning

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Available toxicological studies demonstrate very low acute toxicity. Hydrolyzed Sodium Hyaluronate exhibits excellent
biological compatibility and low systemic exposure under intended cosmetic use conditions.

Repeated Dose Toxicity:

No substance-specific NO(A)EL suitable for cosmetic safety assessment could be identified.

Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

33.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

Hydrolyzed Sodium Hyaluronate is considered non-irritating and non-sensitizing.

Safety Assessment:

No substance-specific NO(A)EL could be identified. Therefore, a conservative worst-case approach supported by
Hyaluronic Acid derivative toxicology and the documented history of safe cosmetic use was applied. The ingredient is

considered safe at the concentration used in this formulation.

Furthermore:
Hydrolyzed Sodium Hyaluronate is commonly used in moisturizing cosmetic formulations and demonstrates excellent

skin compatibility with negligible systemic exposure.

[Ref: Cosmetic Ingredient Review (CIR); Available Toxicological Literature]

POTASSIUM SORBATE

Concentration in formulation: 0.0020%
Function: Preservative

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Potassium Sorbate exhibits low acute oral and dermal toxicity. Cosmetic exposure levels are considerably below doses
associated with systemic toxicity.

34. Repeated Dose Toxicity:

Repeated-dose toxicity studies demonstrated low systemic toxicity at cosmetic exposure levels.

Genotoxicity / Carcinogenicity:

Potassium Sorbate is not considered mutagenic, genotoxic or carcinogenic.

Reproductive Toxicity:

No reproductive or developmental toxicity concerns have been identified.

Irritation and Sensitization:

Potassium Sorbate may cause mild irritation at high concentrations. At the concentration used in this formulation, no

significant irritation is expected.
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Safety Assessment:
Potassium Sorbate is permitted for cosmetic use under Regulation (EC) No. 1223/2009 Annex V and is considered safe at

the concentration present in this formulation.

[Ref: SCCS; Regulation (EC) No. 1223/2009 Annex V]
SODIUM BENZOATE

Concentration in formulation: 0.0010%
Function: Preservative

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Acute toxicity studies indicate low systemic toxicity following dermal exposure.

Repeated Dose Toxicity:

Repeated-dose studies demonstrated acceptable safety under cosmetic exposure conditions.
35. Genotoxicity / Carcinogenicity:

No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.

Reproductive Toxicity:

No reproductive toxicity concerns have been identified.

Irritation and Sensitization:

Sodium Benzoate is generally considered non-sensitizing at cosmetic concentrations.

Safety Assessment:

Sodium Benzoate is permitted as a preservative under Regulation (EC) No. 1223/2009 Annex V and is considered safe at

the concentration used in this formulation.

[Ref: SCCS; Regulation (EC) No. 1223/2009 Annex V]
BENZOIC ACID

Concentration in formulation: 0.0005%
Function: Preservative

Routes of Entry:

Dermal contact. Eye contact.

Toxicity to Animals:

Benzoic Acid exhibits low acute toxicity and has been extensively evaluated for cosmetic and food applications.
Repeated Dose Toxicity:

36. Repeated-dose toxicity studies indicate low systemic toxicity under intended cosmetic exposure conditions.
Genotoxicity / Carcinogenicity:

Benzoic Acid is not considered mutagenic, genotoxic or carcinogenic.

Reproductive Toxicity:

No reproductive toxicity concerns have been identified.

Irritation and Sensitization:

High concentrations may cause local irritation; however, at the concentration used in this formulation no toxicological

concern is expected.
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Safety Assessment:

Benzoic Acid is permitted as a preservative under Regulation (EC) No. 1223/2009 Annex V and is considered safe under

intended cosmetic use conditions.

[Ref: SCCS; Regulation (EC) No. 1223/2009 Annex V]
DEHYDROACETIC ACID

Concentration in formulation: 0.0005%
Function: Preservative

Routes of Entry:
Dermal contact. Eye contact.
Toxicity to Animals:
Acute toxicity studies demonstrated low systemic toxicity following dermal exposure.
Repeated Dose Toxicity:
Repeated-dose studies indicate low systemic toxicity at cosmetic exposure levels.
37. Genotoxicity / Carcinogenicity:
No evidence of mutagenicity, genotoxicity or carcinogenicity has been reported.
Reproductive Toxicity:
No reproductive toxicity concerns have been identified.
Irritation and Sensitization:
Dehydroacetic Acid is generally considered non-irritating and non-sensitizing at cosmetic use concentrations.
Safety Assessment:
Dehydroacetic Acid is permitted as a preservative under Regulation (EC) No. 1223/2009 Annex V. At the concentration

present in this formulation, it is considered safe for cosmetic use.

[Ref: SCCS; Regulation (EC) No. 1223/2009 Annex V]
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9. Undesirable effects and serious undesirable effects

There are no any adverse reactions and serious adverse effects have been reported.

10. Information on the cosmetic product

Other relevant informationsare found in PIF.

The information contained in the PIF are as follows:

GMP compliance

Certificate of Analysis or Specifications of Final Product
English Label Information for Final Product

Production (Manufacturing) Method

Safety Data Sheets of Ingredients (MSDS)

Certification of Analysis of Ingredients

Microbiology Certificates of Ingredients

Formulation of the Product

© 0o N o 0o bk~ w D P

Product Stability Follow-up Form
10. Microbiological and Challenge Test Report
11. Packaging Quality Certificate (TDS/MSDS)
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PART B - Cosmetic product safety assessment

1. Assessment conclusion

The assessment was based on the qualitative and quantitative composition of the product, the toxicological
profiles of the raw materials, the toxicological profile of the finished product, exposure assessment, stability
evaluation, microbiological quality assessment, and packaging compatibility information.

BIONIKS INTENSIVE CARE CREAM is a leave-on cosmetic skin care product formulated with
Hyaluronic Acid Complex, Niacinamide, Panthenol, Betaine, Aloe Barbadensis Leaf Juice, Chamomilla
Recutita Flower Extract and Squalane to provide intensive moisturization, support the skin barrier, help
maintain the skin moisture balance and improve the overall appearance and comfort of the skin.

The formulation contains raw materials, preservatives, emulsifiers, humectants, emollients and skin
conditioning agents. The product does not contain fragrance, aromatic components or nanomaterials. Margin of
Safety (MoS) calculations were performed for the relevant raw materials with available toxicological data.
Calculated MoS values were found to be greater than 100.

All raw materials have been reviewed for compliance with Regulation (EC) No. 1223/2009 and the relevant
supporting documentation has been evaluated. The raw materials are not considered toxic under normal or
reasonably foreseeable conditions of use at the concentrations present in the formulation. The product does not
contain prohibited substances listed in the Annexes of Regulation (EC) No. 1223/2009. Therefore, the raw

materials, raw material components and their usage levels are considered acceptable and safe.

BIONIKS INTENSIVE CARE CREAM has been tested for microbiological quality. The presence of total
mesophilic aerobic bacteria, yeast and mould, and specified pathogenic microorganisms was evaluated in the
finished product. According to the test results, the product complies with the relevant microbiological quality

requirements for cosmetic products. Microbiological test results are presented in PIF Annex IV.

The product contains a preservative system and has been subjected to a preservative efficacy (Challenge) test.
According to the obtained results, the preservative system was found to be effective and suitable for protecting
the product during normal use and storage conditions. Challenge test results are presented in PIF Annex I11.
The BIONIKS INTENSIVE CARE CREAM product has been subjected to stability testing. The product was
analyzed over a period of 45 days under different storage conditions, including 40°C. During the test period,
parameters such as appearance, colour, odour, pH and packaging integrity were evaluated. No significant
changes were observed, and the product was found to be stable. Stability test results are presented in PIF Annex
1.
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Impurities originating from raw materials are addressed through supplier documentation and certificates of

analysis available in the Product Information File.

The product is claimed to be dermatologically tested. Relevant supporting documentation is included in the

Product Information File.

The product is marketed in a 50 ml size. The primary packaging consists of a cosmetic cream container and the
secondary packaging consists of a printed carton box. Packaging compatibility and packaging material
documentation have been evaluated and found suitable for the intended use.

Furthermore, all raw materials used in the formulation were reviewed for specific regulatory restrictions and
warning requirements. No additional mandatory warning statements resulting from the raw materials were
identified beyond the standard cosmetic precautions indicated on the label.

Following review of the information provided for the product and its ingredients, the product is considered
safe for the intended application and complies with Regulation (EC) No. 1223/2009. This safety assessment
is based upon information available at the date of preparation and shall be reviewed if new relevant information
becomes available.

2.Labelled warnings and instructions of use

Directions for use/Cautions:

Apply a sufficient amount of cream to clean, dry skin twice daily, morning and evening, massaging gently
until absorbed. Suitable for both face and body. For external use only. Avoid contact with eyes. In case of
contact, rinse thoroughly with plenty of water. Do not use on irritated or damaged skin. Keep out of reach of
children.

Kullanim Sekli/Uyarilar:

Giinde iki kez sabah ve aksam, temiz ve kuru cildinize yeterli miktarda kremi masaj yaparak uygulayiniz.
Hem yiiz hem de viicut i¢in kullanim1 uygundur. Harici kullanilir. G6z ile temasindan kagininiz. Temas
halinde bol su ile durulayiniz. Tahris olmus veya hasar gormiis cilt tizerinde kullanmayiniz. Cocuklarin

ulasamayacag1 yerde muhafaza ediniz.
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3. Reasoning

The Safety Assessment Report prepared for BIONIKS INTENSIVE CARE CREAM is based on Regulation
(EC) No. 1223/2009 of the European Parliament and of the Council on cosmetic products together with the
SCCS Notes of Guidance for the Testing of Cosmetic Ingredients and Their Safety Evaluation (12th Revision).
Supporting documentation including Safety Data Sheets (SDS), Technical Data Sheets (TDS), Certificates of
Analysis (CoA), Stability Test Reports, Microbiological Test Reports, Challenge Test Reports, Packaging
Documentation and other available technical information have been taken into consideration during the safety

assessment.

BIONIKS INTENSIVE CARE CREAM is a leave-on cosmetic skin care product formulated with
moisturizing, humectant, emollient, skin conditioning and barrier-supporting ingredients including Hyaluronic
Acid Complex (Hyaluronic Acid, Sodium Acetylated Hyaluronate, Sodium Hyaluronate, Sodium
Hyaluronate Crosspolymer, Hydroxypropyltrimonium Hyaluronate, Hydrolyzed Hyaluronic Acid and
Hydrolyzed Sodium Hyaluronate), Niacinamide, Panthenol, Betaine, Aloe Barbadensis Leaf Juice,
Chamomilla Recutita Flower Extract and Squalane. These ingredients are commonly used in cosmetic
products and are present at concentrations considered acceptable according to SCCS opinions, Cosmetic
Ingredient Review (CIR) publications, scientific literature and other available toxicological references.

All ingredients included in the formulation have been reviewed individually with respect to their toxicological
profiles, exposure levels and intended conditions of use. No prohibited substances listed in the Annexes of
Regulation (EC) No. 1223/2009 are intentionally added to the formulation. No fragrance, aromatic components

or nanomaterials are present in the product.

Margin of Safety (MoS) calculations were performed for ingredients for which suitable NO(A)EL values were
available. For ingredients where a substance-specific NO(A)EL, Point of Departure (POD) or equivalent
toxicological threshold could not be be identified, a conservative worst-case toxicological assessment approach
was applied using estimated exposure levels, available toxicological information, published safety assessments,
Cosmetic Ingredient Review (CIR) conclusions, SCCS guidance and the documented history of safe cosmetic
use.

Exposure calculations were performed using the SCCS Notes of Guidance approach applicable to body lotion
/ face and body leave-on products, as the product is intended for application to both face and body. Where
ingredient-specific dermal absorption data were unavailable, a default dermal absorption value of 100% was
used as a conservative worst-case assumption in accordance with the assessment methodology. Preservative

ingredients were additionally evaluated using aggregate exposure principles described within SCCS guidance.
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The product has been subjected to microbiological quality testing and challenge testing. The obtained results
demonstrate that the preservative system is effective and that the product complies with the applicable
microbiological quality requirements for cosmetic products. Stability studies performed under accelerated
storage conditions demonstrated that the product remains stable under the tested conditions and no significant

changes were observed in the evaluated parameters.

Packaging materials were assessed for suitability and compatibility with the formulation. Available packaging
documentation and packaging compatibility information indicate that the packaging system is appropriate for
the intended use of the product.

The formulation is not expected to be irritating to the skin, eyes or respiratory tract, phototoxic, photosensitizing,
mutagenic, carcinogenic, reprotoxic or capable of causing systemic toxicity under normal and reasonably
foreseeable conditions of use. At the concentrations present in the formulation, adverse effects are not expected

to occur in the majority of consumers.

Considering the composition of the formulation, toxicological profiles of the ingredients, calculated exposure
levels, Margin of Safety evaluations, available scientific literature, microbiological quality results, challenge
test performance, stability studies, packaging suitability and intended conditions of use, the product can be

considered safe for human health.

As a result of the evaluation of all available information and data provided, BIONIKS INTENSIVE CARE
CREAM can be considered safe for its intended cosmetic use and complies with Regulation (EC) No.
1223/20009.

4. Assessor’s credentials and approval of part B

Date: 25.05.2026

Safety Assessor’s Name and Surname: Neslihan Sahin

Safety Assessor’s Occupation: Dr. Pharmacist / Cosmetologist / PhD in Toxicology
Safety Assessor’s Adress: KURSUNLU MAH. SAHILYOLU CAD. HALICIOGLU SITESI GEMLIK | BURSA

Signature:
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Safety Assessor’s Credentials

DR, ECZ.
NESLIHAN
SAHIN
Mail : bilgi@drecznestihansahin.com
drneslys@gmall.com
School

1999-2002 Private flkbahar College , Bursa-Turkey

2002-2005 Atatiirk Anadolu High School, Bursa- Turkey

2005-2006 Mc Daniel College , College International
Pre-med, Budapest = Hungary

Studium

2006/7-2011  Faculty of Pharmacy of Semmelweis Universty

2011-2012 Master science of Pharmacy Under the tittle of Pharmacy Doctor (Dr Pharmacist)
A Cum Laude Graduate - with honor, with academic distinction

2014-2016 Yeditepe University Master science of Cosmetology

2016~ 2023 Doctoral Program in Pharmaceutical Toxicology Ph.D.

Professional Activities

Since 2006 -  Kozas Cosmetic Chemical Industrial and Trade Company ( Board Member )

Our company was founded in 1890 by our great grandfather in Plovdiv, an Ottoman
city. Then in 1958 moved to Turkey and still have the title of the oldest cosmetic
manufacturer In Turkey. As a 63-year stable company In such a beautiful city, we
continue our activities in the country and abroad. Since 2013 | Have joined to our
company as CEO but to be honest if 1 say | opened my eyes to the World in that
cosmetic manfacturing company together with the billion different of cosmetic
products and producing and formulating them wouldnt be 3 lie.

2012-2013-  Angel Consulting - Italia

During my University years | have attend many of Seminers and Congress regarding to
my interest of European Union Cosmetic Regulation, in one of the Seminer | had
chance to met with an Italian Cosmetclogy Professor, gives the service as a Safety
Assessor. Since then my direction in the cosmetic field expanded and became
stronger. A week after my graduation he invited me to italy and gave me the chance
to work with him and his expert team who has years of experience in the cosmetic
field. Briefly since the year of 2010 while 1 was still 2 student , | have been educated
by him regarding to EU Cosmetic regulation issue and from the 2012, professionally ,
in italy, given training as an expert for the new EU Regulation.

2012-2013-  Ng Group International - italia
After the victorious experience in Angel Consulting with Dr.Matteo Zanotti Russo , |
have start working with NG Group International through the introduction of prof. This
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wasnt an end to my education by him, it was a job likewise a bridge between the NG
Group and the Angel consulting thereso | start working parallels with two of the
places. | had several different position as like project manager , in the scientific part
of marketing, Research, Ar-ge, Foreign trade, Preperation of export certificates ,
Consulting regarding to products etc . After this intensive and a great work | had earn
the years of experience only in one year,

2014 - | have opened my own corsulting company called ‘ Vision Kozmetk Kimya * and The
other one which established in Budapest Hungary called ELNES COSMETIC
CONSULTING XFT. since then 1 am giving consulting services to the chemical , food
agnculture and cosmetic companies for their regulatory papers , export to EU etc., As
an Safety Assessor for the safety of Cosmetic products, Responsible Person in the Eu
through ELNES company as well as CPNP notifications.

2021 Established a company in London-UK called ELNES COSMETIC CONSULTING LIMITED
Which acting as a Responsible Person in the UK as well as UK portal cosmetic product
notificabons.

Certificates

2012- European Union Cosmetic production Seminar — Budapest — SOTE / Hungary

2011- European Cosmetics Regulation — EC 1223 /2009 - ECORE 7 —Istanbul / Turkey

2012- 2 nd Cosmetics Chemistry, Production and Standardization - Antalya / Turkey

2012- Safety Assessment and risk management of Cosmetic Products - P.i.M,

Istanbul / Turkey

2014- MSDS-Preparer ( Material Safety Data Sheet Preparer ) - istanbul/Turkey

2014- Intensive Course in Dermato-Cosmetic Sciences — Vrije Universiteit Brussel/ Belgium

2015- Safety Assesment of Cosmetics in the EU- = Vrije Universiteit Brussel / Belgium

2016- Summer Universty- The art of French Perfumery and Cosmetics/Group ISIPCA France

2017- ICF Accredited Coach Training Program- Bursa/Turkey

2018- Clinical Aromatherapy Training = Bezmialem Vakif Universty in Istanbul = Turkey.

2015- Visiting Professor in the istinye University pharmacy Faculty in istanbul-Turkey

2019- Holistic Approaches in Phytotherapy — Lokman Hekim Universty — Ankara-Turkey

2019- Basic Homeopathy Training- CHE {Center for Homeopathic Education)

Abilities

. Cosmetic production

. Formulation

. Simultaneous Translation

. GMP

. 1223/2009 Cosmetic Regulation ;
. Safety Assesment of Cosmetic Products
. Product Information File

. Responsible Person in the EU

. CPNP Notification

. MSDS-Preparer

. Writer
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N Conculter
. Turkish Cosmetic Sector with Neslihan Sahin- Businesschannelturk TV- Programme
maker and moderator

English | Reading :10 Writing :10 Speaking :10] Advanced
Hungarian [ Reading :2 Writing :2 Speaking :2 | Baglangig
Itahan [ Reading :2 Writing :2 Speaking :2 ] Baslangi¢
French [ Reading :2 Writing :2 Speaking :2] Baslangic

Owned websites

https://www.drecznesiihansahin.com/en

www.kontes.com.tr

www.visionkimya.com

www.avrupayakozmetikihracati.com
http://www.milliyet.com.tr/dr—ecz--neslihan-sahin/saglik/pembenar-yazilari/
www. turkiyekozmetiksektoru.com
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Done in Budapest, on the 8" of August 2012

On behalf of Rita Paphalmi
President

Street address: 1051 BUDAPEST V., ZRINY1 U. 3. Mailing address: 1380 BUDAPEST, PF.: 118%
Tel: (36-1) 235-7965
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¥ Vrije Universitelt Brusset

CERTIFICATE

The Undersigned declare that
Sahin Neslihan
has followed the lessons and has successfully passed the exam of the
“Intensive Course in Dermato-Cosmetic Sciences 2014”

from Monday the 8™ of September to Friday the 12" of September 2014
organized at the Vrije Universiteit Brussel

Brussels, November 7, 2014

Se—— )
ﬁ e fﬁ
Ol
Préf. DrfPharm. V. Rogiers Prof. Dr. Paul De Knop
Course organizer Rector of Vrije Universiteit Brussel

\ '/1 X
I = o

L Prof, Dr. A. Barel
Course Organizer Course organizer

PAVUB » instituut voor FostAcacemisehe Morming » Fieinlaan 2 « 1050 Brussel » Tei; 02-629 2 87 » Fax: 02-529 71 39 » whwvuoache/ PAVUB

CERTIFICATE

The Undersigned declare thal
Neslihan SAHIN
Has attended the course and has successfully passed the exam of the
"Safoty Assessment of Cosmetics in the EU - Training Course 2016"

fromm Monday the 1% of February to Saturday the 6% of February 2016
organized at the Vrije Universiteit Brussel C

Brussels, March 8', 2016

7 )¢ —_—

e '4‘_‘
vel P
s C

{4
Prot, Dr. Pharm, V. Rogsrs Prof. Dr, Paul De Knop
Course arganizer Rector of Vrije Universiteilt Brussel
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YEDITEPE UNIVERSITESI :
YEDITEPE UNIVERSITY

NESLIHAN SAHIN

Suglik Bitfmlert Enstitusi

“ASL GlBlDIR

having satisfactarily completed all the requicements of thy

Kazmerolofi Master's Progran (n

Yitksek Lisans Programi Casmetology
mezuniveli iple gerefli calisasatars bagues e teawlyyoral ir the Graduote School of Hewlth Scences

Yitksek Lisans

fas been awarded the degves of

vetkiteriyte almave hok Sazanmyto

Master of Science (MSc)

veith i the stonors, rights and

epes therele
22 Hagivan 2016
Fucrres 22, 2018

Mezunivet Tarihi * Graduation Dite

Prof. Dr, Canan Aykuf Bingdl
Rektor / Fresidens

BEFBLIC OF TURKEY

YEDITEPE UNIVERSITY

TURKIYE CUMHURIYET]
YEDITEPE ONIVERSITES!

NESLIHAN SAHIN

werekdi galigmalars bagar ile tansamlayarak,

Sadlik Bilimlers Enstittisil
Farmasdtik Toksikoloji

prograntndan biein onur ve pethileriyle
Doktora

derecening Almags hak Kazanmgtir,

Having sanstactorily completed all the
requirements of the program of

Pharmaceutical Toxicology
Graduate School of Health Sciences

Ias been awarded the degree of
Doctor of Philasophy (PhD)

with all the honoes. nights and privileges

thereto pertaining

2 a { Tebruary 101
I,

n\t v fayram YIEMAZ
Enstittl MUl ¢ Director of Graduate School
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ANNEX I.

Certificate of IFRA Compliance and Allergen

Determination For Parfum Component

BIONIKS INTENSIVE CARE CREAM does not contain any fragrance, perfume, aromatic composition or

fragrance raw materials in its formulation.

Therefore, no fragrance-related documentation including:
o IFRA Certificate of Conformity,

Fragrance Allergen Declaration,

o Fragrance Safety Assessment,
o Fragrance Material Safety Data Sheet (MSDS/SDS),
o Allergen Identification Report,

is required for this product.

Consequently, IFRA compliance assessment and allergen determination regarding fragrance components are
not applicable for BIONIKS INTENSIVE CARE CREAM .

801
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ANNEX I1.
Stability Forms
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BIONIKS INTENSIVE MOISTURIZING CREAM - 50 ml

Jar

25.05.2026

25,05.2026 - 09.07.2026

Gorunum/ Appearance

Xrem / Cream

kram / Cream

Krem / Cream

Tartu-Dibe gokme/Settling

Yok / Nonaxistence

Yok / Nonexistence

Yok / Nonexistence

Koku / Odour Karakteristik/Ch istic | Karakteristik /Oharacteristic | Karakteristik / Characteristic
Ambataj Sianty/Packaging Leakage Yok / Nonexistence Yok / Nonexistence Yok / Nonexistence
Ambalay Dmm Packaging Yok / Nonexistence Yok / Nonexistence Yok / Nonexistence
Ambala| m '{ Packaging Yok / Nonexistence Yok / Nonexistence Yok / Nonexistence
Renk/Colour Heyaz / White Bayaz / White Beyaz / White
Toplam Mikroorganizma Sayimi /
Total Microorganism Count Yok / None Yok / None Yok / None
Toplam Kif ve Maya Sayims /
Total Mold and Yeast Count Yok / None Yok / Nane Yok / None
Pseudamonas aeruginosa Yok / Nono Yok / None Yok / Nane
Staphplococcus oureus Yok / None Yok / None Yok / None
Escherichla colf Yok / None Yok / None Yok / None
Condido albicans Yok / None Yok / None Yok / None
Garlinim/ Appearance Xrem / Cream Krem / Cream Krem / Cream
Tortu-Dibe gikme/Settling Yok / Nonexistence Yok / Nonexistence Yok / Nonexistence
Koku / Odour Karakteristik/Characteristic | Karakteristik /Characteristic | Xarakteristik / Characteristic
Ambiatel s:m h |/ Packaging Yok / Nonexistence Yok / Nonexistence Yok / Nonexistence
Ambala) Deformasyon / Packiging
Deformation Yok / Nonexistence Yok / Nonexistence Yok / Nonexistence
Ambalaj "::::':a:: Packaging Yok / Nonexistence Yok / Nonexistence Yok / Nonexistence
Renk/Colour Heoyaz / White Beyar / White Heyaz / White
Toplam Mikroorganizma Sayimi /
Total Microorganism Count Yok / None Yok / Nane Yok / None
Toplam Kif ve Maya Sayirme /
Total Mold and Yeast Count Yok / None Yok / None Yok / None
Pseudomonas oeruginpsa Yok / None Yok / None Yok / None
Staphylococeus aurews Yok / None Yok / None Yok / None
Escherichia colf Yok / None Yok / None Yok / None
Condido oliveany Yok / None Yok / None Yok / None
Garlinum/ Appearance Krom / Cream Krom / Cream Krem / Croam
Tortu-Oibe gotmoﬁonl‘ Yok / Nonexistence Yok / Nonexistence Yok / Nonexistence
Koku / Odour Karaktorkstik /
Karaktoristik/Characteristic Characteristic Karaktersti/ Characteristic
Ambalaj s":::;:““"" Yok / Nonexistence Yok / Nonexistence Yok / Nonaxistence
Ambala) Oeformasyon / Packaging
Deformation Yok / Nonexistence Yok / Nonexistence Yok / Nonexistence
Ambalaj 'm: Packaging Yok / Nonexistence Yok / Nonoxistence Yok / Nonoxistence
Aenk/Colour Deyaz / White Deyar / White Deyaz / White
Taplam Mikraarganizma Sayimi /
Total Microorganism Count Yok / None Yok / None Yok / None
Toplam Kif ve Maya Sayim /
Total Mold and Yeast Count Taki Nara ohfHany Yo/ Nora
Pseudomonas oeruginoso Yok / None Yok / None Yok / Nane
Stophylococcus oureus Yok / None Yok / None Yok / None
Lscherichia coll Yok / None Yok / None Yok / None
Condido olbicans Yok / None Yok / None Yok / None
BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI
Cavizli Mah. Mustafa Kemnal Cad, Hukukgular |5 Merkezi No: 34 |¢ Xapi No: 15 Kartal/ Istanbul
—
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NS GRUP DANISMANUIK

ARMUTKOY MAH. LAYDINLIK S NO: 23
OSMANGAZI/ BURSA n S

www.drecineslihansahin.com
GorUnom/ Appearance Krem / Cream Krem / Cream Krem / Cream
Tortu-Dibe ¢ikme,/Settling Yok / Nonexistence Yok / Nonexistence Yok / N
Kol Odole Karakterstix/Characteristic ‘C’h’: is:i: Karakteristik / Characteristic
isg:;;mmm Yok / Nonexistence Yok / Nonexistence Yok / Nonexistence
Ambalaj n"o;"“t" RPN [ Packaging Yok / Nonexistence Yok { Nonexistence Yok / Nonexistence
rmation
Ambiats) mc I“”"';:: Packaging Yok / Nonexistence Yok / Nonexistence Yok / Nonexistence
Renk/Colour Beyaz / White Beyaz / White Beyaz / White
Toplam Mikroorganizma Sayimi /
Total Mic e Yok / None Yok / Nane Yok / None
Toplam Kif ve Maya Sayims /
Total Mold and Yesst Count Yok / None Yok / None Yok / None
Pseudo DEruQinDso Yok / None Yok / None Yok / None
Staphylococcus aureus Yok / None Yok / None Yok / None
Escherichia colf Yok / None Yok / Nane Yok / None
Condido olbicans Yok / None Yok / None Yok / None
APPROVAL

DR. PHARM. NESLIKAN SAHIN

=

NOTES: 45 days stability Is equivalent to 1 years expiry date and 12 M for PAOQ /

BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI
Cevizli Mah. Mustafa Kemal Cad, Hukukgular Is Merkezi No: 34 I Kapi No: 15 Kartal/ istanbul
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ANNEX I11.
Challenge Test Result

The Challenge Test is currently in progress. The file will be updated upon receipt of the test report
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ANNEX IV.
Microbiological Analysis Report
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TURKA[X

(BiYO XX TEST) v

LABORATUVARI

AB.1804.T
26-8YT-001453
DENEY RAPORU 62
Deneyin Amaci : Ozal ktok Rapor No : 26-8YT-001453
Rapor Tarihi ve Saati - 1 06,2026 16 45
Numuneyi Génderen Kurum ; Numunenin ;
Adi BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI Adt . BIONIKS INTENSIVE CARE CREAM
Adresi ESENTEPE MAH. ANADOLU CAD  YASAKULE NO: 14 I} Miktan . Sccakhgi (C) © Z Acet
KAPI HO: 20 KARTAL (ISTANBUL Ambalajs : Frma Ambalog
OT. - 8KT, : -
Parti - Seri No ¢ - BO426I1C0Y
Telefon/Faks Marka
N Tl 1
Gond. N BIONIKS MEDIKAL KOZMETIK LIMITED SIRKET Diger Bilgiter .
Oretlci Firma BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI Gelig Tarihi - 21052026
Baglama Tarihl 1 21.05.2026
Bitig Tarind t 01.06.2026
SONUC
Deney Adi Sonug Birim 0.8 GX OL LK Limit Deg. Metod Degerlendirme
. <1000
Aerobek Mezofik Bakterllenn
Tespiti ve S . <10 hobyg-mi 1 Ibul;l.e‘r:‘;;nuy TSENI1SO 21149 Uypgun
< 1000
Maya Ve Kaf Saypwm * <10 hab/gmi 1 (vakteriemay TS EN 150 16212 Uygun
u+kif]
Pseudomonas Aeruginosa Tospat ;
Kb ® Edilemedi. gml 1 Bulunmamali TS EN IS0 22717 Uygun
Staphyloccoccus Aleus Tespit K
Aranman * Edilemedi. gml 1 Bulunmamali TS €N 150 22718 Utgun
Candida Albicans Ar . Tespk eml 1 Bul Ii TS EN IS0 18416 U
and| icans Aranmass Edilemed). gm unmamali yEun
Escherichis Col Ar. . SN -l 1 Bl i TS EN 150 21150 U
scheric! anmass Edilemedi. g-m unmamali ygun
ACIKLAMA
-K lar; G K. Geri K D: Degeriencime. 0 Uygun, UD: Uygun Degil. DY: Degerlendirme ‘Ilplumd
D«wy sonugian lle uﬁ vygmht varsa yé lik, teblig. dan, gartnal Fme vb. belirtsen karar kural

Eger W blr karar kurali yoh ine, élain bcllnlﬂl ik kate sbnmadan Basit Karar Kunll Wygulanir,

. mm; belirtilen bollrsh’.in =2, X gUven lllll'ldl qmqmlml; wnm

« Mlgter: tarafndan verilen Niﬂor ve
alma ay dair Mulugu b tad:

HOT Pseudomonas acragnesa, Eschenchia coll, Staphytoconcus aurews, Candda albcars, Aerotik Mezodlk Bakien le Ma@a KUl Kin bagangs sisparsiyorian 1% crannda
hazelanmigts. Notrakzes et olarnk Eugon LT 100 Beoth kudlambaak igil micoorgaszmalks srasiva Cevimde Agar, MacConkey Agar, Bard Parker Agar, Sabouraud
Dextrose Chicraenphenicol Agar, Tryplic Soy Ager ve Polalo Dextrose CHioramphencol AQar besiyerksme ekibnigly. Numurerin ardmikzobiyal cosflidennn nolrdizasyoru

#gih mikrporgane malarka korarol echlerek dodrulanemeg olup, yintem uygundur

teslim deft hall Igin gegerlidic ve taratenizin numune

W J ¥

bt Anald 2het abreck lasyor apaamncacds

1. Deney laboratuvir s oharak 'ldm oron Biyolest Laborotuver ve Can. Mz L S TURKAK an m |B;4 L\otgn Tumoras le TS, LH IS0 IEC s Sefta
sandardna Qo dhrodie odm Im\ Mrediasyon Kuumu (TURKAK) denoy raporks nn Ao A yon (Wil [EA) e gok 13m2
tvafy Arkagoma ve LY L yon Bl (ILAC) fe urylmumm auwmnlmmmnlr PO-TOR-FO
2. Yapkan dermylerin sonigian, Ivb(nmm- b ururrd gadies el dd bed it iy ok numune igin ?vdrb Rov 032901 2004
3 Derey raponnds yer whan w -xughvm geenriigni -'llvpn tareresal Mghl rwwu twabrdan bmn wdimyty By biglein tegrubdgundan ve kidenimea oo
boad clugabiecok tim ! yasal iUk ez sonumiu dedfide
4 Bu deney raponnun high Edum Rk bagina vayn ayn ayn Wdlandamaz. Lbomeuvenn yazik end ol madon Samamen veya Kmen kopy sang coabilamaz vayn
yaynianamas
G Burapor ikdam in hubared , I ve mibh oo gager sindie
Biyotest Laboratuvarian ve Danigmanik Hizmetled Ltd, St, Avellar V.D. 781549767 - Tie, Sie. No: 327386-5
et ALal, Suvniata Sci bl Kats vt Istardad ebasta ! Ma@bptestuboon Tl 202|521 N F
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LABORATUVARI
AB1804.T
26-BYT-001453
DENEY RAPORU 06,26
Deneyin Amact @ Ozal istek Rapor No : 26-BYT-0N453
Rapor Tarihi ve Saati - 106 2026 1645
Numuneyi Gonderen Kurum ; Numunenin ;
Ady BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI Adi : BIONIKS INTENSIVE CARE CREAM
Adresi ESENTEPE MAH, ANADOLU CAD  YASAKULE NO' 14 |(] Miktan - Sicakhg (C) - 2 Adet
KAPI NO: 20 KARTAL / ISTANBUL Ambalajs : Firma Ambaiaji
UT. . SKT. g
Parti - Seri No ¢ - BM26IC01
Telefon/Faks Marka
IONIKS MEDIKAL KOZME TIK LIMITED SIRKETI
Gond. Firma o LI L D% Diger Bilgller
Oretici Firma BIONIKS MEDIKAL KOZME TIK LIMITED SIRKETI Gelig Tarihi + 24052026
Baglama Tarihl : 2105 2026
Bitiy Tarini 1 01.06 2026
Limit Deger Kaynag (LDK)
1 - Uygunkik Degedendrmes) 'Kozmetk Ununlenn Mikroteyolophk Kontrokine lligkin Kilavuz'a gae yapemeglar
REVIZYON BILGILERI
\
o x
Tugba OZKAN
Numune Kabul ve Raporlama
Sorumlusu
SYCIERT Lot van sn
M e )
W
Tasdik Olunur
1.06.2026 16:45
Sema YUMAK
Yoksek Biyolog
Laboratuvar Miduro
" I S Foad Ut whrediiniytn peanedady Savh
1 Dency laboretuyon clarak fnol et pistoren Biyotest Laboratuvar ve Dan. Mz Lud §8. TURKAK 'tan A5 7304-T Dosyn rumaras be 15 EN 150 IEC 1S y
sandarding give shredite odimigs Tik Avediasyon Kunumu (TURKAK) denay mporanmn taninaidy konusunda Aviupa Aewditasyon Sy £A) e gok 13092021
wsafh Andgma ve Uaslarans Labomtavaer Aloeditas yon Bkl (1LAC) & karpdid) fanema anlagmens imzatamgar PO3-TCEFOV
P qur denerdenin sonucian, Inboratavarn frmshurum'zahes tarsfindan gtnderien yokandal bedrfimis den sumuns icn gecadde Ry 0329 01 2024
3 Derey mporunds yer alan ve y;m«;s-mn goperilignl etdieyen syl bigler mogten trsfirdan beyon edimigtr. By bégiann dojrugundan ve bulanmmna AR -
e ol b o o T i | yased 2 dubd i iboral 2 oty defyldr
A Buduniy tporunen Ncbe bedirs wk Liagirnt i g iy el booeuvien panl Lol obruden Sessrrien veyu kot kopy alienp codell lesas vayn
el
5 !:;v:'q;y rekdam amacsyia kulank mzase vo mohe raporiar gecer sladk
Biyotest Laboratuvarian ve Damgmanhk Hzmetleri Ltd. 5t1. Avcdar V.D. 781549767 - Tic. Sic. No: 3273865
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LABORATUVARI
AB-1804.T
26-8YT001453
ANALYSIS REPORT 06.29

'Purposo of Analysis Privati Roquos! Report Number - 26-8YT-001453

) Date and Time of Report : 1.06.2026 16:45

Sample requested by: Sample Detail:

Name BIONKS MEDIKAL KOZMETIK LIMITED SIRKETI Name : BIONIKS INTENSIVE CARE CREAM

Address ESENTEPE MAH ANADOLU CAD. YASAKULE NO- | Qty/Pcs - Temp, (C) : 2Fcs

14 10 KAPI NO 20 KARTAL / ISTANBLL Packing : Company Packaging
Date of Prod JExp.
Authorized Person Lot Number ;- BO4A2GIC
Phone/Fax Brand
IONKS MEDIKAL KOZMETIK LIM IRKETI
Sender B ME L KOZMETIK LIMITED $IRKE
Date Received 1 21.05.2026
BIONKS MEDIKAL KOZMETIK LIMITED SIRKETI
Saniichune Date Started : 2105206
Offerr No Date Finished : 01.06 2026
RESULT
2 Reference 3

Name of Analysis Result Unit u Rec. LOQ LVS D.R. Ra Method/s Conformity
Detection and <1000

Enumeration of Aerobic <10 cfu/g-ml 1 (bacteriasmoldiye TSEN S0 21149 Passed

Mesophilic Bacteria * ast)

Yeast and Mould * <10 clufgmi 1 <1000 (bacterias oo\ et 16212 Passed

moldeyeast)

Peeudomonas Aerugingss o) Detected.  gml 1 Should notbe  TSEN 150 22717 Passed

Staphylococcus Aureus * Not Detected. g-mi 1 Should notbe  TSENISO 22718 Passed

Candida Albicans * Not Detected, g-ml 1 Should notbe  TSEN 150 18416 Passed

Escherichia Coli * Not Detected. gmi 1 Should notbe  TSENISO 21150 Passed

DESCRIPTION

DECISION RULE (D.R)

Limit Value Source (LVS)

1 - Conformity Assassment was camed out according to the ‘Guideling on Microtsctogical Contral of Cosmetic Products’.

=% Analysis marked with * ame within the scope of acoeditation .

1 B"dltsf Laboratory and Corsding Services Lid, which oporates as an Analysls labomary. St Is accredited by TURKAK acconting to AR 1004.T and TS EN ISOIEC Page | )
17005 stanciard. The Turkish Accredinion oy (TURKMAK) has sigred o Mutiaeral Agreement with the European Accreditation Assockation (EA | and o mumual recogrition 1309202
agreament wih the intermational Latoratory Accreditation Assockation (ILAC) on the recognison of test reports POLT0R-FDY

2 The resudts of B Anidysin e vl foe the abows-onecioned sigle sent 10 e labonony by he compannyeaiuioniedhidud 1

3 Descriptve information in the kst 1gon hat afects Ba validdy of the resuts has been declasd by the customer. Ol Bbortary & not responsitia fr any lossesagal Rev 02115122022
cbilgatons hat may octsr dun 1 B acaurecy snd use of his indormation

4 Noport of fis fes! repart can be used olone o sepambely, can not be copled. reproduced or published in whole or in part without he wiitten parmission of e biboratory

5 This report cannot be used for adwertising purmposes. insigned md urssaled regons am invald

Siyotest Laboratuvarlan ve Damgmaniik Hizmetleri Ltd. 5. Avalar V.D. 781549767 - Tic. Sic. No: 3273865
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LABORATUVARI
AB-1804-T
26-BYT-001453
ANALYSIS REPORT 06.26
IPurpou of Analysis Private Request Report Number : 26-BYT-001453
i Date and Time of Report : 1.06 2026 16:45
Sample requested by: Sample Detail:
Name BIONIKS MEDKAL KOZMETK LIMITED SIRKETI Name : BIONIKS INTENSIVE CARE CREAM
Address ESENTEPE MAH. ANADOLU CAD. YASAKULE NO; | QtyfPes -Temp. (C}  : 2Pcs
14 IC KAPI NO' 20 KARTAL /ISTANSUL Packing : Company Packeging
Date of Prod /Exp.
Authorized Person Lot Number : . Boa2GC0Y
Phone/Fax Brand
BIONIKS MEDIKAL KOZMETX LIMITED SIRKET)
Sender
Date Received : 2105.2026
BIONIKS MEDIKAL KOZMETK LIMITED $IRKETI
Manufacturer Date Started : 21052026
Offerr No Date Finished : 01.06 2026
U. Uncertainty of Measursment Rec. Recovery LOQ. Limit of Quantification
Whant The conformily assussmuent regarding Bw test results is givert the togulations, standasds, speciications, contracts, eic., T any. The decision rdé speclind in the d B ased. Ut
m«eln\odemhand-md\odnn-bghlmn the Simple -m»n-wwm mm«mummmm
-The uncertaloties speciied In the report are k- y at the 95%
l'bv-mlu-nhlnhcmvhnnulndudv-mnﬂ p i for the ,m.- The lab y coonol be held renponsiie foe e indormation given by the customee,

NOTE. Inbal suspensions for Pseudomonas ssrugmoss, Eschenchia coll, Staphylococous aureus, Canddn dlbcans, Asrabe Mesophiic Baclesa and YeastS Mald ot 8 rabo of
Itts prepared. Cetnende Agar, MacConkey Agar, Bawd Parker Agar, Sabouraud Agar, reiated moroomanesns wsing Eugen LT 100 Broth as e neutralizer divent, raspe cively
It was planted in Dextrose Choramphenicol Agar, Tryptic Soy Agar and Potato Dextrose Chiotamphencol Agar meda Neutralizaton of antimicrobsal properties of the sample
It has been venfied by chedkng with the relevant microorganesms and the method is suitable

REVISION INFORMATION

= Anadysin marked with "™ anu within the scope of actredission

1 SNVOTEST Laterstry and Corsuting Senices L2 which cpsnites as an Analyss laboratory S is acosediied by TURKAK according o AB-1804-T und TS EN ISOMEC Page 2 ¥
17025 standord The Tusdsh Accredinion (TURKAX) tos signad o Mutiioterdl Agreement with the Europesn Accredtation Assocton (EA) and & mimusl recogniton 1305024
eament with the Intemationa! Laboratory Mwwmm;IvaNWumdmﬂms POLTOS FOV
2 The resuts of the Analysis ore vald Yonhc ma menoned sampie sant 10 the labomatory by he companyinssiatonind vidud ANE 3 o)
3 Dwacriptvw nformation in he Wl repor thal aects the wileity of thie e has Ssen decimd by (lw cotomer Our liboratory in not seponsbis fa sy s iegs Rey 021572 2022
ctigabions thel may oocur dus B the scaracy md use of tis hon

s

No part of his et repor! can be used alone cr sepanately, can not be copied, reproduced of fubiished in whole or in pert without the snBen parmission of the kboratory
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Packaging Materials
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PRODUCT ANALYSIS CERTIFICATE

BIONIKS INTENSIVE CARE CREAM

* The product is a leave-on cosmetic skin care cream and is placed on the market in a 50 ml size. The primary
packaging consists of a cosmetic cream jar with a closure system suitable for cosmetic use. The secondary

packaging consists of a printed carton box containing the mandatory cosmetic labeling information.

Packaging materials have been analyzed and the relevant packaging documentation has been reviewed.
Packaging compatibility has been evaluated and no incompatibility between the formulation and the packaging
materials has been identified. No evidence of leakage, cracking, deformation, discoloration or packaging

deterioration was observed under the evaluated conditions.

The packaging system and the formulation consist of compatible components suitable for the intended cosmetic
application. Furthermore, all raw materials included in the formulation were reviewed with respect to specific
regulatory restrictions, mandatory warnings and labeling requirements. No additional mandatory warning
statement resulting from the raw materials was identified beyond the standard cosmetic precautions indicated

on the product label.

Based on the available packaging documentation, packaging compatibility evaluation and intended conditions
of use, the packaging system is considered suitable for BIONIKS INTENSIVE CARE CREAM .

Dioniks

190 mm

PO MEMLENDIIC) KAEM

Intensive Moisturizing Cream

bioniks

VORI SI5 SRONAT MDA SO LT §T L

s‘\.'{3>

20 mm
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Certificate of Analysis

Invoice No: 220126 Batch No Quantity: 140000
Commodity: 50G CREAM JAR CAP Destination Turkey
Material: PP Plastic Delivery date:  August 11th 2022
Color White

PHYSICALTEST Dimensien in mm.
TEST DESCRIPTIONS | STANDARD NAc(pcs) Result L AQL
Total hesght 13405 500 0
Intramural diameter 44203 500 0 |
Extermal diameter 455:03 500 0
Screw diameter 39.840.3 500 0
Verticality Less than 3.0 500 0
Final result Qualified

This certificate 1s issued by FOSHAN GOODPACK MANUFACTURING CO_LTD.
For and on behalf of

FOSHAN GOODPACK MANUFACTURING CO_LTD.

Quality Assurance Department Manager: Cherry Hu r

N
N

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
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FOSHAN GOODPACK MANUFACTURING CO., LTD
Certificate of Analysis

Invoice No:  0361-23 Batch No: Quantity:80000
Commodity: 50G FROSTED CREAM JAR Destination: Istanbul, Turkey
Glass type: SODA-LIME GLASS, TYPEIN Delivery date:  November 1st 2021

Glass Color  Clear

PHYSICAL TEST Dimension in mm.
TESTDESCRIPTIONS | STANDARD N/Acipes) Result IL AQL
Total height 41108 | se0 | 0 ' '
Intramural diameter ‘ 42:05 ' 500 0
Extermal Gameter | 493205 | 500 0
Finish height 195103 | 500 0 |
Screw diameter | 5110.5 . 500 0
Body diameter | 5640.8 | 500 0
Verticality ' Less than 3.0 ‘ 500 0
Mass weight ‘ =339 ‘ 500 Fitness
Brimful capacity |ssaaML | 500 / | ss | 15
Light transmission lusp2s | Finess | ‘
Final result Qualified
CHEMICAL TEST
Glass container hydrolytic N/Ac 15
esisiance (YREN292003) Cassifcaton | HC3, COMPLIES WITH USPTYPE III
Themal shock resistance N/AC({15/0) 15
(YBB00182003)
Equal to 1ISO7459-1984 Mind2'C glass type Hl
Result 0
Intermal pressure resistance - N/Ac(20/0) ‘ Withstand the pressure of 6bar
(YBB00172003) Resul T o
Residual stress (YBB00162003) N/Ac(20/0) 0
Final result Qualified

Glass SIO2: 7158% Fe203: 0.378%
composition | Al203: 1.76% R20. 14.27% RO:11.6%

This certificate is issued by FOSHAN GOODPACK MANUFACTURING CO_ LTD.
For and on behalf of FOSHAN GOODPACK MANUFACTURING CO.LTD
Assurance Quality Department Manager: Cherry Hu

"
--
.

TTis cerfificaie 1s approved by Assurance Quality Deparfment. Page 171
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Certificate of Analysis

Invoice No 220126 Batch No. Quantity: 250000
Commodity.: 50G CREAM JAR Destination Turkey
Material: LID PP Plastic Delivery date:  August 11% 2022
Color- White

PHYSICAL TEST Dimension in mm,
TEST DESCRIPTIONS ' STANDARD N/Ac{pcs) Result i AQL
Total height 4£0.05 500 0
Intramural diameter 36.1520.3 500 0 I
Extermal diameter 408403 500 0
Upper depth 3:003 500 0
Verticalty Lessthan 3.0 500 0
Final result Quaified

This certificate 1s issued by FOSHAN GOODPACK MANUFACTURING CO.,LTD.
For and on behalf of

FOSHAN GOODPACK MANUFACTURING CO.LTD.

Quality Assurance Department Manager: Chenry Hu

el

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



[11. A Statement on Compliance With Good
Manufacturing Practice
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QUALITY
CERTIFICATE

QUALITY MANAGEMENT SYSTEM
CERTIFICATE

This certificate is granted to the organization,

RK KOZMETIK VE HIUYEN URUNLERI
SANAYI DIS TICARET A.S.

ISTANBUL DERI ORGANIZE SANAY!I BOLGESI NOKRA CAD. NO:2/A
TUZLA/ISTANBUL/TURKIYE

by review of |1A2-2-8026 numbered report for the scope

MANUFACTURE OF COSMETICS, PERSONAL CARE AND HOUSEHOLD CLEANER
PRODUCTS, DOMESTIC AND INDUSTRIAL CLEANING, BIOCIDAL, DISINFECTANT,
HYGIENE PRODUCTS AND SOAP

to certify that a management system in accordance with
standard's clauses is established and being implemented

ISO 9001:2015

Certificate No : QMS 0925 0011145
Original Certification Date : 11.09.2025
Revised Date : 11.09.2025
Expiry Date : 10.09.2026
Certification Period : 3 years (1*'year)

N e e
- e trvfioninl
EUROTECH < rr—g ? A":Tl%::v:‘u‘
] QUALITY "l Sttty

Furctech Cartficeton Approwt

Eurolech LLC
1200 Coffwan: Averiun Sute 2433 Sheridan Wyoeeng 52001/ UBA
waw.ourcsecheenificatco. com, emaitinfodPeusctechoatification .com
The validhity of this cartficals can be confimmed try aenad (o infogfewrotachoarifcation com

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.

BIONIKS INTENSIVE CARE CREAM



QUALITY
CERTIFICATE

KALITE YONETIM SISTEMI SERTIFIKASI

Bu sertifika, -

RK KOZMETIK VE HIJYEN URUNLERI
SANAYI DIS TICARET A.S.

ISTANBUL DER| ORGANIZE SANAYI BOLGESI NOKRA CAD. NO:2/A
TUZLA/ISTANBUL/TURKIYE

kurulusunun,

KOZMETIK, KISISEL BAKIM VE TEMIZLIK ORUNLERI, EV VE ENDUSTRIYEL
TEMIZLIK URUNLERI, BIOSIDAL, DEZENFEKTAN VE SABUN IMALATI VE SATISI

Kapsaminda, |A2-2-8026 sayih rapordaki inceleme ile

ISO 9001:2015

standardinin sartlarina uyan bir yonetim sistemi
kurdugunu ve uyguladigini onaylamak Gzere verilmistir.

Sertifika No : QMS 0925 0011145

lik Yayin Tarihi : 11.09.2025

Revizyon Tarihi : 11.09.2025
Gegerlilik Tarihi : 10.09.2026
Belge Periyodu : 3 yil (1. yil)

P ? s Internchienul
EUROTECH - \ Aszachitien of
Quality and
ey Sustinabimy

Eurotech Certifkanon Approval

Eurctech LLT
1308 Coffesn Avere Suln 2435 Sherkian Wyoming 82001/ USA
W, - Bam, emak &
Thes unhaily of this certificats can be confiemed by w-musl 10 wdo@Beur

1Scution

e
ewchenSTicason com

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.

BIONIKS INTENSIVE CARE CREAM



QUALITY
CERTIFICATE

MEDICAL QUALITY MANAGEMENT
SYSTEM CERTIFICATE

This certificate is granted to the organization,

RK KOZMETIK VE HIJYEN URUNLERI
SANAYI DIS TICARET A.S.

ISTANBUL DERI ORGANIZE SANAY| BOLGESI NOKRA CAD. NO:2/A
TUZLA/ISTANBUL/TURKIYE

by review of I1A2-2-8026 numbered report for the scope

MANUFACTURE OF COSMETICS, PERSONAL CARE AND HOUSEHOLD CLEANER
PRODUCTS, DOMESTIC AND INDUSTRIAL CLEANING, BIOCIDAL, DISINFECTANT,
HYGIENE PRODUCTS AND SOAP

to certify that a management system in accordance with
standard’s clauses is established and being implemented

ISO 13485:2016

Certificate No : MDMS 0925 0011147
Original Certification Date : 11.09.2025
Revised Date : 11.09.2025
Expiry Date : 10.09.2026

Certification Period : 3 years (1*'year)

T \ _———,
(Z%‘_; m———
= (‘é It nu e
= L] s— i
EUROTECH el AMERICAN mf;"::dnl
ey QLIALITY Sarshomeshiny

Ewvotoch Carsfication Algroval

Eilroiach LLC
1308 Coffuan Avenus Suile 2435 Shariden Wyoming 82801/ USA
www.ourctechcartifiication. com, emaitinfofieurotechoartiication com
Tha valcity of this cartificate can be confimed by o-mai 1o infofjevrotocheartfcation com

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.
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QUALITY
CERTIFICATE

MEDIKAL KALITE YONETIM SISTEMI
SERTIFIKASI

Bu sertifika,

RK KOZMETIK VE HIJYEN URUNLERI
SANAYI DIS TICARET A.S.

ISTANBUL DERI ORGANIZE SANAY|I BOLGES|I NOKRA CAD. NO:2/A
TUZLA/ISTANBUL/TURKIYE

Kurulusunun,

KOZMETIK, KISISEL BAKIM VE TEMIZLIK OROUNLERI, EV VE ENDUSTRIYEL
TEMIZLIK URUNLERI, BIOSIDAL, DEZENFEKTAN VE SABUN IMALATI VE SATISI

Kapsaminda, IA2-2-8026 sayili rapordaki inceleme ile

ISO 13485:2016

standardinin sartlarina uyan bir yonetim sistemi
kurdugunu ve uyguladidini onaylamak Uzere verilmigtir.

Sertifika No : MDMS 0925 0011147

lik Yayin Tarihi : 11.09.2025

Revizyon Tarihi : 11.09.2025
Gegerlilik Tarihi : 10.09.2026
Belge Periyodu : 3 yil (1. yil)

EUROTECH . ¢ ([, o
- Lomsninability

Eurctach Carttlication Approve

Ewotech LLC
1305 CoMeon Avenue Sue 2430 Sheridan, Wyoming 82001 USA
www surotechoertifcation . com. emal rdofjeurctecncorificaton com
The vakdity of Pes carifcaio can by toerfemed by o-mail o infofdeurctechoantification cam

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.
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QUALITY
CERTIFICATE

ENVIRONMENTAL MANAGEMENT
SYSTEM CERTIFICATE

This certificate is granted to the organization,

RK KOZMETIK VE HIJYEN URUNLERI
SANAYI DIS TICARET A.S.

ISTANBUL DERI ORGANIZE SANAY!I BOLGESI NOKRA CAD. NO:2/A
TUZLA/ISTANBUL/TURKIYE

by review of 1A2-2-8026 numbered report for the scope

MANUFACTURE OF COSMETICS, PERSONAL CARE AND HOUSEHOLD CLEANER
PRODUCTS, DOMESTIC AND INDUSTRIAL CLEANING, BIOCIDAL, DISINFECTANT,
HYGIENE PRODUCTS AND SOAP

to certify that a management system in accordance with
standard's clauses is established and being implemented

ISO 14001:2015

Certificate No : EMS 0925 0011146
Original Certification Date : 11.09.2025
Revised Date : 11.09.2025
Expiry Date : 10.09.2026
Certification Period : 3 years (1% year)

a’

R

e

lvtmevetianal
Azsociation of
Quesry ored
Sunksmmrhility

Eurctech Cartficston Approval

Euenlnon LLC
1700 Coffessy Avaniut Bule 2455 Eharldan Wyoening 82801/ USA
www.eurolechcentficaton com, amailinfodeurctechoomtiNcasion. com
Tho valki®y of this carsficate con ba confimed by et 1o Infodpeurotechoertifcalion com
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QUALITY
CERTIFICATE

CEVRE YONETIM SISTEMI SERTIFIKASI

Bu sertifika,

RK KOZMETIK VE HIJYEN URUNLERI
SANAYI DIS TICARET A.S.

ISTANBUL DERI ORGANIZE SANAY]I BOLGES| NOKRA CAD. NO:2/A
TUZLA/ISTANBUL/TORKIYE

Kurulusunun,

KOZMETIK, KISISEL BAKIM VE TEMIZLIK ORUNLERI, EV VE ENDUSTRIYEL TEMIZLIK
UROUNLERI, BIOSIDAL, DEZENFEKTAN VE SABUN IMALATI VE SATISI

Kapsaminda, 1A2-2-8026 sayill rapordaki inceleme ile

ISO 14001:2015

standardinin sartlarina uyan bir yonetim sistemi
kurdugunu ve uyguladigini onaylamak Gzere verilmistir.

Sertifika No : EMS 0925 0011146
lik Yayin Tarihi : 11.09.2025
Revizyon Tarihi : 11.09.2025
Gegerlilik Tarihi : 10.09.2026
Belge Periyodu : 3 yil (1. yil)
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Eurtech LLC
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QUALITY
CERTIFICATE

COSMETICS - GOOD MANUFACTURING
PRACTICES (GMP) CERTIFICATE

This certificate is granted to the organization,

RK KOZMETIK VE HIJYEN URUNLERI
SANAYI DIS TICARET A.S.

ISTANBUL DERI ORGANIZE SANAY| BOLGESI NOKRA CAD. NO:2/A
TUZLANSTANBUL/TURKIYE

by review of 1A2-2-8026 numbered report for the scope

MANUFACTURE OF COSMETICS, PERSONAL CARE AND HOUSEHOLD CLEANER
PRODUCTS, DOMESTIC AND INDUSTRIAL CLEANING, BIOCIDAL, DISINFECTANT,
HYGIENE PRODUCTS AND SOAP

to certify that a management system in accordance with standard’s
clauses is established and being implemented

ISO 22716:2007

Certificate No : CGMP 0925 0011148
Original Certification Date : 11.09.2025
Revised Date : 11.09.2025
Expiry Date : 10.09.2026
Certification Period : 3 years (1% year)

AR

&7 2 p fturmnatienal
EUROTECH - | Amacotion uf
Qunlity amd
e Sinttnabiey

Eurotech Cartficsson Appronsl

Curoiach LLC
1300 Coffeen Avenue Bule 2435 Sharidan Wyomeng E2201/ USA
www. suroiachcanficaton com. emallinfofieurctechcartificaiion, com
Thi validty of s cemficais con be confirmed by a~mad to Infofeeolechoertifoalion com

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.
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QUALITY
CERTIFICATE

KOZMETIKLER - iYi URETIM
UYGULAMALARI (GMP) SERTIFIKASI

Bu sertifika,

RK KOZMETIK VE HIJYEN URUNLERI
SANAYI DIS TICARET A.S.

ISTANBUL DERI ORGANIZE SANAY| BOLGES|I NOKRA CAD. NO:2/A
TUZLA/ISTANBUL/TURKIYE

kurulugunun,

KOZMETIK, KISISEL BAKIM VE TEMIZLIK ORUNLERI, EV VE ENDUSTRIYEL TEMIZLIK
URONLERI, BIOSIDAL, DEZENFEKTAN VE SABUN IMALATI VE SATISI

Kapsaminda, IA2-2-8026 sayili rapordaki inceleme ile

ISO 22716:2007

standardinin sartlarina uyan bir yénetim sistemi kurdugunu
ve uyguladigini onaylamak (izere verilmistir.

Sertifika No : CGMP 0925 0011148
lik Yayin Tarihi : 11.09.2025
Revizyon Tarihi : 11.09.2025
Gegerlilik Tarihi : 10.09.2026
Belge Periyodu : 3 yil (1. yil)
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EUROTECH | === PI=NoTY Avvocshar
e QUALITY -~ Sustninodilily

Eurctocty Contiticabion Approved

Ewnotech LLC
1300 Coffwen Avaniue Suile 2615 Sharidan, Wyoameg S28017 USA
W S olachoortification. com, emad o eurciathoerifonion com
Tho valdity of thia cortifcale can be confirned hy e-mall to indod@rurcsachcar tificasion. com
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GOOD MANUFACTURING PRACTICES
DECLARATION

To whom it may concern,

I, the undersigned, legal representative of RK KOZMETIK HIJYEN URUNLERI SAN.
DIS. TiC. A.S, certify that all products under the brand name “"BIONIKS™ are registered and
marketed in Turkey and are manufactured in accordance with the Good Manufacturing

Practices (G.M.P.) conditions.

We also declare that all the ingredients and materials used in manufacturing the products are of

the highest quality and are effective and safe to use.
In faith,

President

RK KOZMETIK HIJYEN URUNLERI SAN. DIS. TiC. A.S.

RK KOZMETIK HIJYEN URUNLERI SAN. DIS. TiC. A.$
Istanbul Deri Organize Sanayi Bélgesi Nokra Caddesi. No: 2/A 3495
TUZLA / [STANBUL

el
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MANUFACTURING PROCESS

PRODUCT NAME: BIONIKS INTENSIVE MOISTURIZING CREAM
PRODUCT SIZE: SOmle

GENERAL MANUFACTURING SCHEMA

i
RAW MATERIAL ‘ PACKING MATERIAL |

|

. .
QUALITY CONTROL I

NO > I
YES

B '

‘ RAW MATERIAL PACKING
1 STORAGE STORAGE ‘

MEASUREMENT ]

|

PROCEDURE TO |
MANUFACTURE

NO EXTINCTION I

1"55 FEEDBACK !

MICROBIOLOGICAL
TESTING

4

SEPARATION OF
SAMPLE
e }_‘_,

YES

PACKING l N
N W— 0} (KK )

Fes St

| PRODUCT STORAGE l

SHIPPING I

RK KOZMETIK HIJYEN URUNLERI SAN. DIS. TiC. A.S.
[stanbul Deri Organize Sanayi Bélgesi Nokra Caddesi.No:2/A No:2 3495
TUZLA / ISTANBUL

w
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V. Informations About Raw Materials
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SAFETY DATA SHEET SC h U | ke -

according to Regulation (EC) No. 1907/2006

euxyl® PE 9010  No Change Service!
Version Revision Date: Date of last issue: 22.03.2016
05.01 04.02.2019 Date of first issue: 10.11.2003

SECTION 1: Identification of the substance/mixture and of the company/undertaking

1.1 Product identifier

Trade name : euxyl® PE 9010
1.2 Relevant identified uses of the substance or mixture and uses advised against
Use of the Sub- . Preservative for cosmetics & toiletries

stance/Mixture

1.3 Details of the supplier of the safety data sheet

Manufacturer/ Supplier . Schilke & Mayr GmbH
Robert-Koch-Str. 2

22851 Norderstedt

Germany

Telephone: +48 (0)40/ 52100-0
Telefax: +49 (0)40/ 52100318
maik@schuelke.com
www.schuelke.com

E-mail address of person : SAVAT +49 40 52100 100 or S&M UK +44 114 254 3500
responsible for the sai-at@schuelke.com
SDS/Contact person
1.4 Emergency telephone number
Emergency telephone num- : UK Poisons Emergency number: 0870 600 6266
ber
Emergency telephone num- . 449 (0)40 /52 100 0
ber

SECTION 2: Hazards identification

2.1 Classification of the substance or mixture

Classification (REGULATION (EC) No 1272/2008)

Serious eye damage, Category 1 H318: Causes serious eye damage.
2.2 Label elements

Labelling (REGULATION (EC) No 1272/2008)
Hazard pictograms

Signal word . Danger
Hazard statements : H318 Causes serious eye damage.
Precautionary statements :©  P280 Wear eye protection/ face protection.

P305 + P351 + P338 IF IN EYES: Rinse cautiously with wa-
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ter for several minutes. Remove contact lenses, if present and
easy to do. Continue rinsing.
P310 Immediately call a POISON CENTER/doctor.

Hazardous components which must be listed on the label:
70445-33-9 3-(2-aethylhexyloxy)propane-1.2-diol

2.3 Other hazards

This substance/mixture contains no components considered to be either persistent, bioaccumula-
tive and toxic (PBT), or very persistent and very bioaccumulative (vPvB) at levels of 0.1% or
higher,

SECTION 3: Composition/information on ingredients

3.2 Mixtures
Chemical nature ¢ solution
Components
Chemical name CAS-No, Classification Concentration
EC-No. {% wiw)
Index-No.
Registration number
2-phenoxyethanal 122-99.6 Acute Tox. 4: H302 885- 915
204-589-7 Eye Irrit. 2; H319
603-098-00-9
01-2119488943-21-
XXXX
3-(2-ethylnexyloxy)propane-1,2- 70445-33-9 Eye Dam. 1; H318 85- 115
diol 408-080-2 Acute Tox. 4; H332
603-168-00-9 Aquatic Chronic 3;
01-0000015745-65-  H412
For explanation of abbreviations see section 16.
SECTION 4: First aid measures
4.1 Description of first aid measures
General advice ¢ Take off all contaminated clothing immediately.
If inhaled It symptoms persist, call a physician,
In case of skin contact - Wash off immediately with plenty of water.
In case of eye contact . Inthe case of contact with eyes, rinse Immediately with plenty

of water and seek medical advice,
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If swallowed Obtain medical attention

4.2 Most Important symptoms and effects, both acute and delayed
Symptoms . Risk of serious damage to eyes.

Risks : No information avaitable.

4.3 Indication of any immediate medical attention and special treatment needed
Treatment :  No information avallable.

SECTION 5: Firefighting measures

5.1 Extinguishing media

Suitabie extinguishing media Water
Dry powder
Foam
Carbon dioxide (C0O2)

Unsuitable extinguishing . No information available.
media

5.2 Special hazards arising from the substance or mixture

Specific hazards duning fire- = No information available.
fighting
5.3 Advice for firefighters
Further information . Standard procedure lor chemical fires.

SECTION 6: Accidental release measures

6.1 Personal precautions, protective equipment and emergency procedures
Personal precautions . Use personal protective equipment.

6.2 Environmental precautions

Envircnmental precautions Do not flush into surface water or sanitary sewer system.
Avoid subsoil penetration

6.3 Methods and material for containment and cleaning up

Methods for cleaning up :  Wipe up with absorbent material (e.g. cloth, fleece).
Soak up with inert absorbent matenial (e.g. sand, silica gel,
acid binder, universal binder, sawdust).

6.4 Reference to other sections
see Seclion 8 + 13

Z11357 ZSDB_P_ALL EN Page 3/14 @ Airliquide

61

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



SAFETY DATA SHEET schulke -¢

according to Regulation (EC) No. 1907/2006

euxyl® PE 9010  No Change Service!
Version Revision Date: Date of last issue: 22.03.2016
05.01 04.02.2019 Date of first issue: 10.11.2003

SECTION 7: Handling and storage

7.1 Precautions for safe handling
Advice on sale handling : Handle and open container with care.

Advice on protection against : No special protective measures against fire required,
lire and explosion

Hygiene measures :  Take off all contaminated clothing immediately.

7.2 Conditions for safe storage, including any incompatibilities

Requirements for storage : Store in original container,
areas and containers

Further information on stor- . Keep away from direct sunlight. Limited stability - see fabel on
age conditions pack. Keep container tightly closed.
Advice on common storage  : Keep away from food and drink.
7.3 Specific end use(s)
Specific use{s) I none

SECTION 8: Exposure controls/personal protection

8.1 Control parameters
Derived No Effect Level (DNEL) according to Regulation (EC) No. 1907/2006:

Substance name End Use Exposure routes | Potential health ef- Value
fects
2-phenoxyethanol Workers | Inhalation Long-term systemic | 8,07 mg/m3
effects, Long-term
local effects
Workers Skin contact Long-term systemic | 34,72 mgkg
elfects
Consumers | inhalation Long-term exposure, | 2,5 mg'm3
Short-term exposure,
~ Local effects ]
Consumers Skin contact Long-term local ef- 20.83 mgikg
fects
Consumers | Ingestion Shart-term exposure, = 17.43 makg
Long-term exposure,
Systemic effects
3-(2- Workers Inhalation Acute systemic el- 1,55 mg/m3
ethylhex- fects
yloxy)propane-1,2-diol ! !
Workers Inhalation Long-term systemic = 0,875 mg/im3
| effects
Workers Skin contact Long-term systemic | 1 mg/kg
| effects
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Consumers | Inhalation Long-term systemic | 0,109 mg/m3
effects
Consumers | skin contact Long-term systemic | 0,5 mgkg
effacts
Predicted No Effect Concentration (PNEC) according to Regulation (EC) No. 1907/2006:
Substance name Environmental Compartment Value
2-phenoxyethanol Fresh water 0,943 mg/l
Marine water 0,0943 mg/_
Fresh water sediment 7.,2366 mg/kg
Marine sediment 0.7237 ma'kg
Soil 1.26 mg'kg
Intermittent use/release 3.44 ma/l
______ Sewage treatment plant 24,8 mg'l
3-(2-ethylhexyloxy)propane-1,2- | Fresh water 0,15 mg/l
diol
Marine water 0.015 mg/l
Fresh water sediment 0.19 markg
Marine sediment 0.019 mgkg
Soil 0.894 mgkg
Sewage treatment plant 5,6 mgh

8.2 Exposure controls

Personal protective equipment

Eye protection Salety glasses with side-shields conferming to EN166

Hand protection . Impervious glovesSplash protection: dispesable nifrile rubber
gloves e.g. Dermatril (layer thickness: 0.11 mm) made by KCL
or gloves from other manufacturers offering the same protec-
tion.Prolonged contact: Butyl rubber gloves e.g. Butoject
(>480 Min., layer thickness: 0.70 mm) made by KCL or gloves
from other manufacturers offering the same protection.

Skin and body protection Choose body protection according 1o the amount and con-

centration of the dangerous substance at the work place.

Protective measures Avold contact with skin and eyes.

SECTION 9: Physical and chemical properties

9.1 Information on basic physical and chemical properties

Appearance o liguid

Colour ¢ nearly colourless
Odour : characteristic
Odour Threshold not determined
pH ¢ 6-8(20°C)

Concentration: 10 g/l
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Freezing point . ca.5°C

Balling point'bolling range ¢ >100°C

Flash point ;. =100°C

Method: iSO 2719
Evaporation rate : not determined
Flammability (solid, gas) : Not applicable

Upper explosion limit / Upper | Not applicable
flammability limit

Lower explosion limit / Lower : Not applicable
flammability limit

Vapour pressure ¢ not determined
Vapour density : not determined
Relative density ¢ ca. 1,087 - 1,092 g/mi (20 °C})
Solubilitylies)
Water solubility . 10g1 {(20°C)
Partition coefficient: n- ¢ Not applicable
oclanol/water
Auto-ignition temperature : Not applicable
Viscosity
Viscosity, dynamic . 28mPa’s

Method: Rheo WIN RS 600

Flow time . <15sat20°C
Method: DIN 53211

Explosive properties ¢ Not explosive

Oxidizing properties : The substance or mixture is not classified as oxidizing.

9.2 Other information

Surface tension ¢ 34 mN/m
Refractive index : 1522-1534at20°C
Seli-ignition . Not applicable

SECTION 10: Stability and reactivity

10.1 Reactivity
Stable under recommended storage conditions,
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10,2 Chemical stability

No decomposition if stored normally.
10.3 Possibility of hazardous reactions

Hazardous reactions . None reasonably foreseeable,
10.4 Conditions to avoid
Conditions to avoid ¢ Protect from frost, heat and sunlight.

10.5 Incompatible materials
Materials to avaid ¢ No data available

10.6 Hazardous decomposition products
None reasonably foreseeable.

SECTION 11: Toxicological information

11.1 Information on toxicological effects

Acute toxicity
m 1s:
2-phenoxyethanol:
ute oral toxicity . LD50 (Rat): 1.850 mgkg
Assessment: Harmful if swallowed,
Acute inhalation toxicity : (Rat): Exposure time: 8 h
Remarks: An LC50/ inhalation could not be determined be-
cause no mortality of rats was observed at the maximum
achievable concentration.
Acute dermal toxicity : LD50: > 2.000 mg'kg
Remarks: Based on available data, the classification criteria
are not met,

3-(2-ethylhexyloxy)propane-1,2-diol:

Acute oral toxicity LD50 (Rat): > 2.000 mg/kg
Methad: OECD Test Guideline 401
Remarks: Based on avallable data, the classification criteria
are not met.

Acute inhalation toxicity : LG50 (Rat): 3,07 mg/l
Method: OECD Test Guideline 403
Assessment: Harmful if inhaled.

Acute dermal toxicity . LD50 (Rat): = 2,000 mg'kg
Method: OECD Test Guideline 402
Remarks: Based on available data, the classification criteria
are not met,
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Skin corroslon/irritation

Components:

2-phenoxyethanol:

Species Rabbit

Method OECD Test Guideline 404

Result No skin irritation

3-(2-ethylhexyloxy)propane-1,2-diol:

Method
Result
Remarks

OECD Test Guideline 404
shght irritation
Based on avallable data, the classification criteria are not met.

Serious eye damage/eye irritation

Components:

2-phenoxyethanol:
Species
Assessment
Method

Rabbit
Causes serious eye Irritation.
OECD Test Guideline 405

3-(2-ethylhexyloxy)propane-1,2-diol:

Method
Result
Test substance

OECD Test Guideline 405
Risk of serious damage to eyes.
concentrate

Respiratory or skin sensitisation

Components:
2-phenoxyethanol:
Test Type

Species

Method

Result

Maximisation Test

Guinea pig

OQECD Test Guidelineg 406

Did not cause sensitisation on laboratory animals.

3-(2-ethylhexyloxy)propane-1,2-diol:

Method
Result

Germ cell mutagenicity

Components:

2-phenoxyethanol:

Germ cell mutagenicity- As-
sessment

QECD Test Guideline 406
Did not cause sensitisation on laboratory animals.

Tests on bactenal or mammalian cell cultures did not show
mutagenic effects.

3-(2-ethylhexyloxy)propane-1,2-diol:
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Genotoxicity in vitro Method: OECD Test Guideline 471
Result: Not mutagenic in Ames Test
Genotoxicity in vivo Method: OECD 474
Remarks: Micronucleus test: not mutagenic
Carcinogenicity
Components:
2-phenoxyethanol:
Carcinogenicity - Assess- . No data available
ment
Reproductive toxicity
Components:
2-phenoxyethanol:
Reproductive toxicity - As- . Animal testing did not show any effects on fertility.
sessment

3-(2-ethylhexyloxy)propane-1,2-diol:

Effects on foetal develop- . Species: Ral

ment Apphcation Route: Oral
General Toxicity Maternal: NOAEL: 800 mg/kg body weight
Method: OECD Test Guideline 414

STOT - single exposure

Components:

2-phenoxyethanol:
Remarks . Based on available data, the classification critena are not met.

STOT - repeated exposure

Components:

2-phenoxyethanol:

Remarks . No data available

Repeated dose toxicity

Components:

2-phenoxyethanol:

Species - Rat

NOAEL . 400 ma'kg

Application Route : Oral

Remarks . Based on available data, the classification criteria are not met.
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3-(2-ethylhexyloxy)propane-1,2-diol:

Species : Rat

NOAEL : 100 mglkg

Application Route Oral

Exposure time : 28-day

Method . OECD Test Guideline 407

Remarks : Based on available data, the classification cnteria are not met.

Species : Rat

NOAEL . 50 mgkg

Application Route . Oral

Exposure time : 90-day

Aspiration toxicity

No data available

SECTION 12: Ecological information

12.1 Toxicity
Components:
2-phenoxyethanol:

Toxicity to fish LC50 (Leuciscus idus (Golden orfe)): > 100 mg/l
Exposure time: 96 h

Toxicity to daphnia and other : EC50 : > 500 mg

aquatic invertebrates Exposure time: 48 h

Toxicity to algae . ECS50 (Desmodesmus subspicatus (green algae)): > 500 mg/l
Exposure time: 72 h

Toxicity to fish (Chronic tox-  : NOEC: 23 mg/l

icity) Exposure time: 34 d

Speacies: Pimephales promelas (fathead minnow)

Toxicity to daphnia and other NOEC: 9,43 mg/
aquatic invertebrates (Chron- Exposure time: 21 d
lc toxicity) Species: Daphnia magna (Water flea)

3-(2-ethylhexyloxy)propane-1,2-diol:
Toxicity to fish :  LCS0 (Brachidanio rerio): 60,2 mg/l
Method: OECD Test Guideline 203

Toxicity to daphnia and other : EC50 (Daphnia magna): 78,3 mg/l
aquatic invertebrates Exposure time: 48 h
Method: OECD Test Guideline 202

Toxicity to algae : 1C50 {Desmodesmus subspicatus {green algae)): 48,3 mg/
Exposure time: 72 h
Mathod: OECD Test Guideline 201
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Toxicity to microorganisms EC50 : 560 mg/l
Method: OECD 209
Toxicity to fish (Chronic tox- : NOEC: 1,5 mg/l
icity) Exposure time: 35 d

Spacies: Brachidanio rerio
Method: OECD Test Guideline 210

Toxicity to daphnia and other © NOEC: 20 mg/

aquatic invertebrates (Chron- Exposure time: 21 d

lc toxicity) Species: Daphnia magna (Water fiea)
Method: OECD Test Guideline 211

12.2 Persistence and degradability

Components:

2-phenoxyethanol:
Biodegradability Biodegradation: 90 - 100 %
Exposure time: 15d
Method: OECD Test Guideline 301A
Remarks: According to the results of tests of biodegradability
this product is considered as being readily biodegradable.

3-(2-ethylhexyloxy)propane-1,2-diol:

Biodegradability : Result: According to OECD criteria, the product is inherently
biodegradable.
Mathod: OECD 3028/ ISO 9888/ EEC 88/302C

12.3 Bioaccumulative potential

Components:

2-phenoxyethanol:

Bioaccumulation Bioconcentration factor {(BCF): 0,35
Remarks: No bicaccumulation is to be expected {log Pow <«
4).

Partition coefficient: n- ¢ log Pow: 1,16

octanol/water

3-(2-ethyihexyloxy)propane-1,2-diol:

Partition coefficient: n- . log Pow: 2,53
cctanol/water

12.4 Mobllity In soll

Product:
Mobility :  Remarks: No data available
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Components:
2-phenoxyethanol:
Mobility ¢ Remarks: Mobile in soils

12.5 Results of PBT and vPvB assessment

Product:

Assessment . This substance/mixture contains no componeants considered
to be either persistent, bicaccumulative and toxic (PBT), or
very persistent and very bioaccumulative (vPvB) at levels of
0.1% or higher..

12.6 Other adverse effects
Product:
Adsorbed organic bound . Remarks: Product does not contain any organic halogens.

halogens (AOX)

SECTION 13: Disposal considerations

13.1 Waste treatment methods
Product - Dispose of as hazardous waste in compliance with local and
national reguiations.
The product should not be allowed to enter drains, water
courses or the soil

Contaminated packaging Empty containers should be taken 10 an approved waste han-
dling site for recycling or disposal.

Waste key for the unused . The waste producer itself must. in consultation with the ap-

product(Group) propriate authorities and a waste disposal company, obtain a

waste code from the EWC (European Waste Catalogue)

SECTION 14: Transport information

14.1 UN number
Not regulated as a dangerous good

14.2 UN proper shipping name

Not regulated as a dangerous good
14.3 Transport hazard class(es)

Not regulated as a dangerous good
14.4 Packing group

Not regulated as a dangerous good
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14,5 Environmental hazards
Not regulated as a dangerous good
14.6 Special precautions for user

Not applicable
For personal protection see section 8.

14.7 Transport in bulk according to Annex Il of Marpol and the IBC Code
Not applicable for product as supplied.

SECTION 15: Regulatory information

15.1 Safety, health and environmental regulations/legislation specific for the substance or mix-
ture

Seveso lIl: Directive 2012/18/EU of the European Parliament and of the Council on the control of
major-accident hazards involving dangerous substances,
Not applicable

Volatile organic compounds  :  none, Directive 2010/75/EC on the limitation of emissions of
volatile organic compounds

15.2 Chemical safely assessment
Exempt

SECTION 16: Other information

Full text of H-Statements

H302 : Harmful it swallowed.

H318 . Causes serious eye damage.

H319 . Causes senous eye irritation.

H332 : Harmful if inhaled.

H412 Harmful to aquatic life with long lasting effects,
Full text of other abbreviations

Acute Tox. : Acute toxicity

Aquatic Chronic . Long-term (chronic) aquatic hazard

Eye Dam. . Serious eye damage

Eye Irrit. . Eye imtation

ADN - European Agreement concerning the International Carriage of Dangerous Goods by Inland
Waterways: ADR - European Agreement concerning the International Carriage of Dangerous
Goods by Road; AICS - Australian Inventory of Chemical Substances; ASTM - American Society
for the Testing of Materials; bw - Body weight; CLP - Classification Labelling Packaging Regula-
tion; Reguiation (EC) No 1272/2008;, CMR - Carcinogen, Mutagen or Reproductive Toxicant; DIN
- Standard of the German Institute for Standardisation; DSL - Domestic Substances List (Cana-
da); ECHA - Eurgpean Chemicals Agency; EC-Number - Eurcpean Community number; ECx -
Concentration associaled with x% response; ELx - Loading rate associated with x% response:;
EmS - Emergency Schedule: ENCS - Existing and New Chemical Substances (Japan); ErCx -
Concentration associated with x% growth rate response; GHS - Globally Harmonized System;
GLP - Good Laboratory Practice; IARC - International Agency for Research on Cancer; IATA - In-
ternational Air Transport Association; IBC - International Code for the Construction and Equip-

Z11357 ZSDB_P_ALL EN Page 13/14

@ airtiquide

6171

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



SAFETY DATA SHEET schUIke .

according to Regulation (EC) No. 1907/2006

euxyl® PE 9010  No Change Service!
Version Revision Date: Date of last issue: 22.03.2016
05.01 04.02.2019 Date of first issue: 10.11.2003

ment of Ships carrying Dangerous Chemicals in Bulk; IC50 - Half maxima! inhibitory concentra-
tion; ICAQ - International Civil Aviation Organization; IECSC - Inventory of Existing Chemical
Substances In China; IMDG - International Maritime Dangerous Goods; IMO - International Mari-
time Organization; ISHL - Industrial Safety and Health Law (Japan); ISO - International Organisa-
tion for Standardization; KECI - Korea Existing Chemicals Inventory; LC50 - Lethal Concentration
to 50 % of a test population; LD50 - Lethal Dose 1o 50% of a test population (Median Lethal
Dose); MARPOL - International Convention for the Prevention of Pollution from Ships; n.o.s. - Not
Otherwise Specified; NO{A)JEC - No Observed (Adverse) Effect Concentration; NO(A)EL - No
Observed (Adverse) Effect Level; NOELR - No Observable Effect Loading Rate; NZIoC - New
Zealand Inventory of Chemicals; OECD - Organization for Economic Co-operation and Develop-
ment; OPPTS - Office of Chemical Safety and Pollution Prevention; PBT - Persistent, Bioaccumu-
lative and Toxic substance; PICCS - Philippines Inventory of Chemicals and Chemical Substanc-
es; (Q)SAR - (Quantitative) Structure Activity Relationship; REACH - Regulation (EC) No
1907/2006 of the European Parliament and of the Council concerning the Registration, Evalua-
tion, Authorisation and Restriction of Chemicals: RID - Reguiations concerning the International
Carriage of Dangerous Goods by Raill; SADT - Self-Accelerating Decomposition Temperature;
SDS - Safety Data Sheet; SVHC - Substance of Very High Concern; TCSI - Taiwan Chemical
Substance Inventory; TRGS - Technical Rule for Hazardous Substances; TSCA - Toxic Sub-
stances Control Act (United States); UN - United Nations; vPvB - Very Persistent and Very Bioac-
cumulative

Further information

Classification and procedure used to derive the classification for mixtures according to Regutation
(EC) No. 1272/2008

Eye Dam. 1, H318 . Calculation method

Changes since the las! version are highlighted in the margin. This version replaces all previous
versions,

The information provided in this Safety Data Sheet is comrect to the best of our knowdedge, infor-
mation and belief at the date of its publication. The information given is designed only as a guid-
ance for safe handling, use, processing, storage, transportation, disposal and release and is not
to be considered a warranty or quality specification. The information relates only to the specific
material designated and may not be valid for such material used in combination with any other
materials or in any process, unless specified in the text.
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| 05-1.0% | 05-1.0% "
max 111 % | max 117 b =
max 1.11 % | max, 111 %
| max 1.11 % | max 111 % |
e | max, 1.11 % mae, 1.11 %
| max, 1,11 % | max 1% |

TIrGORTINIed USE-CONCITIIIONS 31D ased 07 INAApe 3Ten ComNet Flessn D3y MWrE0= 3 e commeponang cetfican ol aapee
1) A high inad of wihaatated susthctants st i 3 loes of ooy
EU-INCl-declaration

Phengryenanc. EXynexyiplyosin *

" Sandaod with tyTHhatc sioha Cophen!

Active substance

INCI name EINECS-Name: |CASMNo. | ECMNo. |
PMmrretmnol | 2-phenoxyethanol | 122-39-5 204-539-7
.
1de nearly colouness
| Form Nqud
| Odour charactanstic
| Density (20 "C} 1.087 - 1.062 g'm|
(Retvactve index (20°C) | 1522-1534
}oﬂtqp&bhilnp@quir > 100 °C
| » 100 *C
<155
V‘wmy 28 mPa’s
| Water aoimuyczoxk; 10 g%
| Witer solublity (60 "C) 15 gt ==
| Foaming characterisscs (DIN 53902) non foaming {1.0 % in water)
ColoLy index (Hazen) <S50

Fiedds of application

Tha reoommsmiod use kvels relate 1o the wm rormumon n gach case Tha values givan are recommandsd guiceines. The aplimum 158 level

shoukd be evaluated by means of a ref d o e test (e.g. at schuﬁc Cush:nar Sunpon ard Microbiological dopartment).
0.5-10%
05-10%
05-10%
| Other usas _| Kingly contact us.
| General Inform Eflective in pH ranges up %0 12
Soﬁlb'm) in water and nan-pelar solvents anly imitedly scluble. Highly sokuble in organic solvents tke
alcohols, slbers, pslers and kslones. all |
auxy® PE 9010 ptoved 10 have geod chemical compatbiity with anionic surfactants such as
Compalibilty with suractanty sulphales, ether sulp and sulpbosucti as well a8 with non-lonoganic surfactants.
e WS Ethoxylated surlactants may lead ¥ loss of effectvenass
| Compatibikty witn sulphiie ions auxy® PE 9010 axhibis no MIeraciion wilh suiphza ons.
Disca In genoral euxy® PE 8010 dsplays good compatbiity with cosmatic ingredents. No
| decolouration has been obsecved.
Maximum use temperajure >100*C
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schulke -¢
euxyl® PE 9010

Microblological etficacy

| auxy™ PE 9010 5 equally efective against bactana, yeasts and mould. For suxyl® PE 3010 10 perform effectively In dastroying argansms o

products already contaminated, a mnimum contact time of 48 hours is nmss:vy Sine the etiect of euxy?™ PE 9010 takes place through

‘ chemical resctions with the microomganisms, whe il i usad in haavly contamindled products loss of active ingrediant must be takan inlo
accourt: Good production hygiens, as well as the use of raw rals with low A Krvals a8 a result of corect raw mateeial control,

| are af cowrse vital prarequisites for tha production of microblalogically faudtiess tinishad peocucts.

\ Thea efficacy of the product has been 1esied against 1he lalicwing mcroorganisms according 10 DGHM (German Sociaty lor Hygene and
Miczobiciogy), Determination of the minimum inhibtory cancertration 0 the serial diution test produced the dakowing values (MIC in % of the

| product):

 Bacteria (gram-negative) MIC | Bacteria (gram-positive} MC wc

| Entarobacter gevgoviae .50 0.50 025
Eschenohia cof 0.50 SEpHPOCCCcus avcenTs 050

‘ Kigbsiata pneamoniae 028 [ Wc
Pseudomonas aeruginoss 0.50 025 |
Pisudomonas fugrascans 0325 0.25

| Pseudomonas putica 050 |

shainess sleal DIEsS, COPPAr, 2Nc, FuUminkim, |

polyethylene. PVC (hard), ethylene propylene- ‘ | palycartonate (PC), polymethy! methacrylate (PMMA),
cancentrite terpolymer (EPDM), polyletrativoroatiydens | acryla-ratrie buladens styrens polymer (ABS),

(PTFE], Polyoxymeshylena (POM), polyamide (PA I saslants and plsstcs other than mentioned

6}, fwonnated rubber (FHAM} |

Lagueous dibtion (1.0%) | no signilicant difference to water | water incompatiole maserials
“‘Compatindty hao 12 0o prowved in soch Gasa

Environmental information
Dikstions of eu: PE 2010 normaly co not interfere with the aperahan of waste water reatment plants. The cansiers and drums used by

| schike are mada of polyethylens (HOPE) and are labailed accordngly, The 1000 kg containers are covered by 8 relurn scheme that endures
colection of 1he used contanars fae of charge and approprate 7euse all over Elropa. The labels are made of PE, achiike packagng materials

slabilty - see fabe! on pack. Keep

| cantain no PYC and can be racy For further infarmation please ask for our detalled er | report
Transpart & Storage
Hazard statements | H31E | | Dangerous goods No
e L | [UNpumbe -
Precautionary statements | P280, P30S + P351 + Pa3S, |
‘ | P310 | mxg_zoom 1000 kg
Lavetling | Danges
’GHSO.’HCO’WI ’ Kaepnminmdlm sunight. Limited

| contaree lighty closed.
i AUt SRend ETUSSong ATe My MEATS (IRae teler 0 e Rctud TIlerial ey v shaee
%
-
:
schilke subsidiaries: 3
China France Haly Netharlands 3
Schike & Mayr GrbH Schiden Franon SARL Schibee A Mayr Wi Srl Schidse & Mayr Benwtue B Y o
M Sy Shanghal Ropresentative Ofica 52306 Puomx Codax 20158 Milano 2031 CC Haardom 8
R Sharghal 200041 Tol +3314291 4242 Tel +3502-80 26 550 Tol +27-23-035 25 34 3
V Tl 436.21 62 17 2995 shpoketmanco infofschushn com  ifo-miafechueite.com  salestendlusiPachuakecom £
mak cnifochoeks com -g
Certbod acs. to BIN EN SO 14001 é
Switzeriand United Kingdom Unlied States of
Schitka & My AC Sehiben & Nayr UK L America (USA) 2
O3 Zinch Steibeid 59 1 AT st I 1
Tei. +41-44466 55 44 Tol +44-114254 3500 FarSeld, NJ 07004 <
mad chifoch.eko com mal usiBscrueiie com Tel +1-473 710 7900 5
waka@sch.oks.com g
Qthes Distributors: :
Arganting - Australa - Austia - Belarus |« Benin - Brazi - Buljaris - Canad - Croatis - Caech Reputie - Denmark  Egyet  Estonia - Finland - Grana - Greecs  Hong Koog 3
Hungary - e - isdosesin - ran - lsranl - Jdspan - Jorden - Koras - Kuwak - Litvar - Labanon - Lifuania - Macedona - Malaysa - New Zealand - Nigania - Nooway - Oman &
Priigpines - Poand - Ponugal - Aussia - Saud Avabia - Singapers - Shovakia « Slovana « South-Alvica - Spain - Sweden - Syria - Tawan - Thalland - Tukay - Urake §
United Arab Emirates - USA - Vietnam - Yomren i
&
3
Owr rocommendations mgarding our eroducts a0 basad on in depdh sGantiSc 1estng in our Reseach Schilke & Mayr GmbH 2
Departmore. they aro given in good fath, Dut no Sabéty can bo derved from them. B is 1he responsEaity of the 22840 Noedarstadt &
el product manuischaes 10 Assure that clams mady Sor the feal produc! e i conlormancs weth Ak agpl catse Gevmany g
local laws. In othar respoct our Conditions of Salo and Sy
oely el @ aAirliquide Tel. +49 40 521000 3
shevrseanr Fax +49 40 52100244 w
www.schyed.com
sai@schuske.com

¢Sl

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



Safety Data Sheet Reguintin (ECI No. 1572/2008

CHT

SMART CHEMISTRY
WITH CHARACTER.

Issuing Date 19-Jul-2019 Revision date 23-Jul-2021 Version 3

ON 1: Identification of the substance/mixture and of the com /undertaking
1.1. Product identifier

Product name BeauSil GEL 8014
Pure substance/mixture Mixture
1.2, Relevant identifled uses of the substance or mixture and uses advised against
Recommended use Cosmetics
Application No information available
1 1 |
ior
CHT USA, Inc
805 Waolfe Avenue

Cassopols, MI 45031
For turther information. please contact

E-mail address info. usa@cht. com

1.4, Emergency telephone number
Emergency telephone +1(703) 527-3887 CHEMTREC

?srggnc! telephone - §45 - (EC)1272/2008 |
urope 1112 |
ISECTION 2: Hazards identification |

2.1, Classification of the substance or mixture

Regulation (EC) No 1272/2008
Eﬁonﬂc aquatic toxicity |Category 3 - (H412) |

Hazard statements
H412 - Harmful to aquatic life with long lasting effects

Precautionary Statements - EU (§28, 1272/2008)

P262 - Do not get in eyes, on skin, or on clothing

P264 - Wash tace, hands and any exposed skin thoroughly after handling

PZ80 - Wear protective gloves and protective clothing

P310 - immediately call a POISON CENTER or doctor

P321 - Specific treatment |see supplemental first aid instructions on this label)

P361 + P364 - Take off immediately all contaminated clothing and wash it before reuse

Additional information

PAGE /N
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BeauSil GEL 8014 Revision date 23-Jul-2021

Th]s pth requwes !actie warmngs'ﬁ» supp‘hed.to the generalv Mtc. Tr;ts product requires c-&id restélant tas1enings nf supp.bedvio
the general public.

2.3, Other hazards

May be harmiul in contact with skin

3.1 Substances
Not applicable
3.2 Mixtures
Chemical name ECNo CAS No Weight-%2 Classification | REACH registration]|
ogui n {EC) No|
sopropyl alcohol 200-661-7 67-63-0 <01 Eye mt. 2 (H319) | No ﬂa!a available
STOT SE 3 (H336)
Flam. Lig. 2 (H225)
Dihydregen - 26023-84-7 <0.1 lAcute Tox. 3 (H301)| No data avallable
hexachioroplatmate(lV) Eye Dam. 1 (H318)
hydrate Resp. Sens. 1
(H334)
1Skin Sens. 1 (H317))

Full text of H- and EUH-phrases; see section 16 _

Thig product contains one or more candidate substance(s) of very high concern {Regulation (EC) No. 1907,2006 (REACH), Article

59)
Decamethykeyclopentasiloxane 541-02-6 X
Dodecamethylcyciohexasiloxane 540-97-6 X
Octamethylcyclotetrasiloxane 556-67-2 X
[Section 4: First aid measures |
4.1, Description of first aid measures
General advice Show this safety data sheet 1o the doctor in attendance. immediate medical attention is
required
Inhalation Remove to fresh air.
Eye contact Get immediate medical advice/attention. Rinse immediately with plenty of water. also under
the eyelids, for al least 15 minutes. Keep eye wide open while rinsing.
Skin contact Get immediate medical advice/attention, Wash off immediately with scap and plenty of
water while removing all contaminated clothes and shoes,
Ingestion Do NOT induce vomiting. Clean mouth with water and drink afterwards plenty of water
Never give anything by mouth to an unconscious person. Get immediate medical
advice'attention,

Selt-protection of the first aider Wear parsonal protective clothing (see section 8). Ensure that medical personnel are aware
of the material(s) involved, take precautions to protect themselves and prevent spread of
contamination. Avoid direct contact with skin. Use barrier 1o give mouth-1o-mouth
resuscitation.

PAGE 2/
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BeauSil GEL 8014 Revision date 23-Jul-2021

4'.2. Most'lmmnuig smg'oms and eliects, Bom guﬁ and dala_&

Symptoms No information available.

Sultable Extinguishing Media Use extinguishing measures that are appropdate o local circumstances and the
surrounding environment,

Large Fire CAUTION: Use of water spray when fighting fire may be inefficient,

Unsuitable extinguishing media Do not scatter spiled material with high pressure water streams,

rising fr h I
Specific hazards arising from the  No mformabon available.
chemical
5.3, Advice tor firefighters
Special protective equipment for  Firefighters should wear self-contained breathing apparatus and full firefighting turnout
fire-fighters pear. Use personal prolection equipment.

6: Accidental release measures |

8.1, Personal precautions, protective equipment and emergency procedures

Personal precautions Avoid comact with skin, eyes or clothing. Ensure adequate vent#ation, Use personal
profective equipment as required, Evacuate personnel to sale areas.

Other information Reter to protective measures listed in Sections 7 and 8.

For emergency responders Use personal protection recommended In Section B,

6.2, Environmental precautions

Environmental precautions Prevent further leakage or spillage Il safe o do so.

6.3, Methods and material for containment and cleaning up.

Methods for containment Prevent further leakage or spillage if safe to do so.

Methods for cleaning up Take up mechancally, placing in appropriate containers for disposal.

Prevention of secondary hazards  Clean contaminated objects and areas thoroughly observing ervironmental regulations.
6.4, Reference to other sections

Reference to other sections See section 8 for more information. See section 13 for more information

71.P i f fe hi

Advice on safe handling Handle in accordance with good industrial hygiene and salety practice, Avoid contact with
skin, gyes or clothing. Ensure adequate ventilation, Take off contaminated clothing and

PAGE I
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BeauSil GEL 8014

General hygiene considerations

Storage Conditions

7.3, Specific end use(s)

wash be.ivo're reuéé.

Revision date 23-Jul-2021

Avoid contact with skin, eyes or clothing. Wear suitable gloves and eye/face protection. Do

nol eat, drink or smoke when using this product. Remove and wash contaminated clothing
and gloves, including the inside, before re-use. Regular cleaning of equipment, work area
and ciothing is recommended. Wash hands before breaks and immediately after handling
the product.

7.2. Conditions for safe storage. including any incompatibilities

Keep contamers tightly closed in a dry, cool and well-ventdated place. Store locked up.

8.1, Control parameters

Exposure Limits
isopropyt alcohol - TWA: 200 ppm - STEL: 1225.0 TWA: 400 ppm
67-63-0 TWA: 500 mg/m’ /m? TWA: 999 mp'm?
STEL 800 ppm TWA: 980.0 mg/m* [ STEL: 500 ppm
STEL 2000 rg/m? STEL: 1250 mg/m*
Dihydrogen TWA: 0,002 mgim? TWA: 0.002 mg/m?
hexachloroplatinate(IV)
hydrate
26023-84-7
isopropyl! alcohol - - TWA: 200 ppm TWA: 150 ppm TWA: 200 ppm
67-630 TWA: 450 mg/m* | TWA: 350 mgym? | TWA: 500 mg/m?
STEL: 250 ppm STEL: 250 ppm
STEL: 600 mg/m” | STEL: 620 mg/m?
Ditydrogen TWA: 0.002 mg'm? TWA: 0.002 mg/m?
hexachloroplatinate(IV)
hydrate
26023-84-7
isopropy! alcohol STEL. 400 ppm TWA: 200 ppm TWA: 200 ppm - TWA: 500 mg/my?
67-63-0 STEL: 980 mg/m® | TWA: 500 mg/m* | TWA: 500 mg/m?* STEL: 1000 mg/m*
Ceiling / Peak: 400 b*
ppm
Ceding / Peak: 1000)
mg/m?
Dihydrogen - - - TWA: 0.002 mg/m*
hexachloropiatinatedIVv)
hydrate
26023-84-7
| Tz Ty REL | (ava Tiaria
isopropy! alcohol TWA: 200 ppm . - TWA: 350 mg/m? .
67-63-0 STEL: 400 ppm STEL: 600 mg/m?
Sk
Dihydrogen TWA: 0.002 mg'm? - - -
nexachloroptatinate(lV) | STEL: 0.006 mg/'m?
hydrate
26023-84-7
isopropy! alcohol . . - TWA: 100 ppm | STEL: 1200 mg/m*
67-63-0 TWA: 245 mg'm? | TWA: 900 mg/m?
PAGE amnm
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BeauSil GEL 8014

Revision date 23-Jul-2021

STEL. 150 ppm
STEL: 306,25
mp/m”
Dihydrogen - TWA: 0.002 mg/m? -
hexachloroplatinate(IVv) STEL: 0.006 mg/m?*
hydrate
26023-84-7 _ = -
isopropyl alcohol TWA: 200 ppm TWA: 81 ppm TWA: 200 ppm TWA: 200 ppm TWA: 200 ppm
67-63-0 STEL: 400 ppm | TWA: 200 mg/m* | TWA: 500 mg/m* | TWA: 500 mg'm? | TWA: 500 mg/m’
STEL: 203 ppm STEL: STEL ppm | STEL: 400 ppm
STEL: 500 mg/m* STEL: STEL mg/m*| STEL: 1000 mg/m?*
Dihydrogen TWA: 0.002 mg/m? - TWA: 0.001 mg/m? - -
hexachloroplatinate(IV)
hydrate
26023-84-7 _ .
Isopropyl adcohoi - TWA: 200 ppm TWA: 400 ppm
67-63-0 TWA: 500 mg/m* TWA: 999 mg/'m?
STEL: 400 ppm STEL: 500 ppm
STEL: 1000 mgim? STEL: 1250 mgim*
Dihydrogen TWA: 0,002 mg/m? TWA: 0.002 mg/m*
hexachloroplatinate(IV) hydrate
26023-84-7
Biological occupational exposure limits
isopropy! alcohol - - - - 25 mglL
67-63-0
isopropy! alcohol - 40 25 -
67-63.0
Derived No Effect Level (DNEL) No information available.
Predicted No Effect Concentration No mformation available,
(PNEC)
8.2. Exposure controls
Personal Protective Equipment
Eye/face protection Wear safety glasses with side shields (or goggles)
Hand protection Wear suitable gloves, Impervious gioves,
Skin and body protection Impervious clothing. Wear suitable protectwe clothing. Long sleeved clothing. Chemical
resistant apron.
Respiratory protection No protective equipment is needed under normal use conditions. I exposure limas are
expeeded or irrifation is expenenced, ventiation and evacuation may be reguired.
General hyglene considerations Avoid contact with skin, eyes or clothing, Wear suitable gloves and eye/face protection, Do
not eat, drink or smoke when using this product. Remove and wash contaminated clothing
and gloves, including the inside, before re-use. Regular cleaning of equipment, work area
and diothing is recommended. Wash hands belore breaks and immediately after handling
the praduct,
PAGE 5/1
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BeauSil GEL 8014 Revision date 23-Jul-2021

Environmental exposure controls  No information available.

[SECTION 9: Physical and chemical properties |

9.1, Information on basic physical and chemical properties
Physical state Licquidt
Appearance Gel
Color Clear Colorless
Odor Negligible
Odor threshold No data avasable
Property Values Remarks + Me!
pH No data available None known
pH (as aqueous solution) No data available None known
Melting point / Freezing point No data available None known
Boiling point / boiling range °C > 150 °C
Flash point > 102 °C
Evaporation rate Nange known
Flammability (solid, gas) None known
Flammability limit in alr None known

Upper tlammability limit: No data available

Lower flammability limit: No data avallable
Vapor pressure No data available None known
Vapor density No data available None known
Relative density 0.98
Waler solubility No data available None known
solubility(ies) No data avallable None known
Partition coefficient No data available None known
Autoignition temperature No data available None known
Decomposition temperature None known
Kinematic viscosity None known
Dynamic viscosity No data available None known
Explosive properties No data avadable
Oxidizing properties No data avasable
8.2. Other Information
Molecutar weight No data avadable
Density No data avadable
Bulk density No data avadable
[SECTION 10: Stability and reactivity |
10.1. Reactivity
Reactivity No informaticn available.
10,2, Chemical stability
Stability Stable under normal conditions,
Explosion Data

Sensitivity to mechanical impact None.
Sensitivity to static discharge  None.

10.3. Possibility of hazardous reactions
Possibility of hazardous reactions  None under normal processing.
10.4. Conditions 1o avoid
Conditions to avoid None known based on information supphed.

PAGE 6/11
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BeauSil GEL 8014 Revision date 23-Jul-2021

16.5. lnoomggﬁble materlals
Incompatible materiats None known basad on information supplied,

10.6. Hazardous decomposition products
Hazardous decomposition products None known based on information supplied,

[SECTION 11: Toxicological information |

11.1. Information on loxicological effects

Acute Toxicity
Product information
Preduct doos not present an acule toxicty hazard based on known or supplied information,
INHALATION No dats avasable.
Eye Contact No data avasable.
Skin Contact No data avadable.
INGESTION No data avadable.
The following values are calculated based on chapter 3.1 of the GHS document
ATEmix {oral) 17,019.00 mg%kg
ATEmix (dermal) 2,002,00 mg'kg
Unknown Acute Toxicity
[ Chemical name | Oral LD50 | Dermal LD50 | Inhalation LC50 |
| isopropyl aicohol | = 1870 mg'kg { Rat) 1 = 4059 mg'kg [ Rabbit ) | > 10000 ppm (Rat)8h |
Skin Corrosion/irritation No informabon available.
Serious eye damage/eye irritation  No information svallable.
sensitization No mformation available,
Germ Cell Mutagenicity Nao informabon available.
carcinogenicity No information available,
Reproductive Toxicity No information available,
STOT - Single Exposure No information available.
STOT - Repeated Exposure No information available.
Aspiration Hazard No informaticn available.
[SECTION 12: Ecological information |
121, Toxicity
Ecotoxicity Harmiul to aquatic life with long lasting effects
[T Chemical namo Algav/aquatio plais Fsh ~ Toxictyto Crustacea
isopropy! alcohol 1000: 72 h 11130: 96 h Pimephales 13259: 48 h Daphnia
Desmodesmus promedas mg'L LCS0 magna mg'L EC50
subspicatus mg/'L EC50 static
1000: 96 h 9640: 96 h Pimephales
Desmodesmus promedas mg/L LC50
subspicatus mg/L EC50 flow-through
1400000: 96 h Lepomis
macrochirus pgll LCSO

12.2. Persistence and degradability
Persistence and Degradability No information available,
12.3. Biosccumulative potential

PAGE 7N
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BeauSil GEL 8014

Bloaccumulation

There is no data for this product.

Revision date 23-Jul-2021

Comp t Information
name | Partiion coefficient
| isopropyl alcohol | 0.05
12.4. Mobility in soil
Mobility in Soll No informaton avallable,
12.5. PBT

PBT and vPvB assessment

12.6, Other adverse effects
Other Adverse Effects

No intormation available,

No mformation available.

{SECTION 13: Disposal considerations

13.1, Waste treatment methods

Waste from residues/unused
products

Contaminated packaging

Dispose of in accordance with local regulations, Dispose of waste i accordance with

environmental legislation

Do not rause empty containers

[Section 14: Transport information

IMDG_
14.1 UNID no NOT REGULATED
14.2 Proper Shipping Name NOT REGULATED
14.3 Transport hazard class{es) Not regulated
14.4 Packing group NOT REGULATED
14.5 Marine pollutant Not applicable
14.6 Special precautions for user

Special Provisions None
14.7. Transport in bulk according to No informabon available
Annex Il of MARPOL and the IBC
Code
RID
14.1 UNID no NOT REGULATED
14.2 Proper Shipping Name NOT REGULATED
14.3 Transport hazard class(es) Not regulated
14.4 Packing group NOT REGULATED
14.5 Environmental hazards Nat apphicable
14.6 Special precautions for user

Spacial Provisions None
ADR
14.1 UN number Not regulated
14.2 Proper Shipping Name NOT REGULATED
14.3 Transport hazard class(es) Not reguiated
14.4 Packing group NOT REGULATED
14.5 Environmental hazards Not applicable
14.6 Special precautions for user

Special Provisions None
PAGE 8/1
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BeauSil GEL 8014 Revision date 23-Jul-2021

IATA.
14.1 UN number Not regulated
14,2 Proper Shipping Name NOT REGULATED
14.3 Transport hazard class{es) Not regulated
14.4 Packing group Not regulated
14.5 Environmental hazards Nat applicable
14.6 Special precautions for user
Special Provisions None

France

Occfalional liinesses éa-asa-; France)

isopropyl alcohal RG 84
67-63-0

European Union
Take note of Directive $8/24/EC on the protection of the health and safety of workers from the risks related to chemical agents
at work

Authorizations and/or restrictions on use:
This product contains one or more substance(s) subject to restriction (Regulation (EC) No. 1907/2006 IREACHL Annex XVIi}

Annex XVII Fﬁl&m XV ,
75.

isopropy! alcohol - 67-63-0

Persistent Organic Pollutants
Not applicable

Dangerous substance category per Seveso Directive (201218/EV)
H1 - ACUTE TOXIC

Ozone-depleting substances (ODS) regulation (EC) 10052009 Not applicable

International Inventories

TSCA Exempt
DSL/NDSL Complies
EINECS/ELINCS Complies
ENCS Complies
IECSC Complies
KECL Complies
PICCS Not listed
AICS Complies
NZioC Compiias
TCSI Complies

Legend;

TSCA - United States Toxic Substances Control Act Section 8(b) Inventory

DSLNDSL - Canadian Domestic Substances ListNon-Domestic Substances List

EINECS/ELINCS - European Inventory of Existing Chemical SubstancesEuropean List of Notified Chemical Substances
ENCS - Japan Existing and New Chemical Substances

IECSC - China Inventory of Existing Chemical Substances

KECL - Korean Existing and Evakated Chemical Substances

PICCS - Philippines Inventory of Chemicals and Chemical Substances

PAGE 9/1n
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BeauSil GEL 8014

AICS - Australian Inventory of Chemical Substances
NZloC - New Zealand Inventory of Chemicals
TCSI - Taiwan Chemical Substance Inventory

15.2, Chemical safety assessment

No informaton available

Revision date 23-Jul-2021

Full text of H-Statements referred to under section 3
H225 - Highly lammable liquid and vapor

H301 - Toxic if swallowed

H317 - May cause an allergic skin reaction

H318 - Causes sernous eye damage

H318 - Causes serious eye irritation

H334 - May cause allergy or asthma sympioms or breathing difficulties if inhaled

H336 - May cause drowsiness or dizziness

Legend
SVHC: Substances of Very High Concem tor Authorization:

Legend SECTION 8: Exposure controls/personal protection
TWA

TWA (time-weighted average) STEL STEL (Short Term Exposure Lemit)

Ceiling Maximum bmit value > Skin designation
KClassification according to Regulation (EC) No. 1272/2008 [CLP] Methed Used
Acute oral toxicity Calcutation method
Acute darmal toxicity Calcutation method
Acute inhalation towcity - gas (Calcutation meth
Wcute inhalabon towcity - vapor (Calcutation meth
Acute inhalation towcity - dust/mist (Calcufation method
Skin corrosson/irritation Calcutation method
Saerious eye damage/eye irmtation ICalcufation method
Respiralory sensitization Calcufation method
[Skin sensilization Calculation method
Mutagenicity Calcutation method
ICarcinogemcity Calculation method
IReproductive toxicity [Calcufation method

TOT - single exposure Calcutation method

TOT - repeated exposure Calcudation method
Acule aguatic 1oxicly Calcutation method
KChromic aquabc toxicity [Calcutation method
Aspiration hazard Calcutation method
Ozone Calcudation method

Key literature references and sources for data used to compile the SDS

Agency for Toxic Substances and D Regstry (ATSDR)
U.S. Environmental Protection Agency ChemView Database
European Food Safety Authority (EFSA)

EPA (Environmental Protection Agency)

Acute Exposure Guideline Level(s) (AEGL(s))

U.S. Environmental Protection Agency Federal Insecticide, Fungicide, and Rodenticide Act
U.S. Environmental Protection Agency High Production Volume Chemicals

Food Research Journal
Hazardous Substance Database
Intemational Unifoem Chemical Information Database (IUCLID)
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BeauSil GEL 8014 Revision date 23-Jul-2021

Japan GHS Classification

Australia National Industrial Chemicals Notification and Assessment Schema (NICNAS)

NIOSH (National Institute for Occupational Safety and Health)

National Library of Medicine's ChamiD Plus (NLM CIP)

National Library of Medicine’s PubMed database (NLM PUBMED)

National Toxicodogy Program (NTP)

New Zealand's Chemical Classification and Information Database (CCID)

Organization for Economic Co-operation and Development Environment, Health, and Safety Publications
Organization for Economic Co-operation and Development High Production Volume Chemicals Program
Crganization for Economic Co-operation and Development Screening Information Data Set

World Health Organization

Issuing Date 19-Jul-2019
Revision date 23-Jul- 2021

This material safety data sheet complies with the requirements of Regulation (EC) No. 1907/2006
Disclaimer
The information provided in this Material Safetly Data Sheet is correct to the best of our knowledge, information and belie!
ot the date of its publication. The information given is designed only as a guidance for safe handling, use, processing,
storage, transportation, disposal and release and Is not to be considered a warranty or quality specification. The
information relates only o the specific material designated and may not be valid for such material used in combination
with any other materials or in any process, unless specified in the text,

End of Safety Data Sheel
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Quality & Regulatory Product Information

BeauSil GEL 8014

Edition 23-Apr-20

CHT

SMART CHEMISTRY
WITH CHARACTER.

1. Identity and Registrations

INCI Name

Dimethicone (and) Dimethicone Crosspolymer

Chemical description

Crosslinked silicone polymer in dimethicone

Composition

INCI-breakdown
INCIName CAS No. Target wt %
Dimethicone 63148-62-9 To 100
Dimethicone Crosspolymer 213629-14-2 10-15

Compliance with Chemical Inventories
Compliance with the European Union's Chemicals Legislation (REACH), Regulation (EC)

1907/2006

HY We hereby confirm that the raw material marketed by CHT Group fully comply with
the related requirements of European Union Regulation (EC) 1907/2006 concerning
the Registration, Evaluation, Authorization and Restriction of Chemicals (REACH)*

*Only It taken from CHT Germany GmbH or appropriate REACH certiticate issued

Compliance with Global Chemical Inventories & Regulatory Status

Country Inventory Yes/No
Europe EINECS/ELINCS Yes / Exempt
United States TSCA Yes
Canada DSL No
Australia AICS Yes
China IECSC Yes
Japan ENCS (former METI) No
Korea KECL Yes
New Zealand NZIoC Yes
Philippines PICCS No
Taiwan NECI Yes

BosuSi GEL D014
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Product Information

BeausSil GEL 8014

INCI Name -~ Dimethicone and Dimethicone
Crosspolymer

Description

BeauSil GEL 8014 is a high molecular weight
specialty silicone elastomer carried in low
molecular weight dimethicone fluld (5 cst).
BeauSil GEL 8014 features a non-tacky, ultra-
smooth exquisite feel with haze-free, near-
perfect clarity.

Applications
e SkinCare
Color Cosmetics
Sun Care
Hair Care
Shower Gels
Antiperspirants and Deodorants

Benefits and Features
e Water white in color, completely haze
free

e Easier dispersibility when formulating
e Reduces tackiness of formulations
* Easily colored with pigment
e Silky skin feel that Is non-greasy
* No balling effect when rubbed on skin
* Quick absorption
* Improves fragrance retention
Typical Properties
* Appearance: Clear Gel
e Viscosity: 400,000
@25 °C {eSt)
e % Elastomer 10-15%
Limitations
This product is not intended for pharmaceutical
use,
How to Use

BeauSil GEL 8014can be incorporated directly
into the oil phase of the final formulation.

CHT

SMART CHEMISTRY
WITH CHARACTER.

BeauSil GEL 8014 has been used at any weight
percent in a final formulation and will disperse
easily in non-aqueous diluents with minor
agitation.

Safe Handling Information

Read product and safety data sheets before
handling this product for physical and health
hazard information, The safety data sheet s
available from your CHT representative.

Storage and Shelf Life

This product is stable for 18 months from the
original preduction date when stored in the
original unopened container and below 40 °C,

Packaging Information
This product is available for sale as 35 Ib. pails
and 410 |b. drums.

Limited Warranty
The information presented in this document is

accurate to the best of our knowledge, however

no warranty is expressed or implied other than
the quality of the product as described. No
recommendation to infringe upon any patented
or proprietary procedures is intended, Each
user of CHT products should review this
information and these recommendations to
determine their relevance and applicability in

the specific context in which the products are ta

be used,

Contact Information
Phone: 269-445-0847
Email: consumer-care @cht.com
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& APRINNOVA SAFETY DATA SHEET

A Joint Venture of Amyris & NIKKOL GROUP

SECTION 1 - IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE
COMPANY/UNDERTAKING

Aprinnova, LLC EU contact: Emergency telephone
5885 Hollis St., Ste 100 Penman Consulting BVBA number (Chemtrec):
Emeryville, CA 94608 +32(0)2 305 0698 +1{800) 424-9300 (US and Canada)
Main: +1 (510) 450-0761 OR.SDS@ penmanconsulting.com +1{703) 741-5970 (outside US and
Fax: +1 (510) 225-2645 Avenue des Artes 10, 1210 Brussels  Canada)
E-mail: SDS@ amyris.com Belgium
Product identifier Squalane
Synonyms Tetracosane, 2,6,10,15,23-hexamethyl-Dodecahydrosqualene: Perhydrosqualene;
Coshiol, Robane. Spinacane, Vitabiosol, Renewable Squalane
Trade names Neossance™ Squalane
Chemical family Paraffinic hydrocarbons

REACH Registration No.:  01-2120014832-65-0007

Relevant identified uses of  Used as a natural emolhent, lubricant, and humectant in cosmetics
the substance or mixture
and uses advised against

Note This SDS 15 written to address the handling of this chemical during manufacturing
under industrial use conditions.  If further information becomes avatlable. this
SDS will be updated

Issue Date 11 March 2019

SECTION 2 - HAZARDS IDENTIFICATION

Classification of the
substance or mixture

Regulation (EC) 127272008 Not classified as hazardous under these regulations,
OSHA HCS 2012
Lubel elements

CLP/GHS hazard None required
pictogram
CLP/GHS signal word  None required

Apnasovi- Squakine
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CLP/GHS hazard None required
statements

CLP/GHS precautionary  None required.

statements
Other hazards No information identified for squalane,
NFPA Classification: Health Hazard: 1: Fire Hazard: 15 Reactivity Hoazard: 0
Note None

SECTION 3 - COMPOSITION/INFORMATION ON INGREDIENTS

Ingredient CAS# ECH Amount GHS/CLP Classification
Squalane 111-01-3 203-825-6 >926% Not classified
Note This substance 1s not consadered hazardous under EU and US critenia, It contains

minor isomeric byproducts which are not considered hazardous. The GHS
classification is based on Regulation (EC) 1272/2008 (EU CLP) and OSHA 29
CFR 1910,1200, (United Nations ST/SG/AC 10/30 rev 3)

SECTION 4 - FIRST AID MEASURES

Description of first aid
measures

Immediate Medical No. If exposed and concerned: Get medical advice/artention,
Attention Needed

Eye Contact If casy to do, remove contact leases, if worn.  Immediately flush eyes with
copious quantities of water for at least 15 minutes, If irritation occurs or persists,
notify medicul personnel and supervisor.

Skin Contact Wash exposed area with soap and water and remove contaminated
clothing/shoes.  If irmtation occurs or persists, notify medical personnel and
supervisor.

Inhalation Immediately move exposed subject to fresh air, If not breathing, give artificial

respiration. I breathing is labored, administer oxygen. Immediately notify
medical personnel and supervisor.

Ingestion If swallowed, call a physician immediately, Do not induce vomiting unless
directed by medical personnel. Do not give anything to drink unless directed by
medical personnel,  Never give anything by mouth 10 an unconscious person,
Notify medical personnel and supervisor,

Protection of first aid See Section § for Exposure Controls/Personal Protection recommendations.

responders

Most important symptoms ~ See Sections 2 and 11
and effects, both acute and
delayed

Apnasovi- Squakine
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Indication of immediate Treat symptomatically and supportively,  If accidental exposure occurs to an
medical attention and special individual who is also taking one or more concomitant medications, consult the
treatment needed, if respective package or prescribing information for potential drug interactions,
necessary

SECTION 5 - FIREFIGHTING MEASURES

Extinguishing media Use water spray (fog), foam, dry powder, or carbon dioxide, as appropriate for
surrounding fire and materials,

Specific hazards arising from No information identified. May emit toxic gasses such as carbon monoxide and
the substance or mixture carbon dioxide.

Flammability/Explosivity  High airborne concentrations of finely divided organic particles can potentally
explode if 1gnited.
Advice for firefighters Wear full protective clothing and a self-contained breathing apparatus with a full
facepiece operated in the pressure demand or other positive pressure mode.
Decontarminate all equipment after use.

SECTION 6 - ACCIDENTAL RELEASE MEASURES

Personal precautions, If product 1s released or spitled, take proper precautions to minimize exposure by
protective equipment and using appropriste personal protective equipment (see Section 8). Area should be
emergency procedures adequately ventilated.

Environmental precautions Do not empty into drains. Avoid release to the environment,

Methods and material for For small spills (such as m a laboratory), soak up matersal with absorbent pads

containment and cleaning up and wash spill area thoroughly with soap and water. For large spills in
manufacturing. absorb liquid with an appropriate adsorbent. Do not ruise dust.
Eliminate ignition sources, Use only equipment suitable for use with combustible
liquids. Place spill materials into a leak-proof container suitable for disposal.
Dispose of material in a manner that is compliant with federal, state and local
faws

Reference to other sections  See Sections 8 and 13 for more information.

SECTION 7 - HANDLING AND STORAGE

Precautions for safe handling Avoid contact with eyes and other mucous membranes. Wash thoroughly after
handling. Use personal protective equipment. Avoid breathing vapor. Do not
eat, drink or smoke while handling this product. Avoid prolonged or repeated
exposure. Provide sufficient air exchange and/or exhaust in workrooms. Use
normil preventative fire protection measures. Keep away from sources of
ignition, Keep away from incompatible materials such as oxidizing agents.

Conditions for safe storage  Keep contamer tightly closed in a cool und well ventilated area. To maintain

including any product quality, do not store in heat or direct sunlight.
incompatibilities
Specific end use(s) Cosmetic ingredient,

Apnasovi- Squaline
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SECTION 8 - EXPOSURE CONTROLS/PERSONAL PROTECTION

Control

Parameters/Occupational

Exposure Limit Values

Compound Issuer Type OEL
Squalane - - -

DNEL/PNEC Limits In the chemical safety assessment performed according to Article 14 in
connection with Annex 1{Health, environmental and PBT/vPVB assessments), no
hazard was identified. Therefore according to REACH, an exposure estimation is
not necessary, Consequently all identified uses of the substance are assessed as
safe for human health and environment.

Exposure/Engineering Provide ventilation, Use locil exhaust andVor enclosure at mist/ serosol/spray-

controls generating points. High-energy operations such as spraying should be done
within an approved emission control or containment system. Remove ignition
sources

Respiratory protection If adequate ventilation is unavailable, use a NIOSH approved NY5 or P95 dust
mask or an approved and properly fitted air-purifying respirator with organic
vapor cartnidge based on an assessment of risk and exposure level. Choice of
respiratory protection should be appropriate to the task and the level of existing
engineenng controls,

Hand protection Wear mitnle or other impervious gloves if skin contact is possible as squalane
may act as a vehicle for skin absorption of other toxic substances in the
workplace.

Skin protection Wear appropriate gloves, lub coat, or other protective overgarment if skin contact

is likely. Base the choice of skin protection on the job activity, potential for skin
contact and solvents and reagents in use.

Eye/face protection Wear safety glasses with side shields, chemical splash goggles, or full face shield,
if necessary. Base the choice of protection on the job activity and potential for
contact with eyes or face.  An emergency eye wash station should be available.

Environmental Exposure Avoid release to the environment and operate within closed systems wherever

Controls practicable.  Air and liguid emissions should be directed to appropriate pollution
control devices. In case of spill, do not release to drains. Implement appropriate
and effective emergency response procedures (o prevent release and (o prevent
inadvertent contact by personnel.

Other protective Wash hands after handling substance especially before eating, drinking or

measures smoking. Protective cquipment is not to be wom outside the work area (e.g.. in
common areas or out-of-doors),  Decontaminate all protective equipment
following use.

SECTION 9 - PHYSICAL AND CHEMICAL PROPERTIES

Information on basic
physical and chemical
properties

Appearance Liguad

Apnasovi- Squakine
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Color Clear to Colorless

Odor Odorless,
Odor threshold No information identified.
pH No information identfied

Melting point/freezing  -38°C (-36.4°F) literature
point

Initial boiling point and  176°C (348°F) at 0,05 mm Hg: 210-215°C at 1.0 mm Hg, literature
boiling range

Flash point 218 °C (424 °F) - closed cup
Evaporation rate No information identified.
Flammability (solid, gas) No information identfied

Upper/ower fammability or No information identified,

explosive limits

Vapor pressure

Vapor density No information identified.
Relative density 0.81 g/mL
Water solubility Insoluble.

Solvent solubility

Partition coefficient (n-

No information identified

Soluble in alcohols,

No information identified

octanol/water)

Auto-ignition No information identified
lemp\-rature

Decomposition No information identified
‘t‘l‘ll[l‘l'a“ll‘(‘

Viscosity

Explosive properties Non explosive.

Oxidizing properties No information identified.
Other information

Molecular weight 422,83

Molecular formula CaHg

34 ¢P at 20°C, Interature

SECTION 10 - STABILITY AND REACTIVITY

Reactivity
Chemical stability

Possibility of hazardous
reactions

Conditions to avoid

Apnasovi- Squakine

No information identified

Stable under recommended storage conditions.

Not expected to oceur.

Keep away from heat, sparks, and open flame

Revistoo dmes 11 March 219, Verson: 3
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Incompatible materials Strong oxidizing agents.

Hazardous decomposition  No information identfied
products

SECTION 11 - TOXICOLOGICAL INFORMATION
Information on toxicological

effects

Route of entry May be absorbed by inhalation, skin contact and ingestion

Acute toxicity Squalane 15 not considered acutely toxic. No adverse effects were noted in repeat
dose studies on rats (Wistar) at dose rates > 1000 mg/kg bw for up to 28 days,

Irritation/Corrosion Squalane 1s considered non-imritating based on results from both skin and cye
irmitation testing carried out according to EPA OPPTS 870.2500 and 8702400,
respectively.

Sensitization Squalane s not a dermal sensitizer based on results from Local Lymph Node

Assay and Human Repeat Insult Patch Test with 100% squalane which showed no
adverse effects.

STOT-single exposure  No studies identified.

STOT-repeated Squalane 15 not considered toxic from repeated exposure.
exposure/Repeat-dose
toxicity

Reproductive toxicity No adverse effect observed: NOAEL 1000 mg/kg bw/day (chronic: rat).
Developmental toxicity  No adverse effect observed; NOAEL 1000 mg/kg bw/day (chronic; rat),

Genotoxicity Negative in an Ames bactenial cell mutagenicity assay,

Carcinogenicity No studies identified. This substance is not listed by NTP, IARC, ACGIH or
OSHA s a carcinogen.

Aspiration hazard No

Human health data See "Section 2 - Other Hazards”

Additional information  None available.

SECTION 12 - ECOLOGICAL INFORMATION

Toxicity
Compound Type Species Concentration
Squilane LC50(96h)  Damio rerio > 100 mg/L
NOEC (72h)  Psendokirchnerelia subcapitata > 100 mg/L
LCS50 (48h) Daphnia magna S 100 mg/L
Additional toxicity No data available for the minor components,
information
Persistence and Squalane is considered inherently biodegradable,
Degradability

Bioaccumulative potential ~ No data avalable.

Apnasovi- Squakine
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Mobility in soil No data available.

Results of PBT and vPvB  Based on the results of the chemical safety assessment, squalane is not a

assessment PBT/vPvB substance. It is inherently biodegradable and not toxic to aguatic
species

Other adverse effects No data available.

Note The environmental charactenstics of this substance have not been fully

investigated. Releases to the environment should be avoided.

SECTION 13 - DISPOSAL CONSIDERATIONS

Waste treatment methods  Used product should be disposed of according to local, state, and federal
regulations. Do not send down the drain or flush down the toilet.  All wastes
containing the material should be properly labeled. Dispose of wastes in
accordance to prescribed federal, state, and local guidelines, e.g., appropriately
permitted chemical waste incinerator. Rinse waters resulting from spill cleanups
should be discharged in an environmentally safe manner, e.g., appropriately
permitted municipal or on-site wastewater treatment fucility,

SECTION 14 - TRANSPORT INFORMATION

Transport Based on the available data, this substance is not regulated as a hazardous
material/ dangerous good under EU ADR/RID, US DOT, Canada TDG, IATA, or
IMDG.

UN number None assigned.

UN proper shipping name  None assigned.

Transport hazard classes  None assigned.
and packing group

Environmental hazards Based on the available data, this substance is not regulated as an environmental
hazard or & marine pollutant.

Special precautions for Avoid release to the environment

users

Transport in bulk according Not applicable
to Annex 1T of

MARPOL73/78 and the IBC

Code

SECTION 15 - REGULATORY INFORMATION

Safety, health and This SDS complies with the requirements under US, EU and GHS (EU CLP -
environmental Regulation EC No 127222008} guidelines, Consult your local or regional
regulations/legislation authorities for more information.

specific for the substance or

mixture

Chemical safety assessment  Conducted.

OSHA Hazardous Not hazardous.

Apnasovi- Squakine
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WHMIS classification This SDS contains the information required by WHMIS 2015 regulations,

US TSCA status Listed on the TSCA inventory, 2016.

EU REACH status Reach registraton number: 01-2120014832-65-0007

Canada DSL On DSL Supplement to Canada Gazette, Part I, Januvary 26, 1991
China 2014 IECIC Squalane

SARA section 313 Not listed.

California propesition 65 Not listed.

SECTION 16 - OTHER INFORMATION

Full text of R phrases and  Not applicable.
EU Classifications

Full text of H phrases, P Not applicable.
phrases and GHS
classification

Sources of data Information from published literature and internal company data

Abbreviations ACGIH - American Conference of Governmental Industnal Hygienists ADR/RID
- European Agreement Concerning the International Carriage of Dangerous Goods
by Road/Rail AIHA - American Industrial Hygiene Association CAS# - Chemical
Abstract Services Number DNEL - Derived No Effect Level DOT - Department of
Transportation EINECS - European Inventory of New and Existing Chemical
Substances ELINCS - European List of Notified Chemical Substances EU -
European Union GHS - Globally Harmonized System of Classification and
Labelling of Chemicals IARC - International Agency for Rescarch on Cancer
IDLH - Immediately Dangerous to Life or Health IATA - International Air
Trunsport Association IMDG - International Maritime Dangerous Goods LOEL -
Lowest Observed Effect Level LOAEL - Lowest Observed Adverse Effect Level
NIOSH - The National Institute for Occupational Safety and Health NOEL - No
Observed Effect Level NOAEL - No Observed Adverse Effect Level NTP -
National Toxicology Program OEL - Occupational Exposure Limit OSHA -
Occupational Safety and Health Administration PBT - Persistent, Biosccumulative
and Toxic PNEC - Predicted No Effect Concentration SARA - Superfund
Amendments and Reauthonization Act STEL - Short Term Exposure Limit TDG -
Transport Dangerous Goods TSCA - Toxic Substances Control Act TWA - Tine
Weighted Average WHMIS - Workplace Hazardous Materials Information System

Revisions This is the third version of this SDS.
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Disclaimer The above information is hased on data available to us and is believed to be
correct,  Since the information may be applied under conditions beyond our
control and with which we may be unfamiliar, we do not assume any
responstbility for the results of 1ts use and all persons receiving it must make ther
own determination of the effects, properties and protections which pertain to their
particular conditions, No representation, warranty, or guaraniee, express or
implied (including a warranty of fitness or merchantability for a particular
purpose), 1s made with respect 1o the matenals, the accuracy of this information,
the results to be obtained from the use thereof, or the hazards connected with the
use of the material.  Caution should be used in the handling and use of the
material because it is a chemical product.  The above information is offered in
good faith and with the belief that it is accurate.  As of the date of issuance, we
are providing all information relevant to the foresceable handling of the material,
However, in the event of an adverse incident associated with this product, this
Safety Data Sheet is not, and is not intended to be, & substitute for consultation
with appropriately triained personnel
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Neossance™ Squalane - Certificate of Origin

Neossance Squalane is derived from farnesene that is produced from fermentation of sugar-based feedstock
using an engineered, non-pathogenic, common strain of yeast, Saccharomyces cerevisiae, or 5. cerevisige
The wildtype strain of 5. cerevisioe is engineered by Amyris in a targeted fashion to over-express the native
yeast mevalonate pathway and produce farnesene, a sesquiterpene which is naturally occurring in some
plants and insects. Our biotechnology process has been designed from plant to product to meet current
environmental and health standards.

* Non-GMO feedstock: The feedstock we use to produce farnesene to make Neossance Squalane
comes from non-GMO sources — for example, non-GMO sugarcane from Brazil and non-GMO sugar
beets from Europe.

e S, cerevisiae is regarded as safe to human health and the environment: §. cerevisioe has an
extensive history of industrial use and is considered a Risk Group 1 organism (not likely to cause
adverse health effects in normal health adults; World Health Organization), It has been used for
millennia in the manufacture of bread, beer, wine and other fermented beverages. Given its use in
food, the United States Food and Drug Administration has classified S. cerevisige and its extracts as
“Generally Recognized as Safe” (FDA, 1986). Under the US Toxic Substance Control Act (TSCA), the
5. cerevisiae as engineered by Amyris to produce farnesene has exempt status because, based on
our assessment of the relevant regulatory criteria, these strains are considered to have low potential
impact on human health and the environment.

* Fully contained facilities: All fermentation and processing operations involving Amyris-engineered
S. cerevisioe are carried out in contained facilities. Any by-products or wastes from the process are
fully deactivated prior to release to the environment.

* Physical separation of product from our bio-process: Our farnesene product is secreted by the
modified yeast and easily separated from the cells and sugar fractions during processing. The
farnesene is then further purified by distillation before use in the production of subsequent
products such as Neossance Squalane. Tests for DNA from the modified yeast in the purified
farnesene using polymerase chain reaction (PCR) have confirmed that the farnesene contains none
of the Amyris-engineered yeast at or above 0.01%, the detection limit of the test.

5885 Hollis St. Emeryville, CA 94608
(510) 450-0761 info@aprinnova.com
Version 3, August 2017
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FIB3(GCVO7en
Issued the: 20/12/2018

Attestation n*: 846964

ECOCEI#

ATTESTATION OF CONFORMITY

- RAW MATERIALS -
ECOCERT COSMETICS

This attestation has been granted by ECOCERT Greenlife to the company:

APRINNOVA, LLC

5885 Hollis Street, Ste. 100
CA 94608 EMERYVILLE
UNITED STATES OF AMERICA

whose non-organic raw materials (listed hereafter) have been assessed as compliant to the current version of the
ECOCERT standard:

NATURAL AND ORGANIC COSMETICS

This attestation of conformity has been issued on the basis of the terms and conditions for the verification of raw
materials according to the ECOCERT standard defining Natural and Organic Cosmetics available on the ECOCERT
website: http://www.ecocert.com and the conformity has been established according to the requirements related
to the raw materials contained in this standard.

Issued in : L'lsle Jourdain,
the: 20/12/2018,

by: Matthieu Bouffartigue
Raw materials service manager

(-

Valid until: 31/12/2019
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Attestation n*: 846964
Issued the: 20/12/2018

Ecoc'é'R%

ATTESTATION OF CONFORMITY - ECOCERT COSMETICS
List of the approved raw materials of: APRINNOVA, LLC

Nat : Natural or from natural origin
Veg: Physically processed vegetal ingredients
Synth: Synthetic (petrochemical)

Unless an exception, the following references are published on the ECOCERT raw materials online database for approved raw materials
available at the following link: http://ap ecocert. com/ecoproduits

Commercial name / INCI / Function %Nat  %Veg %Synth  Restriction wl
Neossance™ Squaléne 100 0 0 01/01/2019
Squalane
Emoflient

Valid until: 31/12/2019

WARNING: The sole purpose of the present attestation iz to aftow the raw material(s) to be used in finshed products to be certified as compliant to the standard spedfied In
the first page. In no event ths attestation shoudd coratitute prood of the sctual certification of the cocfarmsity of the rew mutersal(s) to this standaed, In that context, the raw
materials) bsted In this attestation must not be qualified and / or marketed a5 vorganice raw materialis) certified In accordance with the abovernentioned standard

The sporoval of the raw materisl [3) listed in the present Miestation i penonally addressed (o the sbove-mentioned beowficiary, 8 s the beneficieey”s labslity 10 ermarn thet ity

own customers are awsre of the requirements and profvbibons defined in the termy and conditiors and gowerning any reference to and use of the approval of the raw
materials) and that they abide by it
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Issued the: 13/01/2020

Attestation n®: 1004216

ECOCEI#

ATTESTATION OF CONFORMITY

- RAW MATERIALS -
ECOCERT COSMETICS

This attestation has been granted by ECOCERT Greenlife to the company:

APRINNOVA, LLC

5885 Hollis Street, Ste. 100
CA 94608 EMERYVILLE
UNITED STATES OF AMERICA

whose non-organic raw materials (listed hereafter) have been assessed as compliant to the current version of the
ECOCERT standard:

NATURAL AND ORGANIC COSMETICS

This attestation of conformity has been issued on the basis of the terms and conditions for the verification of raw
materials according to the ECOCERT standard defining Natural and Organic Cosmetics available on the ECOCERT
website: http://www.ecocert.com and the conformity has been established according to the requirements related
to the raw materials contained in this standard.

Issued in: L'Isie Jourdain,
the: 13/01/2020,

Emilie CHERHAL
ECOCERT Greenlife General Manager

Valid until: 31/12/2020

Page 10f2

ECOCERT Grwaniile S.AS - Capltal SO 000 € - &8 47 - 12500 L'ISLE JOURDAIN - FRANCE
TVA wiracommesasttaing n® PN 55 500 $34 095
Phone: +33567 0730 16 - Fan: +33 5 62 47 74 36 - Maili mogreenifef@®ococan:com

8.1

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



F363(GC)v0%n

Attestation n*; 1004216
Issued the: 13/01/2020

ECOCER§

ATTESTATION OF CONFORMITY - ECOCERT COSMETICS

List of the approved raw materials of: APRINNOVA, LLC

Nat: Natural or from natural origin
Veg: Physically processed vegetal Ingredients
Synth: Synthetic (petrochemical)

Unless an exception, the following references are published on the ECOCERT raw materials online database for approved raw materials
available at the following link: http://ap_ecocert.com/ecoproduits

Neossance™ Squalane 100 0 0 ' 01)6i]2020
Squalane
Emaollient

Valid until: 31/12/2020

WARNING: The sole purpose of the present attestation iz to afow the raw material(s) to be used in finshed products to be certified as compliant to the standard spedfied In
the first page. In no event ths attestation shoudd coratitute prood of the sctual certification of the cocfarmsity of the rew mutersal(s) to this standaed, In that context, the raw
materials) bsted In this attestation must not be qualified and / or marketed a5 vorganice raw materialis) certified In accordance with the abovernentioned standard

The sporoval of the raw materisl [3) listed in the present Miestation i penonally addressed (o the sbove-mentioned beowficiary, 8 s the beneficieey”s labslity 10 ermarn thet ity

own customers are awsre of the requirements and profvbibons defined in the termy and conditiors and gowerning any reference to and use of the approval of the raw
materials) and that they abide by it
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Halal Statement

Emeryville, August 1st, 2017

Manufacturer: Neossance® Squalane is manufactured on behalf of:
Aprinnova, LLC.
5885 Hollis Street, Suite 100
Emeryville, CA 94608, USA
{510) 450-0761

Neither Aprinnova, LLC. nor any part of the supply chain have allowed contact with animals, animal-
derived ingredients (i.e. milk, cheese, egg), grape or ethyl alcohol based ingredients. The equipment used
to manufacture the product is not used for the manufacture of products containing animal or animal-
derived ingredients.

Neossance Squalane is free of all the following:
« Swine/pork and its by-products
« Animals improperly slaughtered or dead before slaughtering
= Animals killed in the name of anyone other than ALLAH (God)
« Alcohol and intoxicants
« Carnivorous animals, birds of prey and land animals without external ears
« Blood and blood by-products

« Foods contaminated with any of the above products

APRINNOVA, LLC.

A EF

2 e ———
Howard T. Fuller = PhD, Vice President of Quality

Date Aoe-oP-207

Signature

5885 Hollis St. Emeryville, CA 94608
(510) 4500761 Info@aprinnova.com
Version 1, August 2017
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4 APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Neossance® Squalane INCI Statement

Manufacturer:

Neossance Squalane is manufactured on behalf of:

Aprinnova, LLC.

5885 Hollis Street, Suite 100
Emeryville, CA 94608

{510) 450-0761

Product name: Neossance Squalane

INCI name: Squalane

IUPAC name: 2,6,10,15,19,23-Hexamethyltetracosane
CAS Number: 111-01-3

Neossance Squalane contains low levels of technically unavoidable byproducts, including isosqualane,
monocyclosqualane, sesquisqualane, and hemisqualane, Since these low-level byproducts are not
intentionally added, their INCI names are not specified.

APRINNOVA, LLC.

ey i
) o ZL
Signature 4'"// e

Howard T. Fuller = PhD, Vice President of Quality

Date Roge ~02-2017 =

5885 Hollis St. Emeryville, CA 94603
{510) 450-0761 Info@aprinnova.com
Version 2, August 2017
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Neossance™ Squalane Indicative Compositional Breakdown

Manufacturer:
Neossance™ Squalane is manufactured on behalf of:

Aprinnova, LLC.

5885 Hollis Street, Suite 100
Emeryville, CA 54608

(510) 450-0761

The table below lists the indicative compositional breakdown of Neossance® Squalane,

COMPOUND AESRONERATE STRUCTURE
COMPOSITION
Average: 94.5%
SQUALANE P /k/\)\/x/k/\/ﬁ/\/\(\/\(
Maximum: 95.0%
i || Al ol
IMPURITY Maximum: 4.3%
MONOCYCLO- ‘
Average: 1.2%
SQUALANE 4
Maximum: 1.7%
IMPURITY
SQUALANE
RELATED OTHER <0.1%
IMPURITIES

APRINNOVA, LLC.

=27
("{:/7/1/" (LZ:*:
Howard T. Fuller — PhD, Vice President of Quality
pate_ Aoe-a2-20/7

—

Signature

5885 Hollis St. Emeryville, CA 94608
(510) 4500761 info@aprinnova.com
Version 4, August 2017
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Neossance Squalane ISO 16128 Compliance & Natural Origin Index

Neossance Squalane is compliant with IS0 16128-1 and has a natural origin index of 1.00 per 15O 16128-2,
determined by renewable carbon content

Aprinnova confirms that Neossance Squalane adheres to International Standard ISO 16128-1 (1" edition/2016-
02-15), Guidelines on technical definitions and criteria for natural and organic cosmetics ingredients and
products — Part 1: Definitions for Ingredients and 1SO 16128-2 {17 edition/2017-09), Cosmetics — Guidelines on
technical definitions and criteria for natural and organic cosmetic ingredients — Part 2: Criteria for ingredients
and products

1SO 16128-1 provides international guidelines on definitions and criteria for natural and organic cosmetic
ingredients and products which are fully applicable to Neossance Squalane.

1SO 16128-2 provides international guidelines on the calculation of natural and organic origin index for
cosmetic Ingredients and products which are fully applicable to Neossance Squalane,

Stephanie Muni

Manager, Scientific & Regulatory Affairs

5885 Hollis St. Emeryville, CA 94608
{510) 450-0761 info@aprinnova.com
Version 2, July 2019
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Neossance Squalane ISO 16128 Compliance & Natural Origin Index

Neossance Squalane is compliant with IS0 16128-1 and has a natural origin index of 1.00 per 15O 16128-2,
determined by renewable carbon content

Aprinnova confirms that Neossance Squalane adheres to International Standard ISO 16128-1 (1" edition/2016-
02-15), Guidelines on technical definitions and criteria for natural and organic cosmetics ingredients and
products — Part 1: Definitions for Ingredients and 1SO 16128-2 {17 edition/2017-09), Cosmetics — Guidelines on
technical definitions and criteria for natural and organic cosmetic ingredients — Part 2: Criteria for ingredients
and products

1SO 16128-1 provides international guidelines on definitions and criteria for natural and organic cosmetic
ingredients and products which are fully applicable to Neossance Squalane.

1SO 16128-2 provides international guidelines on the calculation of natural and organic origin index for
cosmetic Ingredients and products which are fully applicable to Neossance Squalane,

Stephanie Muni

Manager, Scientific & Regulatory Affairs

5885 Hollis St. Emeryville, CA 94608
{510) 450-0761 info@aprinnova.com
Version 2, July 2019

v381

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



@ APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Neossance™ Squalane Manufacturing Process

[ Farnesene Production Process ]

| Plant Sugars

Sucrose

¥ . . Separation and
ntatl 3
east ol ik Purification [_Fefn_e:sene
Nutrients
Squalane Production Process

i

Dimerization Hydrogenation Purification Squalane

Date A s 2-207
5835 Hollis St Emeryville, CA 54608
(510) 4500761 mfo@aprinnava.com
Vergion 3, August 2017

G381

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Product Declaration Statement

Product: Neossance™ Squalane

The undersigned attests to the accuracy of the Product composition as follows:
The Product;

» jsderived from ingredients of plant sugars and does not contain or come into contact with any
ingredients of animal origin. It is therefore considered to be non-animal derived and BSE/TSE
free. The product does not contain any sugars.,

* isnot a fragrance and does not contain any of the 26 fragrance allergens as listed in the EU
Cosmetic Directive.

e is manufactured in the United States of America.

e s in compliance with the European Union Cosmetic Directive for no animal testing.
e does not contain any California Proposition 65 listed chemicals.

e does not contain any GMO (Genetically Modified Organisms).

e does not contain any wheat proteins and is gluten-free.

* does not contain any food allergens.

* does not contain any pesticides.

* does not contain any paraben substances, nor any other preservatives.

o does not contain any Carcinogens, Mutagens, nor Reprotoxic (CMR) substances.

e does not contain metals.

e does not contain any Nano-particles.

Fernando J. Garcia (
] / \
/"7.’{( AR ,.( - / ‘/(:M L ~

Senior Director, Scientific and Regulatory Affairs

5885 Hollis St. Emeryville, CA 94608
(510) 450-0761 Info@aprinnova.com
Version 2, August 2017
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Product Requirements Statement for Neossance® Squalane

Aprinnova, LLC, confirms that Neossance Squalane meets the following requirements:

* Animal-Derived Material (ADM) / HALAL / KOSHER
Neither Aprinnova, LLC. nor any part of the supply chain have allowed contact with animals, animal-
derived ingredients (i.e. milk, cheese, egg), grape or ethyl alcohol based ingredients. The equipment
used to manufacture the product is not used for the manufacture of products containing animal or
animal-derived ingredients.

* Animal Testing
Aprinnova has not conducted testing of this product as a cosmetic ingredient on animals in compliance
with 7th Amendment to the European Cosmetics Directive 76/768/EEC related to the replacement of
animal tests, and its following recast: Regulation {(EC) No 1223/2009 of the European Parliament and of
the Council of 30 November 2009 on cosmetic products — Chapter V - Art. 18.

* Bovine Spongiform Encephalopathy (BSE) / Transmissible Spongiform Encephalopathy (TSE)
Neither the product nor any raw material used in the process contains any ingredient or component
made of ruminant extracts or ruminant derivatives,

* Carcinogens, Mutagens, and Reproductive toxins
This product is in compliance with CMR regulation (Compliance Regulation (EC) No 1223/2009 of the
European Parliament and the Counclil of 30 November 2009 on cosmetics products (recast) Chapter IV
restrictions for certain substances — Article 15 Substances classified as CMR substances and subsequent
amendment (EU) 2019/831). By the criteria outlined in CLP 1272/2008, this product does not contain
any substances classified as 1A, 18 or 2 CMRs.

The Chain of Custody is known and the presence of carcinogens are not expected in the materials from
which the product is derived.

« Conflict Minerals
The product does not contain any of the elements present in Conflict Minerals (cassiterite, wolframite,
columbite-tantalite and gold), also known as, tin, tungsten, tantalum, and gold.

* Convention on International Trade in Endangered Species of Wild Fauna and Flora (CITES) and IUCN
Red List
The product does not contain any species listed in CITES or listed in IUCN Red list.

« Environmental Endocrine Disrupters (EDD)
Environmental Endocrine Disrupters such as alkylphenoi & alkylphenol ethoxylates and nonylphenol &
nonylphenol ethoxylates are not expected to be present, based on our production process, raw
materials and equipment used. However, we do not test this product for EDD.

5885 Hollis St. Emeryville, CA 94608
(510) 450-0761 Info@aprinnova.com
Version 28, August 2019
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

* Food Allergens in the EU (Directive 2007/68/EC of 27 November 2007 amending Annex I11a of Directive
2000/13/€C of the European Parliament)
Food Allergens analysis was performed to determine the presence or absence of allergens listed in the
European Union Directive mentioned above (Almonds, Brazll nut, Cashew nut, Celery, Crustaceans, Fish,
Gluten, Hazelnut, Lupin, Macadamia nut or Queensland nut, Mollusks, Mustard, Peanut, Pecan nut,
Pistachio, Sesame, Soya, Walnut, Sulphites expressed in sulphur dioxide, Lactose, Egg proteins, Caseins
and serum proteins). None of these allergens were detected (detection limit varies, depending on the
allergen, from 0.4 to 10 ppm) with the exception of Lactose which did not report a detection limit and
was reported as <0.01%, which is below the guantitation limit.

e Fragrance Allergens in the EU [Annex Il part 1 and Annex VIII, 7th Amendment Cosmetic Directive,
2003/715/EC, on the basis of the SCCNFP/OD17/98 publication and subsequent amendment
1223/2009/EC).

Allergens analysis was performed by gas chromatography/mass spectrometry to determine the
presence or absence of 26 allergens listed in the European Union Directive mentioned above, None of
the 26 listed allergens were detected with limit of detection of 5 ppm,

* General compliance with US and EU cosmetic laws
Sales of this product are allowed in the EU in compliance with the Council directive 76/768/EEC of 27
July 1976 & Regulation (EC) No 1223/2005 of European Parliament and of the Council of 30 November
2009 on cosmetic products. Sales of this product are allowed in the US in compliance with the Federal
Food, Drugs and Cosmetics Act (FDA&C Act) and its subsequent amendments on or before the date this
statement was prepared

* Genetically Modified Organism (GMO)
The product is not a Genetically Modified Organism and does not contain any GMOs.

* Irradiation / lonization
This product is neither irradiated nor ionized

*  Metals
Aprinnova’s manufacturing specification sets limits for the following metals;

Arsenic: 1 mg/L
Nickel: 1 mg/L
Cadmium, Chromium, Lead, Mercury:  Combined limit of 10 mg/L

To ensure we are within these specification limits and to verify the robustness of our quality processes,
Aprinnova routinely analyzes for the following metals, with the detection limits indicated as follows:

5885 Hollis St. Emeryville, CA 94608
(510) 450-0761 Info@aprinnova.com
Version 28, August 2019

881

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Metal Detection Limit
(units = mg/L, unless otherwise indicated)
Aluminum 50
Antimony 05
Arsenic 0.5
Barium 5
| Beryllium 0.5
Cadmium 0.25
Chromium 0.5
Cobalt 0.5
Copper 05
Iron 20
Lead 0.5
Mercury 0.05
Molybdenum 0.5
Nickel 0.5
Selenium 0.5
Palladium 0.01 (mg/Kg)
Silver 0.5
Sodium 100
Thallium 0.5
Vanadium 0.5
Zinc 5

5885 Hollis St. Emeryville, CA 94608
(510) 450-0761 Info@aprinnova.com
Version 28, August 2019
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* Microbiological properties

Bacteria/organisms Specifications
Total Aerobic Bacteria <100 CFU/g
Total Yeast and Molds <100 CFU/g
Staphylococcus aureus Absent

Pseudomonas aeruginosa Absent
Candida albicans Absent

* Nanoparticles (Cosmetics Regulation (EC) No 1223/2009/CE, French Decree n°2012-232, European
recommendations 2011/696/UE)
Nanoparticles are not expected to be present, based on our production process, raw materials and
equipment used, However, we do not analyze for nanoparticles.

« Natural/Biobased
Neossance Squalane, a product of fermentation, comes entirely from bio-based feedstock: plant
sugars, such as sugarcane. Itis certified as 100% bio-based by the United States Department of
Agriculture BioPreferred® Program and conforms to ECOCERT's natural cosmetic standard,

* Non-comedogenicity
This product has been dermatologist-tested to determine tendency to form sebum plugs
(comedones/blackheads) in openings of the sebaceous glands. Neossance Squalane has been
determined to be non-comedogenic {does not clog pores).

* Palm Oil and Palm OIl Derivatives
Neossance Squalane does not contain palm oil or palm oll derivatives. Palm oil and its derivatives are

not used in any part of the manufacturing process.

* Pesticides
Pesticides analysis was performed using US Environmental Protective Agency (EPA) methods 8081A
(Organochlorine Pesticides by GC-ECD), 8041Am (Organophosphorous Pesticides by GC-MS), 8151A
(Chlorinated Herbicides by GC-ECD), 8270 {Semi-Volatile Organics) and 8318 (Carbamates by HPLC).
Pesticides were not detected (detection limits vary depending on the method used; 0.1- 5000 mg/L).

* Phthalates
Phthalates are not expected to be present based on our production process, raw material and
equipment used. However, we do not test this product for phthalates. The container for transportation
is a High Density Polyethylene — natural tank. Phthalates are not used in the manufacture of or the
formulation of the container, However, the supplier does not test this product for phthalates.

5885 Hollis St. Emeryville, CA 94608
(510) 450-0761 Info@aprinnova.com
Version 28, August 2019
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* Polycyclic Aromatic Hydrocarbons (PAHs)
The presence of polycyclic aromatic hydrocarbons (PAHs) is not expected based on our production
process, raw materials and equipment used.

* Preservatives and Formaldehyde Releasers
This product contains no preservatives, specifically no formaldehyde releasing preservative listed in the
Annex VI of the European Cosmetic Directive or Annex V of the European Cosmetic Regulation.

* Sulfate Compounds/Sulfates
Sulfate compounds/Sulfates are not expected to be present based on our production process, raw
materials and equipment used.

* REACH Registration
The European Union regulates import and manufacture of chemicals under the Registration,
Evaluation, Autharisation and Restriction of Chemicals regulation, or REACH, Neossance Squalane is
registered for Aprinnova by Amyris's Only Representative, Penman Consulting bvba, for quantities of
100 to < 1000 tonnes per year for use in cosmetic formulations.

* REACH Substances of Very High Concern
As of the revision date of this document, the product does not contain any of the substances of very
high concern listed on the most current candidate or Intentions lists published on ECHA's websites
(http://echa.europa.eu/candidate-list-table:http://echa.europa.eu/fr/registry-of-current-svhe-
intentions).

* Residual Solvents
Isopropanol residual solvent analysis was performed by derivatization followed by HPLC. Isopropanol
was not detected with limit of detection of 0.5 mg/L.

* Volatile Organic Compounds (VOC according directive 1999/13/EC amended 2004/42/EC & Switzerland
Ordinance RS 814.018 )
Volatile Organic Compounds are not expected to be present, based on our production process, raw
materials and equipment used. However, we do not test this product for VOCs.

The following substances are not expected to be present, based on our production process, raw materials
and equipment used:

~ Chemicals
Oxides Butylene oxide
Ethylene oxide
Propylene oxide
Amines Free amines
Melamine

Nitrosamines

5885 Hollis St. Emeryville, CA 94608
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Halogens lodine and derivatives

Other chemicals 1,4 ~ Butanediol

1,4 - Dioxane
Butylated hydroxyanisole {(BHA)
Butylated hydroxytoluene (BHT)
Camphor, Menthol, Eucalyptol
Dimethyl sulfoxide (DMSO}
Dioxin
Dyes
Essential oils
Ethanol
formaldehyde
Fragrances
Furfural
Glycol ethers
Hydroquinone
ledopropynyl Butyl Carbamate (IPBC)
Musk Xylene; Musk Xylol
Oxybenzone
Parabens
Phenoxyethanol
pH adjusters
Polyaminopropyl Biguanide {PHMB)
Retinyl Palmitate
Titanium dioxide {Ti02/C1 77891)
Triclosan (TCS), Triclocarban
UV Fiiters

~ Materials and minerals Asbestos
Coal
Mineral Oil
Nanomaterial
Natural Rubber Latex
Palladium
Silicone
Tar

» Food Allergens Apple
Banana
Buckwheat
Corn

5885 Hollis St. Emeryville, CA 94608
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Dioscorea japonica
Kiwi Fruit
Orange
Peach
Rice
Rye
Wheat
» Fragrance Allergens Hydroxyl- Ischexylcyclohexene Carboxaldehyde
{HICC)
Atranol
Chioroatranol
-~ Biological Molecules and Organisms Aflatoxins, Mycotoxins, Ochratoxins and organisms
Antibiotics
Antineoplastic agents
Fungi
Growth promoters
Hormones

Melanin

Mycoplasmas

Narcotics

Polyunsaturated Fatty Acids
Proteins and wheat proteins
Psychotropic agents
Steroids

5885 Hollis St. Emeryville, CA 94608
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

November 2017

Regarding: REACH Registration

Dear Neossance ™ Squalane Customers:

Please be advised that Neossance™ Squalane has been REACH-registered by Aprinnova's Only Representative,
Penman Consulting BVBA, for quantities of greater than 100 tonnes for use in cosmetic formulations. The

registration number is 17-2120602193-69-0000

Thank you for choosing Neossance *-Squatane

) / \ R
‘W it ,A LA ae—
P P
Sincerely,

Fernando J. Garcia
Senior Director, Scientific and Regulatory Affairs

5885 Hollis St. Emeryville, CA 94608
(510) 450-0761 Info@aprinnova.com
Version 4, November 2017
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Neossance® Squalane Regulatory Status

Manufacturer:
Neossance Squalane is manufactured on behalf of:

Aprinnova, LLC.

5885 Hollis Street, Suite 100
Emeryville, CA 94608

(510) 450-0761

Product name: Neossance Squalane

INCI name: Squalane

IUPAC name: 2,6,10,15,19,23-Hexamethyltetracosane
CAS Number: 111-01-3

There are no known regulatory restrictions of Neossance Squalane. Neossance Squalane appears on the
following regulatory inventories:

Country/List \ identifier Comments
Australia: Present on Alc‘;ir | Tetracassne, 2,6,10,15,19,23-hexamethyl-
Canada: Present on DSL | Tetracosane, 2,6,10,15,19,23-hexamethyl-
China: Present on IECSC _ ImEm
China: Presant on IECIC {2015) AT (Squalane)
European Union: REACH registered CAS 111-01-3 Reglstered by
Registration numbes Aarinnava's Only
17-2120602193-69-0000 Representative for
>100 tonnes/year
._ggmn Present on ENCS (811317 |
Karea; Present on XFDA A Sk
| Korea: Present on KECI/KECL KE-18620 | 1
Mercosur: List of substances that cannot ba used In No known restrictions
persanal hygiene products, cosmetics and perfumos
| Maxico: Present 0;1 INVSA("E Invantory 2012
Now Zealand: Present on NZioC Tetracosane, 2,6,10,15,19 23-hexametivyl- I |
“Philiippines: Present on PICCS Tetracosane, 2,6,10,15,19,23-bexamathyl
Russia: TR TS 005/2011 o o No known restrictions
United States: Present on TSCA Inventory CAS 111-01-3

APRINNOVA, LLC.

Signature . Pruntds | ,/(; PR
Fernando J. Gardia, Senlor Difector, Scientific and Regulatory Affairs
Date ) /il],‘C\(_t_-j_-v }f i) ?‘

5885 Hollis St. Emeryville, CA 94608
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Sales Specification'

Neossance Squalane

Product name: Neossance Squalane
Product CAS number: 111-01-3
IUPAC name: 2,6.10,15.19.23-hexamethyltetracosane

Test Description Specification Limits Unit of Test Method
Minimum  Maximum Measure
Purity by Gas Chromatography 92 Area % SOP00188A
Density @ 20 °C 0.806 0.811 g/cm® SOP00222A
Refractive Index @ 20 °C 1.449 1.453 SOP00222A
lodine Value 2 al:/100g | SOP00218A
Acid Value 0.5 mg KOH /g | SOP00195A
Odor Nearly odoriess SOP00194A
Total Ash [ 0.1 Percent SOP00223A
Appearance and Color Colorless liquid SOP00221A

Note 1 - These tests will be run on &l commercial kails of Neossance Sgualane and are required far product release for shipment

Specification Revision Number: 8
Specification Revision Date: 18 August 2017

The ol nihsg s 0 ba feorE and cument as of the date of pubicanion; howaver, 1o desrming tha spedlicatons of any product
purttased. purchaser shoud mlor 10 P cerflicals of analysis accompanying such puschased product. The appdcatls Safety Catn Sheel shoutt be rviewed
bedoss nanabng Pw product. 1 i e xole resg Eilty of the purch 1] whather B product i speeogealn and Sullsbg o puchassrs inkrdad

use (whethse Wone or in combiration with other productsl. APHINNOVA LLG. AND ITS AFFILIATES MAKE NO REPRESENTATIONS OR WARRANTIES IN
AESPECT OF THE PRODUCT, WHETHER EXPRESS OA IMPUED, 8Y CUSTOM OF THE TRADE Oft OTHEAWISE, INCLUDING WITH REGARD YO THE
PRODUCT S MERCHANTABLITY OR FITNESS FOR A PARTICULAR PURPOSE OR USE UNDER ANY CONDITIONS. THE VALIDITY OF ANY PATENTS
OR OTHER INTELLECTUAL PROPERTY THAT MAY COVER THE FRODUCT, OR THE FROCUCT S NON INFRINGEMENT OF ANY INTELLECTUAL
PROPEATY RIGHTS OF THIRD PARTIES, AND ANY AND ALL SUCH REPRESENTATIONS AND WARRANTIES ARE HEREBY EXCLUDED

5885 Hollis St. Emeryville, CA 94608
(510) 450-0761 info@aprinnova.com
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP
Neossance® Squalane Statement of Continuity

Manufacturer:
Neossance Squalane Is manufactured by:

Aprinnova, LLC.

5885 Hollis Street, Suite 100
Emeryville, CA 94608

(510) 450-0761

The manufacturing entity has changed to Aprinnova, LLC. Aprinnova is a joint venture between
Amyris and Nikkol Group. Neossance Squalane is being manufactured at the same facility in Leland,
NC, with no changes to the manufacturing or quality processes.

AMYRIS, INC.

A
Signature /

Howard T. Fuller — PhD, Vice President of Quality

Date \7;‘—}{ 277017
APRINNOVA, LLC. 22
Signature K —

Ro Oteri, éeneral Manager

Date 7(-67 2fl 2"/,7

5885 Hollis St. Emeryville, CA 94608
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Technical Data Sheet - Neossance™ Squalane

Product name: Neossance™ Squalane

CAS number: 111-01-3

EINECS number: 203-825-6

IUPAC name: 2,6,10,15,19,23-hexamethyltetracosane
INCI name: Squalane

Molecular formula: CaoHe:
Molecular weight: 422.81

Product Description

Neossance™ Squalane is sustainably sourced from sugarcane. It is one of the highest quality and most versatile
emollients on the market due to its sensorial profile, biocompatibility and consistently robust compaosition, It is
a non-polar, fully saturated and very stable hydrocarbon that is easily incorporated Iinto emulsions, and is
compatible with most cosmetic ingredients. It is an excellent moisturizer, keeping your skin and your hair
properly hydrated and imparting suppleness and flexibility to the skin.

Typical Properties

Test Description Typical Value Unit of Measurement

Squalane Content by GC 96 weight %
“Density @ 20 °C 0.810 | glem?
Refractive index @ 20 °C 1.452

lodine Value <02 g1/100 g
Acid Value <01 | mg KOH-/g
Total Ash <01 %
Apbcnr;ince and Color Color!cssbliquud | -
Odor Nearly odorless

Saponification Value <02

Viscoyiv 7@ 20°C 35 | P
Surface Tension @ 20°C 289 mN/m
Flash Point 218 ‘C
Pour Point <-55 | 'C

The typical properties and ranges shown are typical values, not for specification purposes. For sales
specifications, please contact your local sales representative.

Quality Compliance

5885 Hollis St. Emeryville, CA 94608
(510) 450-0761 info@aprinnova.com
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Neossance Squalane is manufactured in accordance with IS0 22716 Cosmetics Good Manufacturing Practices
(GMP),

Peace of Mind Ingredient

inability Features and Benelfits Proven Performance**
+ Derived from plant sugar | + Consistent composition Increases cell turnover
Renewable source + Non-polar, fully saturated Provides long-lasting moisturization
Biodegradable | + Stable to heat, cold, oxidation Decreases skin roughness
« ECOCERT-approved + Chemically inert Reduces the appearance of fine lines and wrinkles
« USDA certifled 100% Blo- ’
+ Non-comedogenic Improves skin elasticity
based
| + Non-irritating Provides heat protection and strengthens hair
| « Non-sensitizing Penetrates the hair shaft
Applications
Skin, hair, sun and body care, makeup, cleansers

Recommended Usage up to 100%
red HLB 121
ility Oil soluble; water insoluble

Spreadabiity Good

Compatibie with silicones, lipophilic ingredients
Non-polar

Storage and Packaging

36 months In unopened, original packaging; stored in a dry and mild

Shelf-life and Storage
. environment at ambient temperature, and away from heat sources and light

Packaging 17 kg (lerricans), 164 kg (Drums), 832 kg (Totes)

Regulatory Status
There are no known regulatory restrictions of Neossance Squalane. Squalane appears on the following

regulatory inventories:
Country/List

Australia: AICS Mexico: INSQ
' Canada: DSL New Zealand: NZioC
| China: IECSC, IECIC {2015) philippines: PICCS
European Union: REACH registered Russia: TR TS 009/2011
[Japan:ENCS | United States: TSCA
" Korea: KFDA, KECI/KECL

5885 Hollis St. Emeryville, CA 94608
(510) 450-0761 info@aprinnova.com
Version 3, August 2017

661

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

**Purchasers of Neossance Squalane from Aprinnava are solely responsible for ensuring compliance of ther cosmetic praducts with all

applicable regulatory requirements, ncluding claims regardging the efect of Sguatane on skin and hair

5885 Hollis 5t. Emeryville, CA 94608
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& APRINNOVA

A Joint Venture of Amyris & NIKKOL GROUP

Vegan and Vegetarian Certificate

Aprinnova guarantees that our Neossance™ range of products does not and will not contain ingredients
or sourced raw materials that contain animal products or animal by-products. Our products and
sourced raw materials are not and will not be processed using processing aids that contain animal
products or animal by-products.

For the purposes of this statement, the word “animal” refers to the entire Animal Kingdom, that is all
vertebrates and all multi-cellular invertebrates,

APRINNOVA, LLC. -~
) i

e - - —
Signature _ {_{ﬂ '7{7 paa
Howard T, Fuller = PhD, Vice President of Quality
Date 6Y st te o 20/ 7
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2 Niacinamide

UBIANT Safe!y Data Sheet

LIFESCIENCES According to the tederal linal rute of hazard communication revised on 2012 (HazCom 2012)
Date of compiation March 06, 2012
Fio Name 001481 Ghs11 Div.4 sds Niacinamide
Revision Numbear 1"
Date of lssue ol SDS Jaruary 15, 2018
Ravision Due Date December, 2019
Supersedes dale Fabeuary 3, 2017
Supersedes version 00148n Ghs10 Div.4 sds Niacinamide

Jubilant Life Sciences Limited Page 1 of 8

¢0c¢

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



2 Niacinamide

JUBIANT Safety Data Sheet
LireSCiences According 1o the lederal final nute of hazard communication revised on 2012 (HazCom 2012)
SECTION 1: PRODUCT IDENTIFICATION
1.1, Identification
PRODUCT NAME ! Niacinamice
CAS AN 1 98-92-0
ECa 12027134
SYNONYMS L 3Pyndirecartoxamide, Niacinamide, Nicatinamide , 3-Carbamoyipyridine, 5-Pyridinacarboxamide, Vitamin B,
teta- Pyrdinecarboxamidem - (Aminocarbemy)pyriding
SYSTEMATIC NAME : 3-Pyridinacarboxamice
MOLECULAR FORMULA : CHNO
STRUCTURAL FORMULA

o
Nl

12 Relevant identified uses of the substance or mixture and uses advised against

121, Relevant identified uses
Niacinamide is used as a nutrient supplement in Pharmacoutical products. &t has been used in the enrichment of bread, tour, and othar grain
derived products. Animal feed is routnely supplementad with nicotinamide. It 15 also used in multivitamin preparations and diatary
supplemant. It is used in tha treatmant of pallagra.

Uses advised against: Nona

13 Details of the supplier of the safety data sheet
Jubilant Lite Sciences Limited

FACTORY & REGISTERED OFFICE: Jubian Life Sciences Lid Unit-1Piot No. P1-L1 within Jubilant Sector Speciic SEZ for Chamicals a1 Plot No-5
Vilayat GIDC, Tal-Vagra DisL-Bharuch-392012Gujarat IndiaTel: +91-2641-281500, 281507 Fax: +91-2641-281515

HEAD OFFICE.: Jutslant Life Sciences Lid., Plat 1-A, Seclor 16-A, Institutional Area, Neida, Uttar Pradesh, 201301 ~ Inda
T 911204361000 - F 4911204234881 / 84/ 85/ 87 / 9% | 96 suppod@jubt com-waw jubl com

14, Emergency telephone number

CHEMTEL 24-HOUR EMERGENCY TELEPHONE NUMBERS (Contract No. MIS9454477):
North America: 1 800-255.3324
International: +1-613-243-0585
India: 0O0-800-100-4086
Brazil: 0-800-591-6042
Mexico; 01-800-089-0731

SECTION 2: HAZARD(S) IDENTIFICATION
21, Classification of the substance or mixture
GHS-US classification
Sericus Eye Damage’ Eye Iritation: Category 2A

22. Label Elements

Hazard Pictogram: GHS 07

Signal Word: Wamng!

HAZARD AND PRECAUTIONARY STATEMENTS:
HAZARD STATEMENTS
e H31% Causes sanous eye iritason

PRECAUTIONARY STATEMENTS

«  P264; Wash hands, eyes and face thoroughly alter handling
o P2B0: Wear protective glovesiciothing and eyatace prolection,

Jubilant Life Sciences Limited Page 20f 8
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2w Niacinamide

/UEIMNT Safety Data Sheet
LIFESCIENCES According to the lederal final rute of hazard communication revised on 2012 (HazCom 2012)

¢ P305 + PIS1 & P330: IF IN EYES, Rinse cauticusly with water for severs mirnites. Remove contact lenses, # present and easy to da.
Continug risng.

o P337 « P313: I eye irritation persets. Get madical advicaatierdian

o P45 Store locked up ‘

« P501:Di of ! iner in with locali I'maticnal’ | ional regulati

- v

. - Serious Eye Damage’ Eye raalion:
Niacinamide $8.920 100% Categary 2A

R B A

SECTION 4: FIRST AID MEASURES

Acute effects:
* Incontact with oyes, if causes senous eyo irttation and redness of eyes.
Chronic effects:
o Affects the kidneys, eyes & liver.
FIRST AID:
«  Eyes. M in ayes mse cautiously with water for at Ieast 15 mnutes. Ramove contact lenses If easy 1o do
50. Continue rnsing. Soek modical attentian
«  SKin: Immediately 1ake off all contaminated clofiing. Wash tharoughly wan water for at least 15 minutes. Wash contaminated ciolbes belore
reuss. Seek mmadiale medcal attention,
+ Inhalation: Remove 10 tresh & and keap at rest in a posltion comfortabla for breathing. Call a physician It you feel uawel. Manitor for
espiratory di Apply atificial respration if not breathing. Da not use mauth-to-mauth method f wetim ingasted or inhaled the substance;
ghve artificial respiration weh the s of 8 pocket mask equippad with a one-way vaive or other proper raspiratory medical sevca, Toxic
vapours may be released on thermal decomposition including nitrogen axides, carbon monoxde snd cyanide.
«  Ingestion: If swallowed call & poison center I you feel urwel. Rirsa mauth. Do NOT induce varmising by use af ametics. Seak medical
aftentica.

SECTION 5 FIRE-FIGHTING MEASURES

Extinguishing madia )

o Appropriafe extinguishing media: Dry chemical powder, carbon dioxide, and akohol resistant loam. Waler may be in eflective. Water speays
can be effectve in cooling down the fre-cxposed containers and knoding down the vapours, Water jets may be used 1o flush spils away and
diute the same 1o non-llammable mixtures fog or alcohol-resistant foam by directing sireams 10 the periphery of the fires 1o prevent spread. Do
not permit water to ged inside containers.

— Alve Edolsi — ors for Eire £

«  Evacuate the area and fight fires from a sate distance.

o I tank, rail car or tank truck is involved in a fire. ISOLATE far 800 maters (1/2 mie) in all de . also, ider mital han for 800
meters [1/2 mile) in all drections or &s per localy vald procedures.

Fire ighters must wear Self Contained Breathing Apparatus (SCBA) and Il protective dothing. The chemical is hamiud in contact with skin.
Report any run-off of fire waters contaminated with ths chamical 8s par local and fedaral procedurss applicabla,

Unusual fire and explosion hazard
*  Toic vapors may be anth I including nitrogen cxides, carbon monoxide and cyankie.
o High vapor concantration may resul in an expiosion hazard.
«  Vapaors are haavier than alr. May travel conslderable dstance from source and flashback

*  Minor Spills
Clean up of splls immedately following relevant Standard Operatng Procedures.
Avoid breathing vapors and contact with skin and eyes.
Shut off laak source it possitle.
Shut off all possible sourcas of ignition.
Wear protectve clathing, boots, Impanious gioves and safety glasses.
Wige up.
Decontaminate all equigment.
Use non-sparking tools,

“ e s e

Jubilant Life Sciences Limited Page 3of 8
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2 Niacinamide

JUBIANT Safety Data Sheet
LireSciences According to the federal final rute of hazard communication revised on 2012 (HazCom 2012)
Major SpHl

¢ Aart Emargency Respandars and toll tham kocabon and nature of hazard.

o Shut off all possible scurces of ignition and incréasa ventiiation

*  Wear protective clothing, tull boots. Impesvious gloves, safety glasses and Selt Contaned Breathing Apparatus (SCBA), as may be deemed
appropnata

Clear area of persannel and meve upwind,

Stop leaks If possible

Pravent, by any means avaiiable. spiflage from antenng drans or water and Walercourses
Collect recaverable product inlo labeled containers for recycing, recovary ar disposal.
Contain spill with sand, eanh or vamiculite.

Sproad area weh lime or absorbent matenal. and leave for at least 1 hour before washing,
Clean up at tocls and egupment.

Inform authorities in event of contamination of any putiic Sewers, drains or water bodes

SECTION 7! HANDLING AND STORAGE

Precautions for safe handling

Do not beeathe vapor of mesL

Wear protectve glovesciothing and eyaface protection

Wash thoroughly alter handing.

Ground and secure containars when dispensing or pounng product

Avaid contact with incompatitie materals.

Whan handing, DO NOT eal. drink or smoke.

Launder contaménated clothing before re-use

i on skin or hair, IMMEDIATELY rernove all contaminated cothing and rmse'shower with plenty of water.
Use n a wed-vantiated placa/Use protectiva clothing commensurate with exposure levels,
Use non-zparking tocls.

Store n 2 cool, well vertissted place.
Store in A Mame proo! area.

Store away from incompatible materals.
Keep only in onigingl containes,

Keop securaly closed whan not n usa.

SECTIONEB : EXPOSURE CONTROLS / PERSONAL PROTECTION

Control parameters
«  Exposure Limits Values

Chemicalname  ACGH  NIOSH | OSHAFinalPELs

Niacinamide None Lsted None Listed Norne Listed

Exposure Limits {International):
' OEL-RUSSIA: STEL 1 mg'm*

Exposure Controls
¢ Provde exhaust ventilation or other engineerng cantrols to keep the relevant airbarme concantrabions balow ther respective ccoupational
enxposura lmits. Local ventilation s usually preferred. Ensura that eyawash s1aions and sataty showers are ¢iose to the workstalion ocation,

Personal Protection:

«  Protective clothing should be selected specifically for the working place, dependng on concentration and quantty of the hazardous
substances handled, The resstance of the pratective clothing to chemicals should be asc ined with the respective supplier,

* Eyes: Salety goggies’ Chemical Salely glasses and Face shieid.

+ Clothing: Boots and clothing 1o pravant contact

«  Respirator: Follow the OSHA respirator requlations found in 23CFR 1910.134 or Eurcpean Standard EN 149, Always use & NIOSH or
European Standard EN 145 approved respratar when necessary,

o Foremergency SRualions, wear a positive predsure, pressura-demand, ful tace piece sell- contained brealhing apparatus (SCBA) or pressure-
demand supplied air respirator with escape SCBA and a fully-encapsulating, chemical resistant suit, (EPA, 1998),

«  Hand protection:

Géova material: nitrke rubber

Layer thickness: 011 mm
Breakibrough time: > 480 Mn.

Jubilant Life Sciences Limited Page 4 of 8
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2 Niacinamide

Glove matedal: nitria rubber
Layer thickness:  0.11 mm
Braakihvough tima: > 480 Min.

740 Dermnatridd (Il contact), 740 Dermatnk® (splash contact)

24 Pyrophork material
25 Explosvae material

JUBIANT Safety Data Sheet
LireSciences According 1o the lederal final nute of hazard communication revised on 2012 (HazCom 2012)
in Splash contact:

The protective gloves 10 ba used must comply with the specifications of EC drective 89688 EEC and the rasultant standard EN374, lor example KCL

SECTION 8: PHYSICAL AND CHEMICAL PROPERTIES
« Information on basic physical and chemical properties.

1 Appearance Whita crystaline powder

2 Cdor | Odorlesa o

3 | Odar Threshold | Not avalable

4 Melting poirt | 128-131°C

5 | Boang point | 157 deq C a1 5X10* mm Hg

6 | Flashpoint 182c

7 Evaporation rate (n-Bulz=1) | Not avaiatie

8 | Exploswe Imils | Not avaiable

9 | Vapor pressure | 4.2X10* mm Hg at 25 deg C (ast)

10 Vapor dansity {ar=1) | Not avatable

1 Specilic gravity (water-1) | 1.400 a1 25 dog C

12| Sowbilty | Frealy solubla in water and in akohck. Solubla In Glycarin.
13 PH @ 5%aq solution waler al 25°C 5351055 -
14 | Log Kew (octoncliwater) | -0.37 (estimated)

15 | Aulo-igretion temparature | a80°C

16 Decomposman tamperatura 15180°C

17 Viscosity | Not avaiabie

18 | Bukdensy | ~380 Kgim’

19 Malecutar Woight 12202

20 | pKa(@20°C) | a3s

21 Kog | 51.56 {estmated)
22 | Flammabie materia!
23 Oxidizer

No
No
. No
No

SECTION 10: STABILITY AND REACTIVITY
o Reactivity: 1l is & crystalline white soid. It is odorless and soluble in waler

Stability: Stable under normal temperaluras and conditions.
Conditions to avold: Dust genaration
incompatible chemicals: Sirong ackis and bases, strong onickzing BRents.

Hazardous Polymarization: Not expacted.

11.1. Information on toxicological offects

s Chvonic Effects: Alfects the kidreys, eyes & liver.
*  RTECS#: QS3675000
« LDSOLCSO:

Heazardous decomposition: Buming may produca hazardous combustion gases ike Nifrogen axides. carbon manoxda, carbon dioxde,

SECTION 11: TOXICOLOGICAL INFORMATION

«  Acute toxicity: In contact with eyas, it causes senous aya Imitation and rednass of eyes

Jubilant Life Sciences Limited

Acute Oral LD50 3530-3540ma'kg
Acute Demal LOSO >2000 mghg

Page S of 8
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W Niacinamide
JUBIANT Safety Data Sheet
LireSciences According 1o the lederal final nute of hazard communication revised on 2012 (HazCom 2012)

o Skin irntation: rabbe, Patch test CECO 404, 1881: Not iritating
*  Eye ¥reation; rabbit, OECO Guidsline 405: modarately irrtating

SKin cocrosioniertation : INot kritating lo skin. Causas marginal skin rritation on long exposure.
Sarlous aye damagaimitabion 1 Causas serious eye ¥raation
Respiralory or skin sensitization i Net sersitizing
o Type: Beuhler et
*  Specles: Guinea pg,
*  Method: OECD Guidelne- 406 "Skin sensilization™. 1981
*  Result: not sansitizing
Gearm call Mutagenicity : Nea mutagenc
Carcinogenicity $ Not a carcinogen
saminisration SPecies period Doses Result Soyrce
ami B ! ! . > . P !
life spari stuid 1%, average caly Consumption of recotinamide Degussa
oral lead Mouge |swiss) 1o 5} y Intake, m: 100.5mg,  causad no apparent Antwerpan N.V
1 66.3 mg. CArCNogenic action Antwerpan 4
Rapraductive toxiclty ? No réproguctive and deveiopmental toxicity.
STOT-wngle exposure . No data is avalable,

STOT- rapeated exposure
* Species: Rat (Watar)
Route of administration: oral feed
Exposure parlod: 28 days
Doses: 215 and 1000 mgkg
Method: OECD Guidakng 407 * Repeated dose oral toxicity- Rodant”
Year: 1961
GLP: yas
* Remark: Eflects: decreased body waight and food consumption in males: increasad transaminases. sphaen waight

reduced in males Bver, weght increasad n famales; minimal to mid hypertrophy in Wver raduced extramedullary
hematopoiess, all lindings were réversibtie

Asperation Hazards MNo data avaliable
SECTION 12: ECOLOGICAL INFORMATION
12.1. Toxicity
«  Ecotoxicity:
o Fishtoxicty: Pretculatol. Cu - 4200 mgh9sh
o Daphrea magna ECS0: »1000 mg/L24 hr.
»  Aigeat woxichy: Desmodesmussubspicatus NOEC: 560 mgl72h
12.2. Persistence and degradability
« AEROBIC: Nicosnamide was determined to ba readly bodeg inan screening test recommendad by the Department of
Environmant, Standing Commitiee of Analysts, UK(1)
«  ANAEROBIC: Nicotnamide was not degraded Lsing an anaerobic spore-farming rog {Clastndia sp.) lated from Potamac Rivar
mud(1}
12.3. Bicaccumulative potential (Predicted)
« BCF-3

o Log Kow = 0.37
Based on the Log Kow and Blo concentration lactor value # & expected 1o have low potental 10 concentrale in latty tissue of fish and aquatic
organisms.

12.4. Maobility in soll
+ Log Koc = 15 (If refeased to 50il, nicotnamide is expactad to have vary high mobilty based upon estimated KOC value |
o Henry's Law Constlant - 2.9X10-12 atm-cu m/mole. |Volatization from moist sol surfaces is nol expecied 10 be an impartan fale process
based upen an estimated Heory's Law constant)
o  Log Kow = -0.37 (Vary Low bloaccumulation s expected)
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2 Niacinamide

JUBIANT Safety Data Sheet
LIFeSciences According to the federal final rute of hazard communication revised on 2012 (HazCom 2012)

Environment Fate:

« Nicotinamide's procuction and use as a medication and dietary supplement may result in (18 release 10 the arvironment through various waste
stroams.,

o Mrel % ar, an esti d vapor p e ol 4.2X10-4 mm Hg & 25 deg C indestes noolinamide will exist in both the vapor and
particulate phases in tha asmosphere

«  Vapor-phase nicctinamide wil be degraded in the almosphare by reaction with photo chamically-produced hydroxyl ragicals; the hat-lite far
this reaction In alr is astimated 1o be 7 days.

o Hral 0 10 soil, nicotinamice is axpectad to have very high mobility based upon an estimated Koc of 15,

«  Volatiization fram mast soll surlaces is not fed to be an imp fate p bazed upon an estmated Hanry's Law constant of
2.8X10-12 atrn-cu mimole

o Il released im0 water, Ncotnamida is not axpectad 10 adsorb 10 suspended solids and sediment basad upon the estimated Koc

SECTION 13: ISPOSAL CONSIDERATIONS

13.1. Waste treatment methods
*  Burn in a chemical Incnarator squipped wih an afterbumer and scrubber,
o Exert extra care inigniting, as this material is combustble,
. Disposa of this malerial in accordance with standard practics for disposal of potantially hazardous matenas as required by applicable lederal,
state of local laws, Nowe that dispeesl reguiistions may also apply to emply containecs and equipment resrsiales.

SECTION 14: THANSPORT INFORMATION

o Thas substance & considered to be Non-Hazardous for transpon by Ain'Rail Road and Sea and thus nol regulated by IATA/ICADY

P

IMOYIMDGUS DOT,

Land Transpoet pOoT Not Regulated

Maritima Transpor IMDG Not Regulated

Alr Transport IATA Not Regulated
Environmental hazards

o tis expacted that this chemical Is not & marnne polutant and Is not Harmtul to tha Aquatc anvironment,

SECTION 15: REGULATORY INFORMATION

.
European Union Information
Classification as per CLP Regulation 1272/2008:
Eyo Irit Cat 2
o Hazard Statoments: ; H319

US information

TSCA

¢ CASH 95-92-0 = isled on the TSCA irveantory.
WGK (Water Danger/Protection)

»  CAS#98.92.0:0
Canada

s CAS? 88-92-0 = Nsted on Canaga’s OSL List,

»  CASe 98920 5 not §sted on Canada's Ingrediant Disclosure List,

SECTION 15: OTHER INFORMATION

a) Compilstion information of salety sheet
Date of campiation : March 06, 2012
Chemical : Niacinamide
CAS # 1 98.92-0
Fle Nama : 0014Bh Ghs11 Div.4 sds Niacinamida
Revision Number n
Date of lssue of SDS January 15,2018
Revison Due Date : December, 2019
Supersedes date : February 3, 2017

b) Akey or legend 1o aberrations and acronyms used in the safety data sheet
«  PBT =Parsistant Bia accumulative and Taxic,
«  yPvBe Very Persistend and Very Bio accumulative.
*  SCBA« Sell Contained Breathing Apparatus.
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2 Niacinamide

JUBIANT Safety Data Sheet
LireSCiences According 1o the lederal final nute of hazard communication revised on 2012 (HazCom 2012)

NIOSH REL~ Nationad Institute for Occupational Sadety and Health Recommended Exposure Limat.
OSHA PEL«Occupatona Salety and Health Adminetration Parmissile Exposure Lime.
QELTWA= Occupatanal Exposure Lime Time Weighted Averages

1DULH = Immeadiataly Dangarous ta Life or Hestn,

UEL= Upper Explosne Lima

LEL= Lower Explosive Limit.

RTECS= Ragistry of Toxc Effecis of Chemical Substances,

NTP=Natlonal Toxicology Program

IARC= Intarnasonal Agency for Research on Cancar.

EPA=Emviranmental Protection Agency,

TSCA= Toxic Substances Control Act

CERCLA~ Comprahensive Environmental Response, Compensation, and Labilty Act.
SARA= Suparfund Amendmants and Reauthonzaton Act

NFPA« National Fire Protection Association.

WHIMS. Workplace Hazardous Materials Indormation System,

DSUNDSL= Domestio'Non-Domestic Substances List

CSR-Chamical Safety Report.

BCF = Bio Concentration Factor

DNEL = Derived No Effect Level.

PNEC « Predicted No Effect Concantration.

TLV = Threshold Limet Valua,

ACGIH = American Conlerence of Governmereal Industrial Hygienses,

REACH = Reglstration, Evalation Authorzation and Rastriction of Chemicals
CLP = Classificabon, Labelng and Packaging

LD/ LC « Lethal Doses / Lathal Concantration

GHS = Globally Harmonizad System

ADR ~ Accord Eurgpean relative au transpon nilermational de merchandises.
IMDG-Cede = Inlernational Maritime Code for Dangerous Goods.

EmS = Emergancy measures on Sea

ICAQ = Intematicaal Crdl Aviation Organization.

IATA/DGR« International Air Transport Association/Dangerous Goods Regulation,

¢} Key Literature reference and sources for data

Biographical red and data
* CLP REG (reguiation) (EC) no. 1272/2008, last moditication by requiation (EC) no. 790v2000

DIA 67/S40EWG, last modfication by DIR 200%2EC
REG (EC) no. 1807/2006, last mediication by REG (EC) Nr. 453/2009.
QECD Guideline- 407 * Repeated dase oral foxicity- Rodent” Year: 1581
Degussa Artwerpan NV, Antwerpen 4
Oepariment of Environment, Standing Commitiea of Anaysts. UK(1)

SDS US (GHS HazCom 2012)
This informaban is based on our current knowdedge and ks lended (o descnbe (he pvoduct for the purposes of heatth, salely and envieorvmenta)
requiramants anl. & showld not thevelore be constrund @5 guaranteaing any specific propevty of the produet

(End of Safety Data Sheet)
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Material Safety Data Sheet

XINFA D-Panthenol 75% W

1. IDENTIFICATION OF THE SUBSTANCE / PREPARATION AND OF THE COMPANY /
UNDERTAKING

Commercial product name: Xinfa D-Panthenal 75% W

Manufacturer: Huangdian Village, Kenli Town, Kenli County,
Dongying City, Shandong Province, China
257500

Emergency telephone number: +86 546 7398789

2. COMPOSITION / INFORMATION ON INGREDIENTS

Chemical characterization: D-Panthenol 75% W

Synonyms (R)- (+) -2,4-Dihydroxy-N-( 3-hydroxypropyl) -
3,3-dimethylbutyramide
Dexpanthenol
Provitamin B

(R)-2,4-Dihydroxy-3,3-dimethylbutyric 3-
hydroxypropylamide D-pantotheny! alcohol
Labelling according to EU statutory

Order on dangerous substances. None
Hazardous components: None
Empirical Formula: CyHuNO,
Molar Mass: 205.25 g/mol
CAS number: 81-13.0
EINECS number: 201-327-3

L3. HAZARDS IDENTIFICATION

Most important hazards no particular hazards known.

[ 4. FIRST-AID MEASURES
Eye contact -Wash immediately with tap water for 15 minutes-open

eyelids forcibly
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-consult physician

Skin contact: -remove contaminated clothes,

-wash affected skin with water and Soap.
Inhalation: -remove the casualty to fresh air and keep him/her calm.
Ingestion -Rinse mouth and then drink plenty of water,

5. FIRE-FIGHTING MEASURES

Suitable extinguishing media -water spray |et, dry powder, foam, carbon dioxide
Specific hazards: -formation of toxic and corrosive combustion gases (nitrogen
oxides (NOx)) possible

-when using lots of water on burning cpen containers, a burning
waler product mix. may overflow, possibly spreading the fire.
Protection of fire-fighters: -precipitate gases/vapors/mists with water spray
6. ACCIDENTAL RELEASE MEASURES

Methods for cleaning up  -collect spills with inert absorbent and hand over to
waste removal
-flush afterwards with plenty of water

|7. HANDLING AND STORAGE

Handing
Technical measure: -processing in closed systems, if possible superposed by
inert gas (e.g. nitrogen)
-local exhaust ventilation necessary
-lake precautionary measures against electrostabic charging
Suitable material: -stainless steel, glass, polyethylene, enamel
Storage
Storage conditions: -keep container tightly closed and dry;

-store in a cool place

8. EXPOSURE CONTROLS /| PERSONAL PROTECTION

General safety and hygiene measures:

Handle in accordance with good industrial hygiene and safety practice
Hand protection: -suilable chemical resistant safety gloves,

Eye protection; -safety glasses with side-shields (frame goggles)
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9. PHYSICAL AND CHEMICAL PROPERTIES

Color: colorlass to slightly yellow
Form: liquid
Odor: none to faint, With siightly bitter taste

Solubility In water:  fully soluble

10. STABILITY AND REACTIVITY

Stability: -stable under the conditions mentioned in chapter?
-fairty stable to air and light

Conditions to avoid:  -humidity
“waarming

Materials to avoid:  -bases, acids, carbon dioxide, alkali metals

11. TOXICOLOGICAL INFORMATION

RTECS Number :ES4316000
Acute Toxicity
LD50:ORL-MUS 15g/%g

12. ECOLOGICAL INFORMATION

Inherent biodegradability: -well inherently biodegradable
Ecotoxicity: -barely toxic for fish
-barely toxic for algae

-barely toxic for plankton and shelifish

13. DISPOSAL CONSIDERATIONS

Waste from residues: -drain into wastewater treatment plant, observe
local/national regulations regarding waste disposal

14. TRANSPORT INFORMATION

UN No. Not applicable
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Sea Not applicable

Road/rail Not applicable

Air Not applicable

[ 15. REGULATORY INFORMATION

Note: -no classification and labeling according to EU directives

16. OTHER INFORMATION

Biological activity: -no biological activity has been defined for L-pantothenic acid
only the D form has biolegical activity
-1.000g D-panthenol 75W is equivalent to 0.750g D-panthenol
-1.000g D-panthencl 75W is equivalent to 0.801g D-pantotheno! acid
-1.000g D-panthenol 75W is equivalent to 0.871g D-calcium Pantothenate
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XINFA PHARMACEUTICAL CO.,LTD

CERTIFICATE OF ANALYSIS

Product name: D-—Panthenol (75W) Expiry: 2 years Standard: enterprise standard
Batch No.: 171020C16 Quantity: 1000KG

MFG. date: OCT.20,2017 EXP.date: OCT.19,2019

Items of analysis Specification Results

Colorless or faintly yellow transparent

Appearance Conform
liquid
Identification POSIIVELBACUOR .. e Positive reaction
[NF/
Assay (HPLC) 175:0% 7 TB.6% W als . 75.9%
Water (Karl Fischer) {= 25.0% ‘ : 22.0%
Specific optical rotation T —
+29.0° —+31.5° #31.1"
(on dried basis)
Limit of aminopropanol = 1.0% conform
Heavy metals = 20ppm conform
Conclusion: Conform to enterprise standard

Approval: M Checker: %/Ez— Reviewer: % @75&
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XINFA PHARMACEUTICAL CO.,LTD.
HRAWAHR A

Add: No 1, Tongxing Road, Kenli county, Dongying city, Shandong province, PR China
Mehb: (AT AT R R NGRS | Y M08R: 257500

PRODUCT DATA SHEET
Product Name: D-panthenol 75%
Product Expiry Date: 2 years
Product Characteristics:
(2R)-2 4-dihydroxy-N-(3-hydroxypropyl)-3 3-dimethyibutanamide,
Appearance: A colourless or slightly yellowish, viscous hygroscopic liquid, or a while or almaost
white,crystalline powder
Chemical Formula: CoHeNO:
Molecular Weight: 205.25

CAS number: 81-13-0

Specificatons:

Items Standard enterpnse standard Test Data

Colorless or faintly yellow transparent

‘ L Appearance ‘ Meets
1 liquid
| 2. Identification Positive reaction Meets
s a y
| 3.Specific optical rotat
| pecific optical rotation +20.0° —+31.5° Mects
| (on dried basis)
| 4, Heavy metals =20ppm Meets
{
i 5.Assay (HPLC) 75.0% - 78.5% Meets
‘1 6. Water (Karl Fischer) = 25.0% Meets
| 7
| 7.Limit of aminopropanol = 1.0% Meets
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XINFA PHARMACEUTICAL CO.,LTD

CERTIFICATE OF ANALYSIS

Product name: D-Panthenol 75% Expiry: 2 years

Batch No.: 2016062101 Quantity:850KG Manufacturing date:JUN.21,2016
Expiry date:JUN.20,2018 Sampling date: JUN.21 ,2016 Analytical date:JUN.21 ,2016
Items of analysis Specification Results

Colorless or faintly yellow transparent

Appearance Conform
liquid
Identification Positive reaction Positive reaction
Assay 75.0%—-78.5% 76.60%
Water = 25.0% 19.20%
Specific optical rotation +26.0" ~+31.5"
+30.00°

(on dried basis)

Limit of aminopropanol = 1.0% fo'*\‘?""‘ A ]
Heavy metals < 20ppm ’ Al : canforfn ;
Organic volatile impurities Meets the reguirements ; Megtsthe roqu(gemenl}
Conclusion: Conform to enterprise standard
N\ R . )
1 e % ( w& g "“i('
Approval: | Checker: * Analyst: - :
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XINFA PHARMACEUTICAL CO.,LTD

CERTIFICATE OF ANALYSIS

Product name: D-Panthenol 75% Expiry: 2 years

Batch No.: 2016070901 Quantity:3150KG Manufacturing date:JUL.09,2016
Expiry date:JUL.08,2018 Sampling date: JUL.09 ,2016 Analytical date:JUL.09 ,2016
Items of analysis Specification Results

Colorless or faintly yellow transparent

Appearance Conform
liquid
Identification Positive reaction Positive reaction
Assay 75.0%—-78.5% 76.20%
Water = 25.0% 19.90%

Specific optical rotation

+29.0° —+31.5° +30.00°
(on dried basis)
Limit of aminopropanol = 1.0% conform
Heavy metals = 20ppm b eomdrm -
; HACEUT ICAL ( :
Organic volatile impurities Meets the reguirements | Megtsthe roqu‘rémenl_s

= X |

Conclusion: Conform to enterprise standard

| .'0 £ '7' - - - 14(
2 € 17T5—
Approval: - Cag Checker: ! wz‘ Analyst: - LR
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T MAKINGCOSMETICS SDS (Safety Data Sheet)

Provitamin B5 (d-panthenol)

Safety Data Sheet according to Federal Register / Vol. 77, No, 58 / Revision Date: 10.20.201%
Narch 26, 2012 / Rules and Regulation Supersedes: 11-13:2012

1 PRODUCT & COMPANY IDENTIFICATION

Product Name:  Provitamin B5 (d-panthenol) Distributor: MakingCosmetics.com Inc,

Synonyms: Address: 10800 231* Way NE

INCI Name: d-panthenol, water Redmond, WA 98053 (USA)

CAS Number: 81-13-0, 7732-18-5 Phone / Fax:  425-292-9502 / 425-292-9601

Formula: CSH18NO4 Web: www.makingcosmetics.com

Product Form:  Liguid

Product Use: Cosmetic use Emergency Telephone Number: 1-800-424-9300 {Chemtrec)

2 HAZARDS IDENTIFICATION

GHS Classification: Not classified

GHS Labeling: Not classified

GHS Hazard Pictograms: None

GHS Hazard Statements: None

GHS Precautionary Statements: None

Potentlal Health Hazards: Eyes: May be irritant.

Inhalation: Not expected to be irritant,
Skin: Not irritant.

on: Not expected to be irritant.
NFPA Ratings (704); 1 Slight
1 Slight
Reactivity 0 Minimal
Specific Hazard n/a

3  COMPOSITION/INFORMATION ON INGREDIENTS

Component CAS No, Weight % Molecular Weight
d-panthenol 81-13-0 75% 205.25 g/mol
Water 7732185 25% 18.02 g/mot

4 FIRST AID MEASURES

Eyes: Flush eyes with water or standard eye wash solution. Consult physician.

Inhalation: Move to fresh air. If breathing s difficult, give axygen. Call a physician if symptoms develop or persist,
Skin: Wash off skin with soap and water. Get medical attention if irritation develops or persists.

Ingestion; May cause nausea, vomiting, diarrhea, constipation, cramps and loss of appetite, Contact physician,

5 FIRE-FIGHTING MEASURES

Sultable {and unsuitable) Water spray, dry powder, foam, carbon dioxide

extinguishing media:

Special protective equipment & Firefighters should wear full firefighting turn-out gear (full Bunker gear) including NIOSH-

precautions for firefighters: approved self-contained breathing apparatus with full face plece operated in the pressure
demand or other positive pressure mode,

Flash Points: Undetermined

Specific hazards arising from the  Not available,
chemical:

6 ACCIDENTAL RELEASE MEASURES

Personal precautions, protective See section 8 for recommendations on the use of personal protective equipment.
equipment & emergency procedures:

Page | 1
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7 MAKINGCOSMETICS SDS (Safety Data Sheet)

Environmental precautions: Prevent further leakage or spillage if safe to do so. Do not contaminate surface water.
Methods and material for containment  Eliminate all sources of ignition or flammables that may come into contact with a spill of
and cleaning up: this material, Prevent entry into waterways, sewers, basements or confined areas. Vacuum

or sweep up material and place in a disposal container. Avoid dust formation,

7 HANDLING & STORAGE

Precautions for safe  Process in closed systems, if possible superposed by inert gas (€.g. nitrogen), local exhaust ventilation is

handling: recommended, take precautionary measures against electrostatic charging, avold dust; very high dust
explosion hazard.

Conditions for safe Store in stainless steel, aluminum, enamel glass or polyethylene. Store below 25°C protected from light and

storage, incl. any humidity.

incompatibilities:

& EXPOSURE CONTROLS / PERSONAL PROTECTION

Component Exposure Limits Basis Entity
d-panthenol No data No data Mo data
TWA: Time Welghted Average over B Rours of werk, STEL: Short Term Expodure Lim® during » minutes,
TLV: Threshold Limit Value over 8 hours of work 10LH: fmmedatety Dangerous to Life or Mealth

REL: Recommended Expovurn Limit WEEL: Workplace Esvironmental Exposon Levels

PEL: Permmatble Expowre Umit CEL: Cebvg

Personal Protection:

Eyes: Wear safety glasses

Inhalation: In case of open handling of larger quantities wear particle mask or respirator,

Body: Wear protective gloves.

Other: Employees must practice good personal hygiene, washing exposed areas of skin several times daily and laundering

contaminated clothing before re-use.

9 PHYSICAL AND CHEMICAL PROPERTIES

Appearance, Physical State: Viscous liquid Vapor Pressure: Undetenmined
Odor: Faint odor Vapor Density: Undetermined
Taste: Not available Evaporation Rate: Undetermined
Color: Clear Flammability: Undetermined
Molecular Weight: 205,25 g/mol Upper/lower Explosive Limit:  Undetermined
pH (1% sol. in water) 8.0-9.0 (10% aquecus solution)  Solubility: Soluble n water
Bolling Point: 118-120°C Flash Point: Undetermined
Melting Paint: Not applicable Density (kg/m3): 1200
Reactivity: Product is stable under normal conditions

Chemical Stability: Product Is stable under normal conditions

Hazardous Polymerization: Undetermined

Conditions to Avoid: Undetermined

Incompatible Materials: Aclds, bases (hydrolysis)

Hazardous Decomposition Products:  Readily biodegradable: formation of toxic and corrosive combustion gasses possible,

11 TOXICOLOGICAL INFORMATION

Acute Toxicity: Oral : LD50 ( mouse ) : » 10.000 mg/kg
Dermal : LDSO ( rat ) : No data available.
Inhatation : LC50 ( rat | : No data available.

Skin: Non-irritant

Eyes: Irritant

Respiratory: Inhaling vapor may be irritating 1o the respiratory system,
Ingestion: Do not ingest; product may cause gastrointestinal irritation,
Carcinogenicity: Not available

Page | 2
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7 MAKINGCOSMETICS SDS (Safety Data Sheet)

Teratogenicity: Not available
Germ Cell Mutagenicity: Not available
Embryotoxicity: Not available
Specific Target Organ Toxicity:  Not available
Reproductive Toxicity: Not available

Respiratory/Skin Sensitization:  Not available

12 ECOLOGICAL INFORMATION

Ecotoxicity

Aquatic Vertebrate: Not avatlable

Aquatic Invertebrate: Not available

Terrestrial: Not available
Persistence and Degradability:  Not available
Bioaccumulative Potential; Not avallable
Mobility in Soil: Not available
PBT and vPvB Assessment: Not available
Other Adverse Effects: Not avallable

13 DISPOSAL CONSIDERATIONS

Waste Residues: Users should review their operations in terms of the applicable federal/national or local regulations and
consult with appropriate regulatory agencies if necessary before disposing of waste product container.

Product Containers: Users should review their operations in terms of the applicable federal/national or lecal regutations and
consult with apprepriate regulatory agencies if necessary before dispasing of waste product container,

The information In section 13 is for the product as shipped. Use and/or alterations to the product may change the characteristics of

the material and alter the waste classification and proper disposal methods

14 TRANSPORT INFORMATION

DOT (Dept. of Transportation, USA): Not regulated
TDG (Transportation of Dangerous Goods, Canada): Not regulated
IMDG (International Maritime Dangerous Goods): Not regulated
IATA (International Air Transport Association): Not regulated
ICAO (International Civil Aviation Organization): Not regulated

15 REGULATORY INFORMATION

TSCA Inventory Status: Listed as d-panthenol
DSCL (EEC): This product is not classified according to the EU regulations. Not applicable.
WHMIS (Canada): Not controlled under WHMIS (Canada)

16 OTHER INFORMATION

Revision Date: 10-20-2015

Compliance: This document has been prepared in accordance with the SDS requirements of the OSHA Hazard Communication
Standard 29 CFR 1910.1200
Disclaimer: This information relates only to the specific material designated and may not be valid for such material used in

combination with any other materials or in any other process. Such information is to be the best of the
company's knowledge and belleved accurate and reliable as of the date indicated. However, no representation,
warranty or guarantee of any kind, express or implied, is made as to its accuracy, reliability or completeness and
we assume no responsibility for any loss, damage or expense, direct or consequential, arising out of use. It is the
user’s responsibility to satisfy himself as to the suitableness & completeness of such information for his own
particular use.

Page | 3
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EIGENMANN & VERONELLI S.p.A.
Safety Data Sheet
LIPESTROL G-810

Safety Data Sheet dated 12/5/2017, version 1 (Reg. 830/2015/UE)
SECTION 1: Identification of the substance/mixture and of the company/undertaking
1.1. Product identifier
identification of the substance

Trade name: LIPESTROL G-810
SdS n®: EV14046-EV

CAS number: 73398-61-5

EC number: 277-452-2

The transition time according to REACH Regulation, Article 23 is still not expired
1.2. Relevant identified uses of the substance or mixture and uses advised against
Recommended use:
Industrial use - Cosmetic industry
1.3, Details of the supplier of the safety data sheet
Supplier:
EIGENMANN & VERONELLI S.p.A.
Via della Mosa, 6 - 20017 Rho (MI) ltaly
Tel. +39 02935391 - Fax +39 02935361
Competent person responsible for the salely data sheet:
stg@eigver.it
1.4, Emergency telephone number
Poigon Control Center Pavia - via Maugeri 10, Pawvia (l1aly) - Tel. +39 {0)382 24444 -
hitp//www.cavpavia.it/
World Health Organization - World directory of poison centres -
hitp2/apps.who.int/poisoncentres/

SECTION 2: Hazards identification
2.1, Classification of the substance or mixture
EC regulation criteria 1272/2008 (CLP):
The product is not classified as dangerous according to Regulation EC 1272/2008
(CLP).
Adverse physicochemical, human health and envirenmental effects:
No other hazards
2.2, Label elements
Hazard pictograms:
None
Hazard statements:
None
Precautionary statements:
None
Special Provisions:
None
Special provisions according to Annex XVIl of REACH and subsequent amendments:
None

2.3. Other hazards
vPvB Substances: None - PBT Substances: None
Other Hazards:
No other hazards

MSDS LIPESTROL G-810 (SdS EV14046-EV)
Rev. 1 Page 1 of 7

1¢c

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.




EIGENMANN & VERONELLI S.p.A.
Safety Data Sheet
LIPESTROL G-810

SECTION 3: Composition/information on ingredients
3.1. Substances
identification of the substance

Chemical ldentity: Glycerides, mixed decanoyl and octanoyl
INCI: Caprylic/Capric triglyceride
CAS number: 73398-61-5
EC number: 277-452-2
3.2. Mixtures
N.A.

SECTION 4: First aid measures
4.1, Description of first aid measures
In case of skin contact:
Wash with plenty of water and soap.
In case of eyes contact:
Wash immediately with water for at least 10 minutes.
In case of Ingestion:
In case of accidental ingestion rinse the mouth with water.
GET IMMEDIATE MEDICAL ADVICE, shawing the emergency card.
In case of Inhalation:
Remove casualty to fresh air and keep warm and at rest
Self-protection of the first aider
Wear personal protective equipment when required (see par. 8.2)
4.2, Most important symptoms and effects, both acute and delayed

None
4.3. Indication of any immediate medical attention and special treatment needed
Special treatment: None

SECTION 5: Firefighting measures
5.1, Extinguishing media
Suitable extinguishing media:
Water.
Carbon dioxide (CO2).
Extinguishing media which must not be used for safety reasons:
None in particular.
5.2, Special hazards arising from the substance or mixture
Do not inhale explosion and combustion gases.
Burning produces heavy smoke.
5.3, Advice for firefighters
Use suitable breathing apparatus .
Collect contaminated fire extinguishing water separately. This must not be discharged info
drains.
Move undamaged containers from immediate hazard area if it can be done safely.

SECTION 6: Accidental release measures
6.1, Personal precautions, protective equipment and emergency procedures
For non-emergency personnel:
Wear personal protection equipment.
Remove persons to safety.
See protective measures under point 7 and 8.
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EIGENMANN & VERONELLI S.p.A.
Safety Data Sheet
LIPESTROL G-810

For emergency responders:
Check the compatibility of protective clothing materials with what is stated in par. 8
6.2. Environmental precautions
Do not allow 1o enter into soil’subsoll. Do not allow to enter Into surface water or drains.
Retain contaminated washing water and dispose it.
In case of gas escape or of entry into waterways, soil or drains, inform the responsible
authorities.
Suitable material for taking up: absorbing material, crganic, sand
6.3, Methods and material for containment and cleaning up
Wash with plenty of water.
6.4, Reference 1o other seclions
See also section 8 and 13

SECTION 7: Handling and storage
7.1, Precautions for safe handling
Avoid contact with skin and eyes, inhalation of vapours and mists.
Do not eat or drink while working.
See also section 8 for recommended protective equipment
7.2, Conditions for safe storage, including any incompatibilities
Incompatible materials:
Keep away from strong oxidizing agents.
Keep away from food, drink and feed.
Instructions as regards storage premises:
Adequately ventilated premises.
7.3. Specific end use(s)
None In particular

SECTION 8: Exposure controls/personal protection
8.1. Control parameters
No occupational expesure limit available
DNEL Exposure Limit Values
N.A,
PNEC Exposure Limit Values
N.A

8.2. Exposure controls
Eye protection:
Eye glasses with side protection [EN 166].
Protection for skin:
Overall,
Protection for hands:
Butyl cacutchouc (butyl rubber)
Respiratory protection:
Not needed for normal use.
Thermal Hazards:
None
Environmental expoesure controls:
None
Appropriate engineering controls:
None
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EIGENMANN & VERONELLI S.p.A.
Safety Data Sheet
LIPESTROL G-810

SECTION 9: Physical and chemical properties
9.1. information on basic physical and chemical properties

Properties Value Notes:
Appearance: Clear liquid .
Colour : - -
Odour: Fatty, weak -
Odour threshald: N.D. --

pH: - -
Melting point / freezing point: N.D. -
Initial boiling point and boiling range: N.D. --
Flash point: >150 °C. -
Evaporation rate: N.D. --
Solid/gas flammability: N.D. -~
Upper/lower flammability or explosive limits: N.D. -
Vapour pressure: N.D. --
Vapour density: N.D. -~
Relative density: 0.94-0.95 g/em3 --
Solubility in water: insoluble -
Solubllity in oil: N.D. -
Partition coefficient (n-octanol'water): N.D. -
Auto-ignition temperature: N.D.

Decomposition temperature: N.D. --
Viscosity: 28-32 mPa.s {20°C)
Explosive properties: None -
Oxidizing properties: None --

9.2, Other information

Properties Value Notes:
Miscibility: N.D. --

Fat Solubility: N.D. -
Conductivity: N.D. -
Substance Groups relevant properties Not Relevant s

SECTION 10: Stability and reactivity
10.1. Reactivity
Stable under normal conditions
10.2. Chemical stability
Stable under normal conditions
10.3. Possibility of hazardous reactions
None
10.4. Conditions to avoid
Stable under normal conditions.
10.5. Incompatible materials
None in particular.
10.6. Hazardous decomposition products
None.
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EIGENMANN & VERONELLI S.p.A.
Safety Data Sheet
LIPESTROL G-810

SECTION 11: Toxicological information
11.1. Information on toxicological effects
Toxicological information of the substance:

Acute Toxicity:
Oral: LD50(Mouse): >5000 mgkg bw (OECD 401)
Inhalaton: LC50(Rat): > 1,86mg/l'6h (OECD 403)
Dermal: LD50(Rat): >2000 mgkg(7'B31/EWG, Annex V, Part B)

[Read-across)

Serious eye damage/irritation:

Not irritant (Rabbit - EPA OPP 81-4)
Skin corrosion/irritation:

Not irritant (Rabbit - EPA OPP 81-5)
Respiratory or skin sensitisation:

Not sensitising (Guinea Pig - OECD 406) [Read-across)
Carcinogenicity:

No data avallable
Cerm cell mutagenicity:

Not mutagenic, (EU Method B,13/14 )
Reproductive toxicity:

NOAEL: 1 000 mgkg bw/day (OECD Guideline 422 )
Summary of evaluation of the CMR properties:

Not classifiable as CMR.
STOT-repeated exposure:

No data available
STOT-single exposure:

No data available
Aspiration hazard

No data available

SECTION 12: Ecological information
12.1. Toxicity
Adopt sound working practices, so that the product is not refeased into the environment.
Acute (short-term) toxicity:

Fish:

LCO(Danio reno): >= 53 mg/96h (EU Method C.1)
Crustacea:

ECS50(Daphnia Magna): >100 mg/I'48h (Nominal - EU Method C.2)
Algae/aquatic plants:

EC50(Desmodesmus subspicatus): >0,449 mg/l/72h (EU Methed C.3 - Algal

Inhibition test)
Other organisms:
No data available
Chranic (long-term) toxicity:
Fish:
No data available
Crustacea:
No data available
Algae/aquatic plants:
No data available
Other organisms:
No data available
12.2. Persistence and degradability
Readly Biodegradable. (>80%) OECD 301 8
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EIGENMANN & VERONELLI S.p.A.
Safety Data Sheet
LIPESTROL G-810

12.3. Bioaccumulative potential
N.A.
12.4. Mobility in soil
N.A.
12.5. Results of PBT and vPvB assessment
vPvB Substances: None - PBT Substances: None
12.86. Other adverse effects
None

SECTION 13: Disposal considerations
13.1. Waste treatment methods
Recover if possible. In so doing, comply with the local and national regulations currently in
force.

SECTION 14: Transport information
Not a dangerous material under the amended E.E.C. Council Directives
14.1. UN number
N.A.
14.2. UN proper shipping name
N.A.
14.3, Transport hazard class(es)
N.A.
14.4. Packing group
N.A.

14.5. Environmental hazards
Environmental/Marine pollution: No
N.A.
14.6. Special precautions for user
N.A.
14.7. Transport in bulk according to Annex |l of Marpol and the IBC Code
N.A.

SECTION 15: Regulatory information
15,1, Safety, health and environmental regulations/legislation specific for the substance or mixture
Dir. 98/24/EC (Risks related 1o chemical agents at work)
Dir. 2000/39/EC (Occupational exposure limit values)
Regutation (EC) n, 1907/2006 (REACH)
Regulation (EC) n. 1272/2008 (CLP)
Regutation (EC) n, 780/2009 (ATP 1 CLP) and (EU) n, 758/2013
Regulation {EU) 2015/830
Regulation (EU) n. 286/2011 (ATP 2 CLP)
Regulation (EU) n, 618/2012 (ATP 3 CLP)
Regulation (EU) n, 487/2013 (ATP 4 CLP)
Regulation (EU) n. 944/2013 (ATP 5 CLP)
Regulation {EU) n, 605/2014 (ATP & CLP)
Regulation (EU) n. 2015/1221 (ATP 7 CLP)
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EIGENMANN & VERONELLI S.p.A.
Safety Data Sheet
LIPESTROL G-810

Restrictions related 1o the product or the substances contained according to Annex XVII
Regulation (EC) 1907/2006 (REACH) and subsequent modifications:
Restrictions related to the product:
No restriction.
Restrictions related to the substances contained:
No restriction.
Where applicable, refer to the loflowing regulatory provisions :
Directive 2012/18/EU (Seveso IIl)
Regulation (EC) nr  648/2004 (detergents).
Dir. 2004/42/EC (VOC directive)

Provisions related fo directive EU 2012/18 (Seveso IlI):
N.A.
15.2. Chemical safety assessment
No Chemical Safety Assessment has been carnied out for the substance.

SECTION 16: Other information
Product code : 14046
Main bibliographic sources:
» ECHA Registered Substances site:
hitp-/echa.europa.eu'web/guest/information-on-chemicals/registered-substances
* ACGIH - Threshold Limit Values - 2004 edition
The information contained herein is based on our state of knowledge at the above-specified date. It
refers solely to the product indicated and constitutes no guarantee of particular quality.
It s the duty of the user to ensure that this information is appropriate and complete with respect to
the specific use intended.

ADR: European Agreement concerning the International Carrlage of Dangerous Goods by
Road.

CAS: Chemical Abstracts Service (division of the American Chemical Society).

CLP: Classification, Labeling, Packaging.

DNEL: Derived No Effect Level.

EINECS: European Inventory of Existing Commercial Chemical Substances.
GefStolfVO:  Ordinance on Hazardous Substances, Germany.

GHS: Globally Harmonized System of Classification and Labeling of Chemicals,

IATA: International Air Transport Association.

IATA-DGR: Dangerous Goods Regulation by the “International Air Transport Association” (IATA).
ICAO: International Civil Aviation Organization.

ICAQ-TI: Technical Instructions by the "International Civil Aviation Organization” (ICAQ).
IMDG: International Maritime Code for Dangerous Goods.

INCI: International Nomenclature of Cosmetic Ingredients,

KSt: Explosion coefficient.

LC50: Lethal concentration, for 50 percent of test population.

LD50: Lethal dose, for 50 percent of test population,

PNEC: Predicted No Effect Concentration.

RID: Regulation Concerning the International Transport of Dangerous Goods by Rail,
STEL: Short Term Exposure limit.

STOT: Specific Target Organ Toxicity,

TLV: Threshold Limiting Value.

TWA Time-weighted average

WGK: German Water Hazard Class.
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TECHNICAL DATA SHEET

i
Rev. 11/2017

LIPESTROL G-810

INCI NAME: Caprylic/Capric Triglyceride
CAS number: 73398-61-5

SPECIFICATIONS
UM Limits Methods
Appearance at 25°C Clear liquid MA0OI
Colour Apha range 100 max. MA188
1 Acid value mg KOH/g 0,20 max. MA040
Saponification value mg KOH/g 310 - 360 MAOD42
Refractive index (25°C) 1.4400 - 1.4520 MA039
Specific gravity (25°C) g/ml 0,930 - 0,960 MA149
Hydroxyl value mg KOH/g 10,00 max. MAD43
Iodine number g 1/100g 1,00 max. MA044
Water (K.F.) % 0,10 max. MAOD13
Peroxides number mg O/Kg 1,00 max. MA046
Unsaponifiable content % 0,50 max. MAZ234
Viscosity (25°C) cPs 25-33 MAD22

Le informazioni e | suggerimenti per |'uso contenuti in gquesto bollettino corrispondono al meghio delle nostre
conoscenze, Non accettiamo comunque nessuna responsabilitd in relazione ai risultati ottenibili, in seguito alle
Informazionl e al suggerimenti predetti, per I''mplego del nostri prodotts, soll © In combinazione con altri, L'utilzzatore
ha il compite @i condurre prove preliminari per confermare la rispondenza dei prodotti stessi alle proprie esigenze,
assumendosi s piens responsabilitd del loro impiego. Nessuna responsabilith & altresi da nol accettata per eventuali
infrangimenti brevettuali dovuti all'impiego dei nostri prodotti.

The information and recommendations in this technical data sheet are accurate to the best of cur knowledge.
However we accept no responsibility for results obtained, by the applicstion of the infarmation and recommendations
contained herein for the use of our products, alone or in combination with other products, Users should make
preliminary tests to determine the applicabllity of such Iinformation and the suitability of owr products to their own
particular requirements, assuming all responsibility and lability for the use of our products, alone or in combination
with other products. We also accept no responsibility for the infringement of any patent arising out the use of our
products.

Uffici - Office Unita Produttiva « Production Unit

Via delta Mosa, 6 Vigevano, 63/ EIGVER.COM

1-20017 ( ~ 1taly 28 Martino di Trecate (Nowv
Te! +39
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LIPESTROL G-810
SPECIFICATIONS
UM Limits Methods

Content GCs % 0-2 MA205

Cs % 50 - 80

Cio % 20 - 50

Cys % 0-3

Cia % 0-1

2 APPLICATIONS

LIPESTROL G-810 is a triglyceride obtained by esterification of glycerin with caprylic
and capric acids. LIPESTROL G-810 is used in Personal Care market as a low viscous
oil. It has a high degree of oxidation and ageing stability and excellent softening and
penetrating properties.

STORAGE

If stored at a temperature between 5° and 35°C, the product is stable for 36 months.

Le informazioni e | suggerimenti per |'uso contenuti in gquesto bollettino corrispondono al meghio delle nostre
conoscenze, Non accettiamo comunque nessuna responsabilitd in relazione ai risultati ottenibili, in seguito alle
Informazionl e al suggerimenti predetti, per I''mplego del nostri prodotts, soll © In combinazione con altri, L'utilzzatore
ha il compite @i condurre prove preliminari per confermare la rispondenza dei prodotti stessi alle proprie esigenze,
assumendosi s piens responsabilitd del loro impiego. Nessuna responsabilith & altresi da nol accettata per eventuali
infrangimenti brevettuali dovuti all'impiego dei nostri prodotti.

The information and recommendations in this technical data sheet are accurate to the best of cur knowledge.
However we accept no responsibility for results obtained, by the applicstion of the infarmation and recommendations
contained herein for the use of our products, alone or in combination with other products, Users should make
preliminary tests to determine the applicabllity of such Iinformation and the suitability of owr products to their own
particular requirements, assuming all responsibility and lability for the use of our products, alone or in combination
with other products. We also accept no responsibility for the infringement of any patent arising out the use of our
products.

Uffici - Office Unita Produttiva « Production Unit

Via della Mpsa, b Via Vigevano, 63/8 EIGVER.COM
1-200 A1) - Italy A0 artino di Trecate (Novara)

Te! +39

Fax 439 02 935
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INCI: Bis-Diglyceryl Polyacyladipate-2
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THE VEGAN, ALL-PURPOSE FILM-PROTECTOR

I'he water-resistant/water-binding vegan film former for safe formulas
offering caring smooth sensoriality, and providing barrier protecting elfect

101 Oleo GmbH

(0] 74

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



SOFTISAN® 649 TECHNICAL DATA SHEET

DESCRIPTION

SOFTISAN® 649 is a vegan, pure multifunctional ester in pasty form, offered only in RSPO MB
certified quality and produced exclusively in Germany.

Due to its pasty consistency SOFTISAN® 649 is able to adjust the viscosity and spreading
properties of an oil phase. It underlines the caring properties of your emulsion by enhancing the
skin softness and providing a caring smooth skin feel that supports your signature touch.
SOFTISAN® 649 has a unique relationship with water. Its complex and unique chemical 3D-
structure traps water inside. This makes it both water-resistant and water binding (up to 200%),
resulting in a strong and highly substantive protecting film that can reduce skin water loss (TEWL).
This all-purpose ingredient is used for high performance products like moisturizing & skin barrier
protecting formulas, long-lasting color care, effective hair care or water-resistant sun or baby care.

SOFTISAN® 649 is based on 85% renewable sources and has a natural onigin index (NOI) of 0.85
according 10 1ISO 16128. Proven skin compatibility, Its vegan nature, biodegradability and safe
toxicological profile round off the great assets of this chemically inert product,

It is a partial ester of natural diglycerin with medium chain fatty acids, isostearic acid, stearic acid,
12-hydroxystearic acud and adipic acid. SOFTISAN® 649 is a slight yellowish viscous paste with
characteristic odor and neutral, non-rancid taste, It s stable against air oxidation and does not
change its appearance during storage. It is free from any additives, pesticides or impurities,

APPLICATION

SOFTISAN® 649 is the perfect fit for all formulas and is especially suitable for baby care, sun care
and color cosmetics. The neutral taste combined with glossiness and film-forming properties make
SOFTISAN® 649 a staple product for lip care and color cogsmetics.

® Skin Care ® Body Care ® Sun Care ® Color Cosmetics
Baby Care ® Hair Care O Bath Care O Waet Wipes
@ Selt-Tanning & Beard Care 0O Deodorants & Intimate Hygiene

SOFTISAN* 649 is miscible with all fats, oils and paraffin,

FORMULATION HINTS

« Recommended dosage of SOFTISAN® 649: 0.5 - 30%
o Skin care: 1 - 5% for amooth, moisturized skin and decreased TEWL readings
Hair care: 2 - 4%, clear formulas possible
Sun care: 2 - 5% for enhanced water resistance, clear formulas possible
« Can also be used as 1:1 vegan replacement of lanolin
« Applicable for hot and cold processes
o Melting up to B0°C (bulk container] does not change the performance
« Add SOFTISAN® 649 to the oil phase or to the surfactant phase in rinse-off formulas
« Recommended pH level: pH 4.0 - 7.0
« No anti-oxidant needed
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SOFTISAN® 649

FORMULATION GUIDE

SOFT & SILKY W/O CREAM #740

Who says that W/O creams are always oily and take ages to get absorbed?

This sitky W/O cream protects the skin from moisture loss during cold winter times for a

TECHNICAL DATA SHEET

strengthened skin barrier. Unlike other W/O emulsions, it also has a pleasant soft and silky touch

without being olly.

SOFTISAN® 649 moisturized and contributes to the skin barrier effect by lowering the TEWL and
provides, in combination with MIGLYOL® T-C7 and SOFTISAN® 378 a caring smooth sensoriality.

Trade Name INCI %
PHASE A IMWITOR" 600 Polyglyceryl-3 Polyricinoleate 45
MIGLYOL" T-C7 Triheptanoin 5.0
WITARIX® MCT 60/40 Caprylic/Capric Triglyceride 8.0
SOFTISAN" 378 Caprylic/Capric/Myristic/Stearic 3.0
Triglyceride
Argan QIl Argania Spinosa Kernel Oil 25
Baobab Oil Adansonia Digitata Seed Oil 2.6
Sweet Almond Oil Prunus Amygdalus Dulcis Oil 50
Beeswax Cera Alba 20
Tocopherol Tocopherol 0.5
SOFTISAN" 649 Bis-Diglyceryl Polyacyladipate-2 20
PHASE B Water demin. Agua 63.3
SOFTISAN" GC8 Glyceryl Caprylate 0.4
Zinc Sulfate Heptahydrate  Zinc Sulfate 1.2
PREPARATION: SUPPLIERS:
1. Heat (60°C) and stir SOFTISAN® 101 Oleo GmbH: IMWITOR®, MIGLYOL",
378 prior use. SOFTISAN®, WITARIX*
2. Heat phase A and B to 75°C.
3. Add phase B 10 phase A in small
amounts while homogenize at
low/medium speed.
4. Cool phase A/B with stirring to
approx. 25°C.
AP
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SOFTISAN® 649 TECHNICAL DATA SHEET

MARBLE KISS LIPSTICK #7844

This masterpiece is more than its glossy and marbled surface, Marble Kiss combines red color with
white creamy color for an arty lock with additional benefits. Thanks to long-lasting & moisture loss
reducing (SOFTISAN® 649) and shine ([SOFTISAN® PG2 C10) agents, the red reveals a radiant
color that lingers on the lips, The white creamy phase combines unlimited hydration (SOFTISAN®
conditionHAIR) with repairing oils (WITARIX® MCT C8 and MIGLYOL® OE). Each application on
the lips is unique, as is the hydration and care mix, and the fusion of the two colors into one
showcases the unique personality of the wearer,

Trade Name INCI % %
PHASE A WITARIX* MCT C8 Tricaprylin 270 236
MIGLYOL" OE Oleyl Erucate 125 165
Castor Oil Ricinus Communis Seed Oil 25.1 295
SOFTISAN® PCA Glyceryl Oleate 5.0 -
conditionHAIR
SOFTIGEN"® 701 ECO Glyceryl Ricinoleate (and) 20 -
Tocopherol
SOFTISAN* PG2C10 Polyglyceryl-2 Caprate - 2.0
6642 Carnauba Wax Copernicia Ceritera Cera 8.0 75
2039 L Candelilla Wax Euphorbia Cerifera Cera 8.0 8.0
Tocopherol Tocopherol 1.0 0.5
Ecoperse White W 47051 C1 77891 (and) Octyldodecy| Oleate 8.0 .
SOFTISAN" 649 Bis-Diglyceryl Polyacyladipate-2 - 2.0
SWD 4512 D&C Red 6 Ba Synthetic Wax (and) Cl 15850 - 100
Lake
SOFTISAN* 378 Caprylic/Capric/Myristic/Stearic 3.0 -
Triglyceride
PHASE B Raspberry Lips 6800026 Parfum (EU)/ Fragrance (US) 0.4 0.4
PREPARATION: SUPPLIERS:
1. Heat (60°C) and stir SOFTISAN® 101 Oleo GmbH: MIGLYOL", SOFTIGEN",
378 prior use, SOFTISAN®, WITARIX*
2, Mix all components of Caring KahlWax: Carnauba Wax, Candelilla Wax
Cream Stick (white) phase A and Sandream Impact: Ecoperse
Color Stick {red) phase A and heat SunChemical: D&C Red
to 75-80°C. Beil: Parfum

3. Add parfum to both lipstick masses.

4. Pour both lipstick masses into the
mold at the same time to create the
marble swirl. Make sure that about
the same amount runs out.

5. Letallow to cool down (30 min @
refrigerator), then remove the sticks
from the molds.
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SOFTISAN® 649 TECHNICAL DATA SHEET

HANDLING AND SHELF LIFE

The shelf life for SOFTISAN® 649 s at least twenty-four months if the product is stored below 25°C
in a dry place In original, tightly closed containers, protected from light and maoisture,

PACKAGING UNITS

Hobbock with 25 kg, 600 kg on CP3 pallet
Drum with 180 kg, 720 kg on CP3 pallet

101 Oleo GmbH

Hamburg, Garmany | +
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Vance Bioenergy Sdn. Bhd.
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MATERIAL SAFETY DATA SHEET R—

REFINED GLYCERINE

l1. Product and Company Identification

Product Name Refined Glycerine
Commercial Description Refined Glycerine 99.5% Min
Refined Glycerine 99.7% Min
Material / Origin Crude Glycerine
Manufacturer Name Vance Bioenergy Sdn. Bhd.
Address PLO 668 / 669 Jalan Keluli 5

Kawasan Perindustrian Pasir Gudang
81700 Pasir Gudang
Johor Darul Takzim

MALAYSIA
Telephone Number +607 254 3668
Facsimile Number +607 254 3778
Emergency Mobile Number +6012 712 7356

h. Composition / Information on Ingredients

Chemical Name 1,2.3 - propanetriol
Glycerol
C3Hs0s

CAS No. 56-81-5

EC-No. 2002895

EC Symbols Not Applicable

EC R-phrases None

b. Hazards Identification

European Hazard classification This product is net classified as dangerous according to
Directive 67/548/EEC

Potential Health Effect Eye - Concentrated solutions may cause mild transient
irritation

Skin — Unlikely to be iritant. Heated product may cause
thermal burns if contacted

Inhalation —~ Not applicable at ambient temperature. Glycerine
mist may be irritative 1o respiratory tract

Ingestion — Unlikely 1o be harmful unless excessive amount

9tc

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



Physical / Chemical Hazards

Environmental Hazards

Contact of glycerine with strong oxidizing agent such as Nitric
Acid or other strong acxds, Chromium Trioxide, Potassium
Chlorate or Polassium Permanganate may cause an explosion

Product is biodegradable

lﬂ. First-Aid Measures

General
Inhalation
Skin Contact
Eye Contact

Ingestion

In all cases of doubt, or when symptoms persist, seek madical
attention

Use self-contained breathing equipment if In confined place.
Remove to fresh air. If suffocation is serious, take o a doctor

Use gloves. Remove contaminated clothing. Wash skin
thoroughly with plenty of water. Take to a doctor if necessary

Wash out with plenty of water. Get medical attention i any
sansations persist

Remove material from mouth, Drink plenty of water. No typical
symptoms and effects known. However, if large amount
swallowed or symptoms develop, get medical attention

F. Fire Fighting Measures

Flash Point (Method Used)
Auto-ignition temperature

LEL

UEL

Extinguishing Media

Special Fire Fighting Procedure
Special Fire Fighting Equipment

Other Fire Fighting Consideration

Hazardous decomposition/
combustion products

198.9°C (PMCC)

Approx 400°C

N.A.

N.A.

Use water spray. alcohol resistant foam, CO; or dry chemical
Use water spray to cool drums exposed to fire

Firefighters should use seff-contained breathing apparatus
and full protective clothing

Contact of glycerine with strong oxidizing agent such as Nitric
Acid or other strong acids, Chromium Trioxide, Potassium
Chlorate, or Potassium Permanganate may cause explosion

Al elevated temperatures there s a risk of exothermic
polymerization (>200°C). At temperature >280°C, acrolein
may be formed

b. Accidental Release Measures

Personal Precautions

Environmental Precautions

Procedure for Spill / Leak Clean-up

The usual precautions for handling chemicals should be
observed

Minimize contamination of drains, surface and ground waters

Transter product to suitably labeled containers for disposal at
an approved site. Residues and small spillages may be
washed away with water and detergent

LEC
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[7. Handling and Storage

Handling No special precautions required, but avoid eye and skin
contact as part of normal industrial hygiene. Prevent formation
of mist. Eye and skin contact should be avoided if handling at
elevated temperatures

Storage Store in clean tight containers to prevent moisture pick up from
air. Can be stored In clean aluminum, stainless steel,
fiberglass or suitable resin-lined steel vessels. In bulk, store at
ambient temperature. For pumping, heat up 1o not more than
45°C

Other Recommendations Avoid contact with strong oxidizing agent such as Nitric Acid or
other strong acids, Chromium Trioxide, Potassium Chlorate or
Potassium Permanganate

h Exposure Control / Personal Protection |

General Precaution Good industnal hygiene should be followed. Avoid breathing
mist

Exposure Limit Values - glycerine Refer to respective countries’ established imits (i any)

Engineering Controls Ventilation:
Local exhaust — preferred
Mechanical (general) - acceptable
Provide ventilation to meet exposure limits

Personal Protective Equipment Eye — Not required, although eye protection is recommended
as part of good industrial hygiene
Skin - Protective gloves : None required with normal use
Inhalation - An appropriate NIOSHMSHA approved
respirator should be used 1 a mist or vapor is generated. A
NIOSH/MSHA approved seli-contained breathing apparatus or
air-supphed respirator is recommended if the concentration
axceeds the capacity of cartridge respirator. WARNING: Air
purifying respirator does not protect workers In oxygen-
deficient atmospheres

. Physical and Chemical Properties

Boiling Point @ 760 mmHg (101.3 kPa) 290°C

Specific Gravity (H,0 = 1) Approx. 1.26

Vapor Pressure 0.0025 mmHg @ 50°C

Vapor Density, Air =1 Not Available

Appearance and Odor Water white clear liguid and odorless

Volatiles, % by Volume Not volatile

Solubility in H;0 Soluble

pH Neutral

Flash Point , method 198.9°C (PMCC)

Melting Point Approx. 18°C (solidifies at a much lower temperature)
Viscosity 1410mPa.s at 20°C

8tc
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Auto ignition temperature
Flammabllity (solid, gas)
Explosive properties
Oxidizing properties

Approx 400°C

Not Determined
Naot to be expected
Not to be expected

[10. Stability and Reactivity

Stability

Stable under normal operatonal procedures

Conditions to avoid

Dangerous Decomposition Products

Decomposition Advices

Reactivity
Material to avoid

Temp >200°C (Polymerization, Decompose)
Keep away from sources of ignition and naked flames

Acrolein (>280°C)
No decomposition if used according to specification

Contact of glycerine with strong oxidizing agent such as Nitric
Acid or other strong acids, Chromium Trioxide, Potassium
Chlorate. or Potassium Permanganate may cause explosion

Hazardous polymerization Will not accur
[11. Toxicological Information
Acute Toxicity
Oral LDy, >2000 ma'kg (rat)
Irritation
Skin Mildly irritating
Eye Mildly irntating
Chronic Toxicit No additional adverse health effects noted

I12. Ecological Information

Ecotoxicity
- Fish

- Algae

- Bacteria

Mobility

Persistence and degradability
Bioavailability

96h-LCsy: >5000 ma/l
48h-ECy: > 2900 ma/l
72h-1Cs: > 10,000 mg/

Low potential for sorption to soil. Glycerine will partition
primarily 1o water.

Readily biodegradabie (OECD 301)

Low bioaccumulation potential and is not expected to
bicaccumulate

6EC
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[13. Disposal Considerations

Disposal is to be performed in compliance with all federal, state/provincial and local reguiations. Do
nol dispose of via sinks. drains or into immediate environment

[14. Transportation Requirements ]

U.S DOT Not regulated for transport
Not a hazardous material according to RID/ADR, IMDG, ICAQ-TIIATA-DGR

[15. Regulatory Information

Country(s)or | Inventory Name On Inventory

|_region ‘ (yes/no)*
Australia | Australian Inventory of Chemical Substances (AICS) Yes
Canada | Domestic Substances List (DSL) Yas

| China | Inventary of Existing Chemical Substances in China (IECSC) | Yes_
Europe | European Inventory of Existing Commercial Chemical Yes

! Substances (EINECS)
Europe | European List of Notified Chemical Substances (ELINCS) No

| Japan | Inventory of Existing and New Chemical Substances (ENCS) | Yes
Korea | Existing Chemicals List (ECL) Yes

| New Zealand | New Zealand Inventory Yes
Philippines ‘ Phr(l;%péne Inventory of Chemicals and Chemical Substances | Yes

(PICCS)

United States & 1 Toxic Substances Control Act (TSCA) Inventory Yes

| Puerto Rico i |
Switzerland | Switzerland FOPH No

Note: A “Yes” indicates that all components of the product comply with the inventory requirements
administered by the governing country(s).

WGK water endangering class 1, low hazard to water

EU Classification This product is not classified as dangerous according to
Directive 67/548/EEC.
This product is not classified as dangerous according to

U Ragustions CERCLA Hazardous Substances (40 CFR 302.4), SARA
Section 302 and 311,

0) 44
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[16. Other Information

This MSDS only concerns the above mentioned product and does not need to be valid if used with other
products or in any process. This MSDS s intended to provide a brief summary of our knowledge and
guidance regarding the use of this product. The information contained here is offered in good faith but
without warranty, and has been compiled from sources considered by Vance Bioenergy 1o be
dependable and is accurate to the best of the Company's knowledge. It remains the users own
responsibility to make sure the information is appropriate and complete for his special use of this
product. Vance Bioenergy assumes no responsibility for injury to the recipient or third persons or for any
damage 1o any property resulting from misuse of this product.

Any Other Information None

Date of printing 19082013

Revision 6

Composed By Khairul@Khairil Anuar Bin Abdu/ Samad
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REFINED GLYCERINE 99.7% MIN

Allergens

The crude glycerine feedstocks used in the production of REFINED GLYCERINE 99.7%
MIN. are derived from various oleochemical processes involving vegetable oils. These
vegelable oils may themselves be of allergenic concern, In the glycerine refining process,
the glycerine feedstock is subjected to high temperature distillation processes to produce
the high purity refined glycerine. REFINED GLYCERINE 99.7% MIN. is highly processed,
distillied and purified. Any protein residue in the glycerine feedstock is removed by this
processing, thus removing the allergens.

We certity that none of the following potential allergens are present in REFINED

GLYCERINE 99.7% MIN. :
« Gluten/wheat
« Corn
« Dairy
» Egg
« Fish/shelifish
*» Yeast
« Starch
« Nuts (any including peanut)
* Rice
* Sugar
« Soy
*» Sesame
« Sulphite
* Tarazine
* Coconut
« MSG

« Hydrolysed Plant Protein

IMPORTANT NOTE: All the information in this document is offered in good faith and applies strictly only to the
products purchased directly from Vance Bicenergy andlor factory packed containers beanng their orignal
seals. While it is believed 1o be accurate and reliable, it is given without guarantee or warranty of any kind
expressed or implied. Purchaser assumes all sk in acting on this Information provided by Vance Bioenergy.
As Purchaser requirements may vary, each Purchaser should perform his’er own tests, experiments, and
investigations as necessary In the use of Vance Bioenergy's products and for the purposes of determining
complance with relevant laws and regulations

RG - Allergens Revision 2 - September 2013 Page10l1
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Vance Bioenergy Sdn. Bhd.
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B1700 Pasir Gudang

Johor Dand Takzim

MALAYSIA

1ol +807 254 3655
fax +607 254 3778
eman salesdivancoticanorngy.com

W ANEREAG RNy COm
Refined Glycerine 99.7% USP Grade
Parameters Test Method Specification Typical Result
Glycerin, % USP 36 99.0 - 101.0 99.89
Assay (C.H,0;, cakulated on the
anhydrous basis)
Water Content, % w/w USP 36 5.0 max 0.1
Specific Gravity @ 25°C USP 36 1,249 min 1.2617
Color USP 36 Passed Passed
Residue on Ignition, % USP 36 0.01 max <0.01
Chiorides, ppm USP 36 10 max <10
Sulphates, ppm USP 36 20 max <20
Heavy Metals (as Pb), ppm USP 36 5 max <01
Limit of Chlonnated Compounds, ppm USP 36 30 max <30
FA & E as ml of 0.5 NaOH max USP 36 1 max 0.5 mi of 0.5N NaOH
was consumed
Identification =
- A(R) e Passed Passed
B (Limit of Diethylene Glycol &
Ethylene Glycol)
- Diethylene Glycol, % 0.1 max <0.025
- Ethylene Glycol, % 0.1 max <0.025
C (RT of Glycerine's peak) Meet test requirement | Meet test requirement
Related Compounds USP 36
- Indivdual impurities (Excluding any 0.1 max All the individual
solvent peak & diethylene glycol), % impurities are <0.1
Total Impurities, % 1.0 max <1.0
Glycerol, % APAG-GL-008 99.7 % min 99.89
Color, APHA AOCS Ea9-65:1997 | 10 max 5
Arsenic, ppm USP 32 <231> 1.5 max <0.1

IMPORTANT NOTE: This information is offered in good faith. While it is believed to be accurate and rellable, it is
given without guarantee or warranty of any kind expressed or impbed, User assumes afl risk in acting on this
information provided by Vance Bioenergy.
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N\KOSHER CERTIFICATE O
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CERTIFICATION December 10, 2013
Rabbs Don Youl Levy Vance Bicenergy Sdn Bhd
Fadvaeh Acrnwsratorn PLO 663, Jalan Keluli 5,

Kawasan Porndusinan Pasir Gudang
Pasr Gudang, Johor 81700, MALAYSIA
Ted: 011 607 254 J663 Fax. 011 607 254 3778

The following products sold by Vance Bioenergy Sdn Bhd are certified Kosher with the isted restrictions.

Name KD Status Restriction Size
Refined Glycarine 95 5% or 99.7% Min Usp Grade TOV-PVRX  Pareve [ SYMBOL

This certificate is VALID UNTIL December 31, 2004

Verify authenticity by entering K-ID at 7 s /7 / 3 et (@1

www.digitatkosher.com ' LK

. DilivALKGNHEN. COW

RABBI DON YOEL LEVY, Kashruth Administrutor

\z\\ /
— 391 Ty Avenue, Hrookhn, New York 15213 0S5 A » Tl 718 756-7500 Fax; T1A-756-75003 « E-Mall; i foaivc ey

Pogmrty of O Kb Corthmmns | sl Diinde sriombog s iwems 0 wan b irghren
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REFINED GLYCERINE 99.7% MIN

Animal Testing

This is to certify that REFINED GLYCERINE 99.7% MIN. manufactured by Vance
Bioenergy Sdn. Bhd. does not undergo any animal testing.

IMPORTANT NOTE: All the information in this document s offeraed in good faith and applies strictly onfy to the
products purchased directly from Vance Bioenergy and'or factory packed containers bearing their original
seals. While it is believed 1o be accurate and reliable, it is given without guarantee or warranty of any kind
expressed or implied. Purchaser assumes all nsk in acting on this infoemation provided by Vance Bioenergy
As Purchaser requirements may vary, each Purchaser should perform his'her own tests, experiments, and
Investigations as necessary in the use of Vance Bloenergy's products and for the purposes of determining
complance with relovant laws and reguiations,

RG - Animal Testing Revision 1- July 2013 Page 1 0f 1
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REFINED GLYCERINE 99.7% MIN

Palm-Based - Non GMO

According to the Malaysian Paim Oil Board ("MPOB"), the leading authority on Palm Oil in
Malaysia, Palm Oil is not genetically modified. Based on this statement by the MPOB (see
attached certificate from MPOB), and our best knowledge that there is no other information
that contradicts this statement, we provide the concomitant assurance that REFINED
GLYCERINE 99.7% MIN. derived from Palm Oil manufactured by Vance Biocenergy does
not contain any genetic moedification.

IMPCRTANT NOTE: All the information in this document is offered in good faith and applies strictly ondy to the
products purchased direclly from Vance Bioenergy andior lactory packed containers bearing their original
seals. While it is believed to be accurate and reliable, it is gven without guarantee or warranty of any kind
expressed or implied. Purchaser assumes all nsk in acting on this information provided by Vance Bloenergy
As Purchaser requirements may vary, each Purchaser should perform his‘her own tests, experiments, and
investigations as necessary in the use of Vance Bioenergy's products and for the purposes of determining
compliance with relevant laws and regutations,

RG - Palm-Based - Non GMO Revision 1, July 2013 Page 1 0of 2
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MALAYSIAN PALM OIL BOARD

To Whom It May Concern
&,
Re: Malaysian Palm and PaimKemel Ol

This is o certify that palm and palm kernel oils from Malaysia are
derived from il palm trees which are not genetically modified (GM)
by the techniques of modem biotechnology.

Malaysian Palm and Palm Kernel Oils are 100% GM-free

(DATUK DR. CHOO YUEN MAY)
Director Leneval MPOR

12 MARGH 213

RG - Palm-Based - Non GMO Revision 1, July 2013 Page 20f 2

Lv¢

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.




Vance Bioenergy Sdn. Bhd.
"‘ ' ) CoRag 70963 X
A fam PLO 665 ) PLO 669 Jalan Kelul §
¥4® s 0ensRGY sl Kbt

Kawasan Perncustrian Pasr Gudang
B1700 Pasir Gudang
Johor Darul Takaim

MALAYSIA
i +807 254 5668
fax «E07 264 3778

WNR VIO DICONaNg . oo

REFINED GLYCERINE 99.7% MIN

Vegetable Derivation - BSE & TSE

This is to certify that REFINED GLYCERINE 99.7% MIN. manufactured by Vance
Bioenergy Sdn. Bhd. Is of vegetable source only. It does not contain, nor is it manufactured
using, any raw material of animal origin.

This product is manufactured in a closed process. Consequently, Vance Bioenergy Sdn.
Bhd. certifies that there are no Bovine Spongiform Encephalopathy (BSE) / Transmissible
Spongiform Encephalopathy (TSE) concerns with the use of REFINED GLYCERINE
99.7% MIN.

IMPORTANT NOTE: All the information in this document is offered in good faith and applies strictly onty to the
products purchased directly from Vance Bioenergy and/or factory packed containers bearing their onginal
saals. While it s believed to be accurate and reliable, it is given without guarantee or warranty of any kind
expressed or implled. Purchaser assumes all nsk In acting on this infermation provided by Vance Bioenergy.
As Purchaser requirements may vary, each Purchaser should perform hisher own tests, experiments, and
investigations as necessary in the use of Vance Bloenergy's products and for the purposes of determining
compéance with relevant laws and regulations.

RG - Vegetable Derivation- BSE & TSE Revision 1 - July 2013 Page Lof 1
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ISCA UK Ltd

Nine Mile Point Industrial Estate
Crosskeys, Newport, NP11 7HZ
Tel: +44 (0) 1495 200747

Fax: +44 (0) 1495 200757

Email; enquiries@iscauk.com
www.iscauk.com

INCI Declaration — Aevum Vita 500

We confirm that Aevum Vita 500 contains the following ingredients which are listed in the
Inventory of Cosmetic Ingredients:

INCI Name CAS Number Contains (by weight)
Polyacrylamide 9003-05-8 50-60%
C13-14 |soparaffin 246538-79-4 10-25%
Laureth-7 3055-97-8 10-30%

617¢
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ISCA UK Ltd

Nine Mile Point Industrial Estate
Crosskeys, Newport, NP11 7HZ
Tel: +44 (0) 1495 200747

Fax: +44 (0) 1495 200757

Email: enquiries@iscauk.com
www.iscauk.com

Vegan Statement — Aevum Vita 500

To Whom It May Concern:

This is to certify that Aevum Vita 500 (INCI name: Polyacrylamide / C13-14 isoparaffin /
Laureth-7) complies with the requirements for use in vegan products. No material of
animal origin is used in the manufacture and the product is manufactured in a facility that
is free from animal products and derivatives. Aevum Vita 500 is therefore suitable for use
in products intended for vegans.

£ /
- et
-+

AW { e~

Antony Hudson

Technical Director
ISCA UK Ltd

0S¢
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vv PERSONAL

@ ZSCHIMMER & SCHWARZ CARE

PROTELAN NMF

Oil / water emulsifier

Chemical composition

Blend of nonionic and anionic surfactants

INCI name: Glyceryl Stearate (and) Cetearyl Alcohol (and) Sodium
Lauroyl Glutamate (and) Sodium Stearoyl Lactylate

Appearance: white ivory to yellowish flakes

Typical data

Active ingredient: 98 %

Water content: 2%

pH value (1 %) 6.5

Acid value: 20

Melting point: 48-64°C

Application

PROTELAN NMF is an O/W self-emulsifying base made from vegetable raw materials

without ethoxylated compounds

PROTELAN NMF can be used in emulsions of high cosmetic elegance. It is able to provide

a very nice and silky skin feeling to any type of emulsion. By variation of the used concentration
both creams and loitons can be produced.

Furthermore an excellent moisturizing effect is provided.

Storage
Protect from heat and humidity.

Thi abave resuls have bean obtained from rals in our laberatory and plant. In the light
of changing condions they can serve onfy a8 a quide and are tharedore offérad without
obilgation Wa ask you %0 cbserva the possbie rights of third parties

Version 08/17/2020 Page 1/1

P Zschimmer & Schwarz Via Angelo Anotta, 11 39 U151 808 1

1aliana S p.A 13036 Tricerro (VC) 19T F «39 0140 801 007 sehir
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Product Specification active -

Specification Nr. 3 Active p Months Validity 2

sy HETBAGONR - specialities

PROTELAN NMF

Emission Date 300032020 Modified Date 31032020

INCI Name CAS nr. Einecs nr, Range
NOTES

GLYCERYL STEARATE B5251-77-0 286-490-9 45% - 75%
CETEARYL ALCOMOL 87762.27-0 267-008-6 0% - 50%
SCOIUM STEAROYL LACTYLATE 25383997 246-929.7 5% - 15%
SOOIUM LAUROYL GLUTAMATE 29923-31-7 249-958-3 5% - 10%
PARAMETER EXPECTED VALUE

METHOD

NOTES

Appearance at 20°C flakes

z5l-am-53

Calour white vory

2sl-am-53

Water contont % 00-50

zsi-am-05

Nitrogen % 015 mn

z8i-am-40

Acidity mg KOH/g 10,0-30,0

zsi-am-02

ledine number g 2/100 g 00-40

zsi-am-77

Malting paint °C 52 - 62

2si-am-62

LSCHINMER & SCHWARZ

ITALIANA Sp A

This document does not relieve our customers fo their obligation to inspect the goods upon
receipt and does not establish any wamranties to third parties to whom it might be passed on.
This also Isnt & validation for any specific use thal must be in any case always verified by
|customer. No information contained in this publication can be considered as a suggestion 10
iinlnnoe patents.,

\, . Dossier Manager Pag.
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CARBOPOL® ULTREZ 21 POLYMER

Lubrizol
=UDri0oN

PARKOTEKS KIMYA SAN VETIC LTD
SALIH TOZAN SOK

34394 ISTANBUL

TURQUIE

Subject: Material Safety Data Sheets
(18-2009)

Date: 09/07/2009

Dear Sirs and Madams,

Please find enclosed the MSDS's sent to you in accordance to the regulations of the sending country relative to
the products(s),

CARBOPOL® ULTREZ 21 POLYMER

This information is provided to you for the following reason:

The MSDS has been revised since the product was last ordered by your company.
Thanking you in advance for your cooperation, please accept our best regards,

LUBRIZOL EUROPE COODINATION
CENTER, BVBA

BRUSSELS COORDINATION CENTER
CHAUSSEE DE WAVRE, 1945
BRUSSELS, BELGIUM

+32(H2678 1911

+32(0) 26782003

0065 001028671

Log on to www.mylubrizol.com to get the most up to date MSDS. You can also view the MSDS Change Report
online that lists MSDS with changes in the last 30 days
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CARBOPOL® ULTREZ 21 POLYMER

LUb r iz O l CARBOPOL® U LTRI‘SI‘,“;’P'():[',:;:'{ﬁ
h

Prepared according to Annex 11 of EC Regulation 190772006,

[1 | Substance/Product 1dentification |

Product Trade Name CARBOPOL® ULTREZ 21 POLYMER

Company LUBRIZOL EUROPE COODINATION
CENTER, BVBA
BRUSSELS COORDINATION CENTER
CHAUSSEE DE WAVRE, 1945
BRUSSELS, BELGIUM
+3200) 267819 11

+32(0)26752003
E-mail contact EUSDS @ lubrizol com
CAS Number Not determined
Synonyms Acrylates/C10-30 Alkyl Acrylate Crosspolymer
Preparation/Revision Date 14 August 2009
Generic Chemical Name Modified acrylic polymer
Product Type Buse Carbopol-Personal Care

Emergency Phone Number FOR TRANSPORT EMERGENCY call CHEMTREC: (+1) 703-527-38K7 (outside the
11.S.), 1-800-424.9300 (in the L1.S.)

MSDS No. OSRS4616-1211T718-2091920-102103
l! ]Hazards Identification I
Symbolis)
Product Classification R36 - Irmitating to eyes
R52/53 — Harmful to aguatic organisms, may cause long-term adverse effects in the aquatic
environment.
IJ l('um[u»iliunllnﬁmnati(m on Ingredients I

Hazardous Ingredients

Comp Percentage (by wt,) Symbolis) Risk Phrase(s) EU Number
Alcohol ethoxylate From | 10 4.9 percent N X1 R38 R41 R51/S3 Polymer
Cyclobexane From 0.1 10 0.9 percent FNXi R11 R38 R5/S3 R6S R6T 203-806-2
[4 [ Fiest Aid Measures |
Ingestion Treat symptomatically. Get medical attentson.

Eyes Immediately flush eyes with plemy of one percent (1%) physiological saline solution for five
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CARBOPOL® ULTREZ 21 POLYMER

Skin

Inhalation

Additional Information

(5) minutes while holding eyelids open. If no saline is available, flush with plenty of clean
water for fifteen (15) minutes. See a physician, If eye iritation persists, get medical attention
Water (moisture) swells this product into & gelatinous film which may be difflicult to remove
from the eye using only water

Wash with soap and water. Get medical attention if imitation develops, Launder
contaminated clothing before reuse.

Remove exposed person 1o fresh air if adverse effects are observed. If breathing is labored,
administer oxygen If breathing has stopped, apply artificial respiration. If irritation persists
or if toxee symptoms are observed, get medical attenuon

Note to physician: Treat symptomatically.

s | Fire Fighting Measures |

Flash Point Not applicable.

Extinguishing Media CO2, dry chemical, foam, water spray, water fog. Carbon dioxide may be incffective on
larger fires due to a lack of cooling capacity which may result in reignition. Avoid hose
stream or any method which will create dust clouds.

Firefighting Procedures Weur full protective firegear including self-containing breathing apparatus operated in the

Unusual Fire & Explosion
Hazards

Min. Explosive
Concentration

Min. Ignition Energy
Volume Resistivity

positive pressure mode with full facepicce, coat. pants, gloves and boots.

Solid does not readily release flammable vapors, Material can form an explosive organic dust
air mixtre,

« Fire and Explosive Properties
115 g/m3 (0115 0z/ft3)

0.25 joules
4.58 x 10415 ohm-cm

This product has a high volume resistivity and a propensity to baild up static clectncity
which may be dischurged as a spark. A spark can be an ignition source for solvent vapor/air
mixtures, If you udd this product to u solvent, ensure appropriate safe handling practices such
as provision for inerting flammable vapors. As with all organic dusts, fine particles
suspended in air in criticul proportions and in the presence of an ignition source may ignite
andfor explode. Dust may be sensitive to ignmition by electrostatic discharge, electncal arcs,
spirks, welding torches, cigareties, open flame, or other sigmficant bear sources, As a
precaution, implement standard sifety measures for hiandling finely divided organic powders

|6

IAccidemal Release Measures I

Spill Procedures

Personal Protective Equipment must be worn, see Personal Protection Section for PPE
recommendations. Prevent entry into sewers and waterways, dispose of in accordance with
all federal, state and local environmental regulstion, Pick up free solid for recycle andfor
disposal, Avord rssing a dust. Wish spill area with detergent, Material is slippery when wet.

[7

IHnndling and Storage I

Pumping Temperature

Maximum Handling
Temperature

Handling Procedures

Not applicable.

Not determined.

Keep matenial wway from heat, sparks, prlot lights, static electricity and open flame, Avoid
creating dust, Maintain good howsekeeping practices, Do not discharge into drains or the
environment, dispose to an authorized waste collection point. Use appropriate containment (o
avoid environmental contamination. Avoid drinking, tasting, swallowing or ingesting this
product. Avosd breathing dust, fume, gas, mist, vapors o spray. Avord inhalation of dust,
aerosol, mist, speay, fume, or vapor, Use with appropriste wnd adequate ventilation. Ground
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S1oT4

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.




CARBOPOL® ULTREZ 21 POLYMER

and bond containers when transfermng material. Avoid prolonged skin contact

Maximum Storage Not determined,

Temperature

Storage Procedures Store in a cool, dry, well-ventilated aren. Keep container closed when not i use.

Loading Temperature Not determined

I 8 I Exposure Controls/Personal Protection I

Exposure Limits

EU
Comp CAS No. | Long Term (8 Hours T.\W.AL) Short Term (15 mins.)
Cyclobexune | 110-82.7 200 ppm N/E
UK
Not applicable.
Ireland
Comp CAS No. | Long Term (8 Hours T.\W.AL) Short Term (15 mins.)
Cyclobexane | 110-82.7 100 ppm 300 ppm
India
Not applicable.
Cyprus
Comp CAS No. | Long Term (8 Hours T.W.A.) Short Term (15 mins.)
Cyclobexane | 110-82.7 200 ppm N/E

(3) - Skin exposure

(p) - Propesed limit

(¢} - Ceiling exposure

(1) - Recommended exposure limit

(u) - Supplier recommended exposure fimit
(N/E) - None established

Other Exposure Limits The industry-recommendesd permissible exposure Himit for resprrable polyacry late dusts is
(.05 mg/m3

Engineering Controls 11 use generates a dust, local exhaust ventilation is recommended. Additional ventilstion or
exhaust may be required to mmntan air concentrateons below recommended exposure Hmils
Prevent inhalation by providing effective general and, when necessary, local exhaust
ventilation to draw dust away from workers. Avoid high concentrations of dust in air and
accumulation of dust on equipment

Hand Protection Use good industrial hygiene practices to avord skin contact. If contact with the material may
occur wear chemically protective gloves.

Eye Protection Sofety glasses or goggles.

Respiratory Protection Use respirator with a High Efficiency Particulate Awr (HEPA) filter if the recommended

exposure limit is exceeded Consult with an industrial hygienist to determine the appropriate
respiratory profection for your specific use of this material, A respiratory protection program
compliant with all applicable regulations must be followed whenever workplace conditions
require the use of a respiriator,

Clothing Recommendation  Long sleeve shurt 1s recommended

B [ Physical and Chemical Properties |
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CARBOPOL® ULTREZ 21 POLYMER

Flash Point Not applicable.

Upper Flammable Limit Not determined

Lower Flammable Limit Not determined
Autoignition Point - 820°C, - 968 °F
Explosion Data Dust can form explosive mixtures in the air
Vapour Pressure Not determined

pH 25-35at 1% in water
Specific Gravity 14120 °C)

Bulk Density <0.24 Kg/L, < 2 Lb/gal
Water Solubility Material will swell in water
Percent Sofid Not determined

Percent Volatile Not determined

Volatile Organic Compound < 00.6%

Vapour Density Not determined
Evaporation Rate Not determined,

Odour Mild acrylic

Appearance White powder.

Viscosity Not determined

Odour Threshold Not determined,

Boiling Point Not determined,

Pour Point Temperature Not determined
Melting / Freezing Point Not determined

The above data are typical valuex and do not constitute a specification,

[10 | Stability and Reactivity |

Stability Masenal s normally stable at moderately elevated temperatures and pressures.

Decompaosition Temperature Not determined,

Incompatibility Heat may be generated if polymer comes in contact with strong basic materials like
ammonia, sociom hydroxide or strong basic amines.

Polymerization Will not occur

Thermal Decomposition Smoke, carbon monoxide, carbon dioxide, nidehydes and other products of incomplete
combustion

[11 | Toxicological Information |

- ACUTE EXPOSURE --

Eye Irritation Moderate 1o strong eve irmitant, Based on data from components or similar materuls,
Particulutes may cause mechanical irmitation. Solid particles (powder or dust) on the eye may
cause pain and irntation

Skin Irritation Not expected 1o be a primary skin iritant, Based on data from components or similur
miterals. Prolonged or repeated comtact may couse dermatitis, Contact dermilitis may occur
m sensitive individuals under extreme and unusual conditions of prolonged and repeated
contact, such as high exposure accompanied by elevated temperature and occlusion by
clothing. This effect may be the result of the proctuct’s hygroscopic properties, abrasion, or
pH.

Respiratory Irritation May cause nose, throat. and lung irmtation. Based on data from components or stmilar
materials. Exposure to a dust may be imtating. Breathing of dust may cause coughing,
mucous pricduction, und shortness of breath
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CARBOPOL® ULTREZ 21 POLYMER

Dermal Toxicity
Inbalation Toxicity

Oral Toxicity

Dermal Sensitization

Inhalation Sensitization

Chronic Toxicity

The LD50 in rabbits is > 2000 me/Kg. Based on data from components or similar materials.
Avoid inhalation of dust. Animal studies indicate the inhalation of respirable polyacrylate
dust may canse inflammatory changes in the lung

The LDS0 0 raes is > 2000 mg/Kg. Based on daty from components or simlar materials,
Swallowing matenal may cause irmtation of the gastrointestinal lining, nuusea, vomiting,
diarrbea, and abdominal pain.

Not expected to cause skin sensitization. Based on dats from components or similar
materials.

No data available to indicate product or components may be respiratory sensitizers

-~ CHRONIC EXPOSURE --
A two-year inhalation study in rats exposed to a respirable, water-absorbent sodium
polyacrylate dust resulted in lung eftects such as inflammation, hyperplasia, and tumors
There were no observed adverse effects at exposures of 0.05 mg/m3. In addation, long-term
medical monitoning of potentially exposed workers has not revealed lung effects such as
those observed in the rat, However, the inhalation of respirable dusts should be avoided by
implementing respiratory protection measures and observing the recommended permissible
exposure limit of 1,05 mg/m3,

Carcinogenicity Not listed as i carcinogen or suspect carcinogen by NTP, JARC or OSHA,

Mutagenicity No data available to indicate product or any components peesent at greater than 0.1% are
MULAZCHIC OF ZEnolOXK.

Reproductive Toxicity No data available 10 indicate either product or componenits present at greater than 0.1% that
may cause reproductive toxicity

Teratogenicity No data avulable to indicate product or any componenis contained at greater than 0.14% may
cause birth defects.

Other Pre-existing skin conditions may be aggravated by prolonged or repeated exposure, Persons
with sensitive mirways (e, asthmatics) may react to vapors. This matenial readily absorbs
moisture and may become thick and gelistinous upon contact with mucous membranes of the
eye, or upon inhalation into the nasal passages

|12 | Ecological Information |

Freshwater Fish Toxicity

Freshwater Invertebrates
Toxicity

Algae Toxicity
Saltwater Fish Toxicity
Saltwater Invertebrates
Toxicity

Bacteria Toxicity
Miscellancous Toxicity

Biodegradation

Bloaccumulation

Soll Mobility
WGK

= ENVIRONMENTAL TOXICITY -
The acute LCSO 15 10 - 100 mg/L. based on component data.

The acute EC5is 10 - 100 mg/L based on component duta

Not determined,
Not determined,

Not determimed

Not determined.
Not determined

= ENVIRONMENTAL FATE -«
At least 25% of the components in this product show limited biodegradation based on OECD
301 -type test data. At least 25% of the components in this product show limited
biodegradation based on OECD 302-type test data
Less than 1.0% of the components potentially bioconcentrate, based on measured
octanol/water partition coefficients.
Not determined,
WGK = 1 according to the Wuter Hazardous Directive, VwVwS, dated May 17, 1999.
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CARBOPOL® ULTREZ 21 POLYMER

|13 | Disposat Considerations |

Waste Disposal This material, if discarded, should be considered 1 European hazardous waste in accordance
with European Law. H4, HI4

[N ]Trunﬁporl Information ]
ICAO/IATA I Not regulated
IMDG Not regulated
IMDG EMS Fire Not applicable.
IMDG EMS Spill Not applicable.
IMDG MFAG Not applicable.
MARPOL Annex 11 Not determined,
USCG Compatibility Not determined
ADR/RID Not regulated
ADR/RID Hazard ID No.  Not applicable.
South Africa Not regulated

Review classification requirements before shipping materials at elevated temperatures,

I 15 lRegulalor_\' Information l
Symbolis)
Indication of Danger Irrvtant
Precantionary Labels R36 - Irnitating 1o eyes
R52/53 — Harmful to aguatie organisms, may cause long-term adverse effects in the aquatic
enviroament.
526 - In case of contact with eyes. rinse immediately with plenty of water and seek medscal
advice.

§33 -- Tuke precautionary measures against stutic discharges
539 — Wear eye/face protection
561 — Avoid release to the environment. Refer to special instructions/Safety duta sheets.

Other Label Information None

«« Global Chemical Inventories -

USA All components of this matersal are on the US TSCA Inventory or are exempl,

EU All components are in compliance with the EC Seventh amendment Directive 92 (32/EEC.
Japan All components are in compliance with the Chemical Substances Control Law of Japan.
Australia All componeats are in compliance with chemical notification requirements in Australia,
New Zealand May require notification before sale under New Zealund regulations

Canada All components are in compliance with the Canadian Environmental Protection Act and are

present on the Domestic Substunces List,

Switzertund All components are in comphiance with the Environmentally Hazardous Substances
Ordinance in Swatzerland

Korea All components are m comphiance in Korea,
Philippines

All components are in comphance with the Philippimes Toxic Substances and Hazardous and
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CARBOPOL® ULTREZ 21 POLYMER

Nuclear Wastes Control Act of 1990 (R.A. 6969

China All components of this product are listed on the Inventory of Existing Chemical Substances
in China,

« Product Registrations -

;i::'l;:lrlleglslrulhm Not Registered
:::?::: Riglomation Not Registered
::::":frhn Registration Not Registered
g:l:sbtrmnmthn Not Registered

Swiss Registration Number  Not Registered
Italian Registration Number Not Regisiered

Korean Registration
Number

US. Dept of Agriculture This product has not been filed with the USDA 1o suppont H2 approvals.
NSF Nonfood Compounds

This product is registered in Korea with the Ministry of the Environment

This procuct has not been filed with the NSF to support H1 or H2 approvals

Registration
== Other / International --
FDA Approval Not applicable,
I 16 I( Mher Information l
HMIS Codes Health Fire Reactivity
2 | ()
Relevant R Phrases RIT — Highly flammable.
R36 - Irmitating to eyes
R38 — Imtating to skin
R41 - Risk of serions damage 1o eye.
RSVS3 — Very toxic to aquatic organisms, may cause long-term adverse effects in the
aquatic environment,
RS1/53 — Toxic 1 squalic organisms, may cause long-term adverse elfects in the aquatic
environment,
RS5Y/S53 - Harmiul 1o aguatic organisms, may cause long-term adverse effects in the aquatic
environment
R6S « Harmlul: may cause lung damage if swallowed
R6T - Vapors may cause drowsiness or dizziness,
Revision Indicators Section Changed
1 Cas registry numbers, 28 March 2000
| Product type. 3 December 2008
| Synonyms. 25 March 2000
3 EU hazardous ingredients, 31 March 2000
4 Oral first aid 29 March 2008
4 Skan first and 29 March 2009
8 Clothing recommendations 29 March 2000
8§ Other Exposure Limits 27 March 2(X9
8 Ventilation procedures, 29 March 2009

Page 8 of 9

09¢

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



CARBOPOL® ULTREZ 21 POLYMER

9 Odor threshold

3 December 2008

Y Percent volatile

3 December 2008

9 Viscosity

3 December 2008

11 Cacimogenicity

30 March 20049

11 Oral toxicity

19 May 2009

12 WGK

3 December 2008

13 Waste disposal

29 March 2008

16 HMIS codes

29 March 2009

As the conditions or methods of use are beyond our control, we do not assume any responsibility and expressly disclaim
any liability for any use of this product. Information contained herein is believed to be true and accurate but all
statements or suggestions are made without warranty, expressed or implied, regarding accuracy of the information, the
hazards connected with the use of the material or the results to be obtained from the use thereof. Compliance with all

applicable federal, state, and local regulations remains the responsibility of the user.
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Carbopol® Ultrez 21 Polymer

INCI name: Acrylates/C10-30 alkyl acrylate crosspolymer

Technical Data Sheet

Product Overview

Carbopol” Ultrez 21 Polymer is a hydrophobically
modified crosslinked polyacrylate polymer designed
to efficiently impart thickening. stabilizing, and
suspending properties to a variety of personal care
applications. The polymer incorporates patented
technology, which allows it to quickly and easily self-
wel — without any mixing required. (Please note that
typical mixing/agitation is needed to make a final
product).

Physical Properties

Physical properties of Carbopol® Ultrez 21 polymer
are listed in Table 1 and indicate typical values and
properties; they are not intended to be used as
product specifications.

Table 1

Carbopol® Ultrez 21 Polymer
Typical Properties

(not to be used as specification)
* Appearance white powder
o Odor mild acrylic odor
» Tota solids 100%
o pH {in water) 3
o 0.5% mucilage® 55,000 mPas
viscosaty al 20 rpm
o 0.5% despersion 3 minutes
wetting time
« 0.5% mudilage” clarity ~ 85

(% Transmission):

* A mouckege is defined as an Fctive polymar iINSpersiov
in waler naulzalized with 8 bess, preferatly NeOH, 1o
a specifad pH

Benefits

In addition to the benefits that all powdered
Carbopol® polymers provide, which include
thickening, yield value, shear thinning rheolog [¥
and favorable toxicology profile, Carbopo!
Ultrez 21 polymer offers the following benefits:

« Rapid wetting ..

Carbopol® Ultrez 21 polymer has self-wetting
properties similar to Carbopol” Ultrez 10
polymer. Dispersion of 0.5% Carbopol® Ultrez
21 polymer can self-wet within minutes without
any mixing,

« High thickening efficiency ..

Carbopol® Ultrez 21 polymer provides more
efficient thickening than other Carbopol®
polymers, such as Carbopol® 934, Carbopol®
940 and Carbopol® 980 polymers (see Figure
1). For lnstance. a reduction of about 15%
polymer recommended when using
Carbopol® Ultrez 21 polymer to achieve a
similar viscosity in most emulsion formulas.

Figure 1 - Mucilage Viscosity
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Lubruol Advanced Materials, Inc. / 9911 Brecksville Road, Cleveland, Ohio M141-3247 / TEL: 800.379.5389 or 216.447.5000

roran s ek 1o be used n Pasa t\cnamdenuml THE SELLER MAKES NO
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Iaormiory work with small-scale oquipment and dos M~Mvnbﬂnhc shail not bo Sabée kor and e 1o be considered as Tecommondation, nor
nol necessarty indcals end  procuct  pe ol rek ana Nabdty of any use of n-nmmmawumww
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Lol Adhemncod Materals. Inc. is 3 wholly oened sutsidiscy of The Luboool Corporston
* Tradeark awrwd by The Lubrizol Comaorbion
© Copryrighe 2007 ! Tha Lubrzol Corponation

For further information, please visit waw pecsonalcare noveon com
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« Improved electrolyte tolerance ...
Carbopol® Ultrez 21 polymer provides superior
electrolyte tolerance compared to most Carbopol®
polymers, resulting in improved clanty and higher
viscosity in electrolyte containing systems.

Figure 2 - Salt Tolerance
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* Excellent clarity ...

Carbopol” Ultrez 21 polymer provides excellent
clarity to applications such as hair gels and hand
sanitizers.

« Smooth aesthetic appearance ...

Carbopol” Ultrez 21 polymer provides a non-grainy
glossy appearance to gels and emulsions similar to
gels and emulsions made with Carbopol® 940 and
934 polymers.

+ Superior skin feel ...
Carbopol” Ultrez 21 polymer is less tacky than other
Carbopol® polymers.

+ Broad application use ...

Carbopol® Ultrez 21 polymer has the best overall
performance in a wide vanetz of applications when
compared with other Carbopol™ polymers.

Suggested Applications

Carbopol® Ultrez 21 polymer can be used in a wide
variety of applications, such as:

Hair Styling Gels

Hand and Body Lotions

Baby Lotions

Hand Sanitizers

Moisturizing Gels

Sunscreen Lotions

Bath Gels

Shampoos

Processing Guidelines

The development of the self-wetting technology has
greatly improved the dispersability of Carbopol®
polymers - especially in water. These polymers
behave differently in their dispersion as well as
hydration rates and need to be processed and
handied in a slightly different manner.

Page 2of 4

Using No Agitation (Self-Wetting) -
Preferred

This is the preferred method of dispersion and
will result in less entrapped air.

In most situations, Carbopol® Ultrez 21
polymer can simply be “sprinkled” onto the
surface of the water without any special
equipment or handling.

The powder will wet and drop below the
surface in minutes, When there is no visible
white powder on the waler surface, mixing can
begin.

Using Moderate to High Agitation

Dispersions can also be prepared by slowly
sifting the polymer into the vortex of a rapidly
stirred solution, although this technique may
entrap more air,

Techniques or devices which sprinkle the
powder as discrete particles are the most
effective. The ideal method should efficiently
sprinkle the polymer at a controlled rate as well
as break-up the soft agglomerates of dry
powder formed by static electricity or humid
conditions. This allows each particte to
completely wet out in the water vortex.

In general, high shear rates disperse the
polymer very rapidly. however, extremely high
shear mixers or homogenizers shouid be
carefully employed because they can break
down the polymer molecule - resulting in
permanent viscosily loss. Moderate agilation
equipment is the preferred choice.
Conventional impellers such as propeliers or
turbines are recommended.

Wetting Time, Dispersion Viscosity, and
Others

The total wetting time Is dependent upon the
amount of Carbopol® Ultrez 21 polymer added,
vessel geometry, and most importantly, water
temperature, When the Carbopol® Ultrez 21
polymer dispersion Is first neutralized, the
surface texture may have a grainy
“applesauce” appearance. Over the next 30-
60 minutes, the neutralized gel clusters
continue to relax and expand. Light mixing will
yield a smooth gel.

Some users choose to predisperse Carbopol®
Ultrez 21 polymer in water and then add this
dispersion to their formulation mix tank. Unlike
the traditional Carbopol® polymers, Carbopol™
Ultrez 21 polymer can be dispersed at
concentrations up to 6% and still remain
pumpable. See Figure 3.
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Figure 3 ~ Dispersion Viscosity
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Under high shear agitation, dispersions of Carbopol”
Ultrez 21 polymer can stabilize entrapped air.
Antifoam, at use levels of 0.02 - 0.05%, can be
added to the water prior to the Carbopol® Ultrez 21
polymer in order to minimize or eliminate foaming.

Figure 4 - Effect of Water Temperature on Wetting Time
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Water temperature can help speed the dispersion
and swelling process. With traditional carbomers,
warm water is avoided because of lumping problems
it incurs. With Carbopol® Ultrez 21 polymer,
however, any heating needed for formulation can
begin before or during the dispersion process. As
figure 4 shows, the wetting time of the polymer
decreases with warmer temperatures to about 55°C.
Once above this temperature, the effect is reversed
and lumping may result.

Formulating Guidelines

In most situations, Carbopol® Ultrez 21 polymer
should be added to the water at the start of the batch
cycle. This will allow it time to thoroughly wet out and
disperse. At this point, the pH will be about 3 with a
very low viscosity.

Neutralization
Upon neutralization, the Carbopol® Ultrez 21 polymer
instantly thickens as shown in Figure 5.

Page3of4

Figure 5 - Effect of pM on Viscosity
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Because of the high viscosity, the addition of
the neutralizing agent is often best added
towards the end of the batch cycle. For
formulations with high levels of electrolytes or
surfactants, the addition of a small amount of
the neutralizer to the Carbopol® Ultrez 21
polymer dispersion is beneficial (partial
neutralization).

Different neutralizers can be used, and different
amounts are needed for the dispersion to reach
a pH value of 7.0. Table 2 provides the weight
ratios of commonly used neutralizers vs.
Carbopot” Ultrez 21 polymer to achieve pH 7,

For a complete list of neutralizers that can be
used with Carbopol” polymers, see TDS-237 -
Neutralizing  Carbopol” and Pemulen”
Polymers in Aqueous and Hydroalcoholic
Systems,

Table 2
Weight o;guol of commonly used neutralizers vs.
Carbopol” Ultrez 21 polymer to achieve pH 7
Neutraizer Trade | NewtralzerINCI | "yaiont nane -
NamaiSupplier Name M
Carbopol ™ Ultrez 21
TEA (%9%) Tristhanciamng 15010
AP-A5 ) Anges Amenaometingl 0o9/10
Propana
Neutred® TE | BASF Tetratrydrenypeofry| 23010
_Etflsnedamice
NaCH {18%) Sodkum Hydroxise 23110
D I Discp ¢ 12110
Dow
Preservation

Carbopol® Ultrez 21 polymer does not support
bacteria or fungal growth, but neither does it
prevent such growth on nutrients found in
normal water systems. The addition of a
preservative is recommended for applications
inclined to these issues.
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Carbopol® Ultrez 21 palymer is compatible with most
preservatives, such as Germaben® |I, DMDM
Hydantoin, Dowici®l 200, Parabens and Phenonip®.
Phenonip® has limited solubility in clear gel
formulations, which may result in reduced clarity.

Compatibility

The viscosity of products with Carbopol® Ulirez 21
polymer is moderately sensitive to ions. Increased
leveis of monovalent ions (like sodium) will result in a
decrease in application viscosity. The effect can be
minimized by the use of potassium salts or amine
neutralizing agents. Di-and multi-valent ions (like
calcium and magnesium) will precipitate Carbopol”
polymers. Therefore, formulating with deionized (or
at least soft) water is highly recommended.

Due to its anionic nature, Carbopol” Ulrez 21
polymer has limited compatibility with cationic
formulating materials.

Handling and Storage

Carbopol” Uitrez 21 polymer is supplied in 20-
kilogram cardboard boxes.

In the dry form, Carbopol® Ultrez 21 polymer is stable
for a long period of time. It is important, however, to
keep the containers tightly closed to prevent moisture
pick-up,

See the Material Safety Data Sheet for Carbopol”
Ultrez 21 polymer for further information on the
proper handling and safety aspects of this product.
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M REGULATORY SUMMARY

CARBOPOL®* Ultrez 21 Polymer

Product name: CARBOPOL® Ultrez 21 Polymer
Manufacturer's name and address: Lubrizol Advanced Materials, Inc.
9911 Brecksville Road
Cleveland, Ohio 44141
General information: 216-447-5000
Manufacturing sites for this product: United States of America, Belgium
Manufacturing process: Proprietary polymerization process

COMPOSITION
Ingredient/INCI Name CAS # Function %
Acrylatelelo -30 alkyl Acrylate Crosspolymer' Proprietary Key Ingredient ~100

! Japan INCI name available upon request
Antioxidants, Preservatives: No antioxidants or preservatives added
REGULATORY STATUS

USA (TSCA) Compliant
Canada (DSL) Listed
EU (EINECS) Exempt polymer, monomers listed

Japan (ENCS) Listed

Australia (AICS) Listed

China (SEPA) Listed

Philippines (PICCS) Listed

Korea (KICS) Listed

EU Cosmetic Directive Compliant

(including. 7" amendment)? Yes
US Food, Drug and Cosmetic Act Compliant? Yes

ORIGIN AND SAFETY DATA

Raw Material Origin: Synthetic
GMO Content: Does not contain GMO content
Toxicology Data: See Toxicology Summary
Molecular Weight: Greater than 500,000 Daltons
Animal testing: No animal testing conducted by or on behalf of Lubrizol
MSDS: Available upon request

Lubrizol Advanced Materials, Inc. / 9911 Brecksville Road, Cleveland, Ohio 44141-3247 / TEL: 800.379.5389 or 216.447.5000
Lubrzol Advanced Materiafs. Inc. cannot guaranioe m resporsbiity o the wser. Lubvizof Advanced BUT ROT LIMITED TO, THE INPLIED WARHANTIES

how e groduct(s)] will perform in with b, Inc. shall st be Setie for and e custome OF MERCHANTBILITY AND FITNESS FOR A
other subsianoes of in the user's prooess. Thereloce, assumes al! risk and labeity of oy use or handieg of PARTICULAR PURPGSE  Nothing contxned herein
00 MApAESANATeNS, QUANaRR of wmamantes of any any maed@ Depood Lubeizol Advieced Matarials' 810 Do conacared &3 permission recommindstion

¥ind are made as 1 the sulabily of this pocucys) for dlroct  contrel.  The  SELLER  MAKEE  NO N as an inducoment 10 prachice any patented
partculer appicatons. End gredust periormance (s WARRANTIES, EXPRESSE OR WFLIED, INCLUDING, Iwention without permsission of ™e Dalent Qwner

For further indormation, please visit www personalcare.noveon.com

Lubraot Advanced Materiys, Inc. is a wholly ownod subsicdiary of The Luboxol Corporaton
* Trademark owmed by The Lubrizol Corporaton
© Cogyrighe 2010/ The Lubnza Corporation
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LLJQ!‘LZQ REGULATORY SUMMARY

CARBOPOL®* Ultrez 21 Polymer

RESIDUALS, BY-PRODUCTS OR IMPURITIES

Listed on CMR Typical
Chemical _Rmﬂ&"_ﬁl' Qemnat_o_ Expected Level Category
Ethyl Acetate and Cyclohexane <0.45% Total Residual Solvents
Acrylic Acid No ----- <500 ppm Residual Monomer
Benzene Yes C1, M2 <1 ppm Potential Impurity

*No other chemicals are known to be prasent in reportable quanties.
Are any of the 26 allergens present as defined by None expected or tested
the 7™ amendment to the EU Cosmetic Directive?
Microbiological content: Not conducive to microbial growth
Heavy metals: No heavy metals are utilized as catalysts or as
part of the manufacturing process. See
product specification for heavy metal content.
1,4-Dioxane: None expected or tested
Ethylene Oxide: None expected or tested

Acrylamides: None expected or tested

Solvent content: Contains less than 0.45% Ethyl Acetate and
Cyclohexane

VOC content: Contains less than 0.45% Ethyl Acetate and
Cyclohexane

For more information see product specification or visit www.personalcare.noveon.com

[ Last update: FINAL: 7 October 2010

Lubrizol Advanced Materials, Inc. / 9911 Brecksville Road, Cleveland, Ohio 44141-3247 / TEL: 800.379.5389 or 216.447.5000
Lubrzol Advanced Materiafs. Inc. cannot guaranioe m resporsbiity o the wser. Lubvizod Aovanced BUT NOT LIMITED TO, THE INPLEED WARHANTIES

how e groduct(s)] will perform in with Ine. shall sct be Tetie for and e custome OF MERCHANTBILITY AND FITNESS FOR A
other subsianoes of in the user's prooess. Thereloce, assumes al! risk and labeity of oy use or handieg of PARTICULAR PURPGSE  Nothing contxnec herein
00 MApAESANATeNS, QUANaRR of wmamantes of any any materds Depood Lubwizol Advinced Matarials' 810 Do conacared &3 permission recommindstion

¥ind are made as 1 the sulabily of this pocucys) for dlroct  contrel.  The  SELLER  MAKEE  NO N as an inducoment 10 prachice any patented
partculer appicatons. End gredust periormance (s WARRANTIES, EXPRESSE OR WFLIED, INCLUDING, Iwention without permsission of ™e Dalent Qwner

For further indormation, please visit www personalcare.noveon.com

Lubraot Advanced Materiys, Inc. is a wholly owned sutsidary of The Lubnxol Corporaton
* Trademark owmed by The Lubrizol Corporaton
© Cogyright 2010/ The Lubnzat Comporation
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MSDS (Material Safety Data Sheet)
Prepared in accordance with GB/T 16483-2008 "Chemical Safety Data Sheet Content and Item Sequence and
GBIT 17519-2013 "Chemical Safety Data Sheet Compilation Guide™.
Version 1.0
Date of preparation 2020.05.10

8D Hyaluronic Acid

1.1 PRODUCT NAME

8D Hyaluronic Acid

1.3 MANUFACTURER " AMHWA BIOPHARM CO..LTD
1.5 TEL | 0543-3080088

2, HAZARD OVERVIEW

2.2 DESCRIPTION OF GHS LABEL | Not a hazardous substance or mixture according to the Globally
ELEMENTS Harmonized System (GHS).

2.4 HEALTH DANGER Currently available information, no health hazards.

2.6 OTHER HAZARDS | NO

INCI name Cas NO. EINECS/ELINC Assay
Number No
1 Sodium hyaluronate-MMW|  9067-32-7 618-620-0 0.3% ~ 1.0%
2 Hyaluronic acid-MMW 9004-61-9 232-678-0 0.2% - 1.0%
Hydroxypropyltrimonium 0.1% ~0.3%
3 Hyaluronate 1714127-68-0 -
4 Sodium hyaluronate 105524-32-1 232-678-0 0.2%~ 0.5%
crosspolymer
5 Sodium acetylated 287390-12-9 690.9864 0.5%~ 1.2%
hyafuronate
6 Hydrolyzed sodium / / 0.1%~0.2%
hyaluronate
E Hydrolyzed hyaluronic ) / 0.05% ~ 0.2%
acid
AMMWA BIOPHARM CO., LTD.
Tet 0543-3060063

Address: No 488 Huanghel? Road Binzhou Shandong 256600 China
www ambwa comy, Email chrstinagamwa com
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Hyaluronic 0.2% ~0.5%
8 acid (LMW) 9004-61-9 618-620-0
9 phenoxyethanol 122-99-6 212-985-6 0.1% ~ 0.8%
10 cthylhexylglycerin 70445-33-9 408-008-2 0.05% ~ 0.2%
Aqua 7732-18-5 231-791-2 Add t0100%

4.1 EYES CONTACT Non-irritating.
No need special protection

5, FIRE-FIGHTING MEASURES |

5.2 Special fire fighting operations NO
i

6, CLEANING MEASURES

6.2 Waste treatment measures - No danger

7. HANDLING AND STORAGE

7.2 STORAGE Protect from light, seal and store at room temperature.

8.1 CONTACT CONTROL - No need protection

BREATH PROTECTION No need protection
BODY PROTECTION No need protection

9. PHYSICAL AND CHEMICAL
PROPERTIES

9.2 ODOR Shight charactenstic odor

9.4 SOLUBILITY | Soluble in water

9.6 INITIAL BOILING POINT AND | No data,
BOILING RANGE

AMHWA BIOPHARM COL, LTD
Tel: 0543-3060068
Address: No.483 Huanghel2 Road Bmzhou Shandong
256600 China
www.ambwa.com; Emad: chastine@ambwa com
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9.8 EVAPORATION RATE | No data,

9.10 HIGH AND LOW ’ No data.
FLAMMABILITY LIMITS ,

9,12 VAPOUR DENSITY No data,

9.14 N-OCTANOL/WATER | No data,
PARTITION COEFFICIENT

9.16 DECOMPOSITION
TEMPERATURE

9.18 EXPLOSIVE PROPERTIES

10, STABILITY AND
REACTION

10.2 SUBSTANCES TO AVOID oxidizing agent.

11, TOXICOLOGICAL
INFORMATION

12, ECOLOGICAL

INFORMATION
12.2 PERSISTENCE AND biodegradable.

DEGRADABILITY

12.4 MOBILITY IN SOIL

’ Disposal of waste
| of the local coun

must comply with the relevant legal requirements
ar region.

14.1 TRANSPORTATION
DANGER

15, RELATIVE REGULATORY
INFORMATION

AMHWA BIOPHARM CO_LTD.
Tol (5433080088
Address. NoAHE Huanghel?2 Road Binzhou Shandong 256600 Chira
www amhwa com; Emall: dhrstinegRamhwa.com
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16, OTHER INFORMATION

AMHWA BIOPHARM CO., LTD,
Ted: 05433080063
Addrass, No 438 Huanghe1? Road Binzhou Shandong 256600 China
www ambrwa com Emak christinefambwa com
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TDS (TECHNICAL DATA SHEET)

!. Mynufgcﬁnyer information i - -
COMPANY NAME AMHWA BIOPHARM CO..LTD.
NO.488 HUANGHE 12 ROAD, BINZHOU CITY,

ADDRESS CHINA

POST CODE 256600

TEL 0531-88813687
WEBSITE www.amhwa,com
2, Product information

Product Chinese name 8D i% 1A A
Product English name 8D Hyaluronic Acid

Sodium hyaluronate crosspolymer, sodium hyaluronate,
Sodium scetylated hyaluronate, hydrolyzed sodium
hvaluronate, phenoxyethanol, ethylhexylglycerin, Aqua,
hyaluronic acid low molecular weight,
Hydroxypropyltrimonium Hyaluronate, hydrolyzed
hyaluronic acid, medium molecular weight hyaluronic acid

INCINAME

Grade Cosmetic grade
3. Quality specification
ITEM Standard

Physical test
“Appearance | Clear and transparent viscous liquid ;
color Colorless 1o light yellow

odor Slight charactenistic odor

uronic acid reaction Positive reaction

fransparency 297.0%

pH VALUE 50-7.0

Dynamic viscosity =Z500mPa.S

Puﬁly test -

Heavy metal <10ppm

Arsenic <2ppm

Microbiological test

Bacteria count

Yeast and Mold
Escherichia coli
Staphylococcus aureus
Pseundomonas aeruginosa

<100CFU/g
<I0CFU/g
Negative
Negative

Negative

4, Application

Address: No 488 Huanghel?2 Road Binzhou Shandong 266600.China

AMHWA BIOPHARM CO
Tol 0543- 3080088

www amnwa com,; Email ."1l"wl«lm'j‘--"lhl".'m com
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Main functions Cosmetics
1. Three-dimensional sponge layer structure
Functions and Mechanism 2. Precisely locate different levels of the skin

3. Three-dimensional moisturizing effect

5. Package and storage

Storage Light proof, ordinary temperature and seal container,
Package S0g/bottle, 1kg/bottle based on customer’s requirements
Validity Two years

AMHWA BIOPHARM CO ., LTD

Tel: 054

Address No4BS Huenghel2 Road, B u Shandong 256600 China

wern ambwa com; Emadd chnstine@ambwa com
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8D composition statement

INCI name CAS No. EINECS/ELINC NO. ASSAY
:gi‘,‘{:f:'}i;?f,’i"“"m" ] 9004-61-9 232-678-0 0.2%~1.0%
Hydroxypropyltnmonum Hyaluronate | 1714127-68-0 / 0.1%—0.3%
Sodium hyaluronate crosspolymer 105524-32-1 232-678-0 0.2%~—0.5%
Sodium acerylated hyaluronate 287390129 690-986.4 0.5%~1.2%
' Il)’ll::.::{z:‘ti:?:l;::ll_z):l:umnnlc 0067-32.7 618:620.0 0.1%~0.2%
”’(‘:;I‘:“)’;“'\\h"l't':' ‘;';"': el 9004-61-9 212-678-0 0.05%0.2%
“\:l\l‘;r\t,:{";:;f:;is million) Q004-61-9 212-678-0 0.2%~-0.5%
Phenoxyethanol 122-949-6 212-985-6 0.1%—0.8%
Ethylhexylglycerin 70445.33.9 408-008-2 0.05%~0.2%
Aqua T732-18-5 231-791-2 Add to100%

W EENERRYHRLT | AMHWA BIOPHARM CO. LTD
No 438 Huanghel2 Rd 8inZhou City, Shandang 256600, China

+B6 543 3080087 amy@ambywa com | www.ambywa,.com
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GENENCARE"®

OSMS MI

The Energizing Osmolyte

Product description Product identification N

GENENCARE™ OSMS M, 15 a highly purified myo+inositol INCI| name Inositol R~

natural csmolyte extracted from upcycied sugar produc Chemical name Myo-inositol L ’
gtream. Inositol is 8 natural scurce of anergy fo CAS number 87-89-8 wo T “~ oM

skin halps to stimulate fibroblast metabolism by increasing

Lent, Oxygen sumption and protein g
orce the darmis matri

oM
At a clinical lave ENCARE ; <
Typical characteristics
OSMS MI heipa fight the effects of aging by improving skin

atasticity and oxygenabon for healthier locking skin

Appearance

Benefits Bulk denaity 0.7-0.9 g/m

o Melting point 224-226°C
Elasticity !

A precursor molecule for bicloglcal processes (in vitro) Molar weight 180.16 g/mal

« Inositol is a building block of membrane phosphofipids and

. pH (5% soluvon in DIH.O) 6.0-9.0
secondary messengers |P3 and IP6 !

the production of PDGF-BE, a platelet Solubility in wate 4 g/100 mi (25*C)

NOBITOE INCre

derived growth factor for dermal stem cells

Purity min 97% d.s. inositol
of dermal fibrob vit 4
>roves energy stock (+42%6), and protein Moisture max 0.5% (when pecked)

ts, Fibroblasts

synthes g of dermal fibrobl

synthetize important structural proteins such as elastin

y and

nsible for the dermis structure, integrity

anical properties

18 Diome

mproves skin elasticity (S-week clinice! study on 40 volunteers

- ¥ig, 2)
3% GENENCARE™ OSMS M significantly improves the

elastic recovery rate Ue/Uf (+10 9%*) and the rate of elastic

deformation Ur/Ue {+

Oxygenation a )
MPIroves ce yganation (in-vitro - Fg.7) '
. ) 4 ERCaLALY

nosited (0,79%6) improves mitochondrial respiration (+22%) of

) of the skin

dermal fibroblasts

tkin axygenation (T-week clinical study, 10

nprave

volunreer

Figure 1 Etfect of 0. 1% nositol oo denmal titroblast metanoian

nasitol (0.4%) helps increase the skin partial pressure of

oxygen by 10%

Literonurn referances svatable ypon regues:
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Benefits cont. Storage conditions
Product is hygroscopic {attracting water). It must be stored in

Osmoprotection / Moisturization unopened cartons and protected from humidity to mantan
Increases filaggrin expression (in-vitro) shelf life
+ Inositol increases flaggrin expeession in pormal human
epidermal keratinocytes by 65%. Fllagarin is a key Packaging
differentiation marker in keratinocytes and a pracursor protein Avaitable in 20kg cartons with polyethylens inner bag in one
of the NMF, for water reteation in the stratum caorneum way 1000kg pallet

Maneges water balance in living cells (in-werp)'

« Myo-ingsitol is an esmoprotectant that allows the
keratinocytes 1o maintain thelr cell size/volume and water
homaostasis under hyperosmaotic stress.

ST

W s e

W Atror 5 woonn

Applications "

Category: Skin care 2.2%
ol

Recommended use: 0.5-3%

Formulation oz

GENENCARE" OSMS Mi is solubie in water and therefore aasy

to formulate, It gives colodess solutions and is compatible

with most ingredients allowing a wide range of applications s

and formulation possibilities. In hot process, can be added in : s sk =

the main water tank before emulsification, or, preferably, st Ur/UP rate o efomtic recowery 1o toral deformacicn

the end at T°<40°C, as such or premixed in water. Ur/Uw: rats of alaetic deformation « net alasticity
Starting point formulations are avadable for download on UF: Tocal deformarion

ULProspector.com Cantrel croam otfect as buselne

*  wgnicant effect versus To and versus control cresm (Soedemt T test, p<0.01)
** wgnécant effect varmas To sng ey control craem {(Soacent T teet, pv0.05)

Regulatory information

« Listed on all refevant glioba! chemical inventorias, Figure 2 ENect of 3% nosol o0 the evolution of 3 iomecrancal pamemetans of
. - the shin o 5 ks i ke et
« Compliea with European, United States, Canada, Australia/ P A LIRSS RS

Now Zealand, Korea, China, Japan, Brazil and Taiwan

cosmetic regulations for use in general cosmetics ContaCt infofmatioﬂ

Certifications and statements North America Latin America

« Natural certifications: Ecocert/Cosmos, Natrue Rochester, New York (USA) Baruerl, Brazil

« Kosher and Halat: certified Tel; +1 800 847 53N Tal: 455 (11) 94341-6592

« Natural Index (ISC 16128): NI=1, NOi = 1 Fax.: +1 585 256 5295

+ Upcycled™ certified ingredient by UFA

+ Source: Non-GMO sugar baet Europe, Middle East & Africa  Asia/Pacific

« Origin: produced in Finland Oegstgesst, The Netherlands  Singapore

+ For other statements, please refer to the Quality & Tel: 31715686 168 Tel: +65 65846 3488
Regulatory summary or contact your sales Fax.:. +31 71 5686 1469 Fax: +65 6272 7494

represantative

Shelf life

36 months from date of manufacture when stored in celgingl
packaging

Health & Biosciences

Home & Personal Care

07022 keeematonal Flavees & Fragrances inc (FF ) ¥, the ¥7 Logo, and ab rademars and service marks
dunirtnd with ™, ™ g1 * are caned by IFF or afflates of FF onlest ctharvies soted . The infarmstcn arovdsd
horui is esnd om data IFF Seliaves, to the best of its knowledoe, relabin snd spples ory ta the specific

material desigrated haren bs sold by FF. T
material desigrated hirett o dy procuss of in
request of and without charge 1o our cusomars. Accordingly, FF cannot guarmntes or wirrant such .

o assumes 0o Habiliy for its wee Other chan sa may bo expresly sat forth in » contract of Where science
valw IFF malus ne preas or implisd, as 1o the masernal set furth herwin, including the warramy of 4 o
marcharesbsdity or fitsees for & parocular use & Creativity meet

www. iff.com/personal-care

o maton contaned heren do Of apfiy 10 Lae of the

aod is provided at the

O NALON WEN dfvp Gthes maler

Informaton a

03.22%2
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GENENCOR DIVISION r
customer_ralatone@genencor.com DA N I S C O
WHN GENencar com

Paget /1 First you add knowledge ..
Vald from: June 24, 2021

PRODUCT SPECIFICATION - PS A56003-4.0EN Material no. A56003
GENENCARE® OSMS MI

Description Additional information

Myo-Inositol For Personal Care Regional contact information:

Asia / Pacific: +65.838.7410

Europe / Africa: +31.71,5686.168

Latin America: +54.11.5199.9550
United States & Canada: 800.847.5311

Physical/chemical specifications

Myo-Inositol Content (dry 97-100 %
substance)

Colour (ICUMSA method) Max. 150
pH, 5% Solution in DIH20 6.0-9.0
Moisture Max. 0.5 % (when packed)
Chloride Max. 50 mg/kg
Sulphate Max. 100 mg'kg
Melting Range 224 - 227 °C
Residue on ignition 0-02%

Microbiological specifications

Total Viable Count Max. 100 CFU/g
Yeasts Max. 100 CFU/g
Molds Max. 100 CFU/g
Total Coliforms NEG /g
E. coli NEG /g
Salmonella NEG /259

Heavy metal specifications

Heavy metals Max. 10 mg/kg
Arsenic Max. 0.5 mg/kg
Lead Max. 0.5 mg/kg
Iron Max. 5.0 mg/kg
Storage

Stability data is available upon request

Product and manufacturing certifications

« 1SO 9001
« Kosher
« ISO 22716

The inlormaton comaned n thes publcation 1o based on cur own esearch and devolopmant work and Is 1o the best of owr Anawlodge relable. Users shoold,
however, conduct thelr own tests to dalerming the sultabiity of cur products for thok own spechic purposes and the logad status for thelr intended Lse of e product
No labiity is accepted for the procucts ininingemant of ary thied party propretary nghts, inciuding patects.

LLC
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CHAMOMILE GERMAN EXTRACT 20 GLY-LG Safety Data Sheet
N U IS SN IPSSE NITSN
FORM NO: 200.GLY. 1158 Dato propared : 30092015 Asranged : - Revised : 00 according to (R.G. 13122014 - 29204}

1. Identification of the product and the company
1.1. Product Details

Product Name CHAMOMILE GERMAN EXTRACT 20 GLY-LG

Product Code 300.GLY.1158

1.2 Application of the Substance / the Preparation

Fleld of use of the product Additives for the cosmetics industry

1.3. Manufacturer/Supplier

Company Name Surya Kimya San Tic Ltd Sti.

Address Ferhatpasa Mah. Maressl Favzi Cakmak Cd. G-22.Sk. No:52 Atasebwr / Istanbul / Turkey
Phone 490216 417 88 02

Contact Person Chemist Asli SALAR (TSE GBF Certdficata number: 1980) Intog@surya.com. i
1.4 Emergancy Information

Phone +90 216 417 88 02

2.Hazards ldentification

2.1 Classification of the Substance or Mixture
Not a hazardous substance or mixiure according 1o Regulation {EC) No 1272/2008 [CLP)
This substance is not classfad as dangerous according 1o Direclive 67/548/EEC

2.2 Label Elements
The prodict does nat need to be Iabelled according to Reguiation (EC) No 1272/2008 [CLP]
and respective national laws
2.3 Other Hazards
None
3.Compositionfinformation on Ingredients
This product does not known o contin any harmful
_Active ingredients INC| Name CAS No ECNo |REACH Registration Numbers| _ *Content
|
|
Chamomila Recutita Flower Extract ‘ 84082.60.0 2820065 - C
Auxllary Ingredients INCIiName |~ CASNo | ~ ECNo REACH Registration Numbers|  “Content
Agua (Water) 7732185 231-791-2 -
Glycerina 56-81-5 200-289-5 01-2919471687-18 c
2-phanoxyethanol 122.99-6 204.589.7 01-2919488043.21¢
Benzowe acd | 65-850 200-818-2 : 01-2118455636-33 G
Dehydroacetic Acid | 520-45-6 208-293-9 - G

8L¢
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FORM NO: 300.GLY.1158 Dato proparod : 30.08.2015 Aanged : - Revised : 00 according to (R.G. 13.12.2014 ~ 23204)

4. First Ald Measures

4.1 Description of First Ald Measures

General Information Consult a physician, Show this safety data shaet to the doctor In attendance.

Following Inhalation Remove casually to fresh air and keep wanm and at rest. Consult a physician

Foltlowing Skin Contact Wash immediately with soap and plenty of water. Consult a physician

After contact with the ayes, ringe with water with tha ayeilcs open for a sufficiant length of time,
then consull an ophthaimaloges! immedately

If accidentally swaillowed rinse the mouth with plenty of water {only # the person is Conscious)
and ottain Immediate medcal attention

Following Eye Contact
Following Ingestion

Self Protection of the First Aider

Most Important Symploms and Effects,
both Acute and Delayed

Indication of any Immediate Medical
Attention and Special Treatment Needed

5.Fire Fighting Measures
5.1 Extinguishing Media

Pay attention to sell-protection!

No data available

Specific reatment: First axd, decontamination, tregiment of sympioms
Notes for the docter: Treal symplomaticaly

Suitable extinguishing media Foam, Carbon diowde (CO2), Dry extinguishing powder
Unsuitable extinguishing media Water
Unusual fire/explosion hazards None

5.2 Special Hazards Arising From the Substance or Mixture

No data available
5.3 Advice For Firefighters
Wear a self-comainaed breathing spparatus and chemical protective clothing for fire fighting if
necessary
5.4 Additional Information
No data avallable
6.Accldental Release Measures

6.1 Personal Precautions, Protective Equipment and Emergency Procedures
Use personal protective equipment. Avoid breathing vapors, mist or gas. Ensure adequale
ventiation (See Section 8)

6.2 Environmental Precautions

No special moasures required

6.3 Methods and Materials For Containment and Cleaning Up
Cloan contammated objects and areas thoraughly observing environmaental regusations.
Packaging may be reused o recycied after cleaning

6.4 Reference to Other Sections

Personal peotection equipmeant: sae Section 8

2/5
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CHAMOMILE GERMAN EXTRACT 20 GLY-LG Safety Data Sheet

N U NS SIS
FORM NO: 200.GLY. 1158 Dato propared : 30092015 Asranged : - Rewvised : 00 accorging to (R.G. 13122014 - 25204)
7.Handling and Storage
7.1 Precautions For Safe Handling

Protective measures

Use only wel-ventilated areas. Handle and open c with care. Always close cc
tightly after the removal product Wear personal proleciive cothing (see section B)

This product is not fammable. No special fre protection measures sre necessary.
During filing, melenng and sampling should be used ¥ possible: splashprool grounded
devicas.

Shafts and sewers must be protectad from antry of the product

Waork in well-ventilsted zones or use proper respiratory protection. Avaid contact fo skin, eyes
and clolhes. provide aye shower and label #5 location conspicuously. Wash hands and face

Advice on general occupational hygiene bedore breaks and after work and take a3 shower If pacessary. When using do not eal, drink.
smoke, snéf. Remove contamnated, saturaled dothing smmediately, Wash contaminated
clathing prior to re-use

7.2 Conditions For Safe Storage, Including Any Incompatibilities

Technical measures and storage
conditions Store at room temperature

Keap'slore only In original containar. Provide for retaining containers, e.g. loer pan wilhowt
Requirements for storage rooms and outllow. The floar shoukd be feak tight, joinfiess and not abserbent, Ensure adequite ventilation

Measures to prevent fire

Measures 1o preven! aerosol and dust
generation

Measures to protect the environment

vesseis of the storage area
Further information on storage condiions Protect containers against damage.
7.3 Specific End Uses

No data avallable

8 Exposure Controls and Personal Protection
8.1 Control Parameters

No data avallable
8.2 Exposure Controls
Appropriate engineering controls
Ensure adequate venlilation, especally n confined areas.

Substanca/mixture relaled measumes to
prevent exposure during identified uses

Structural measures 10 provent CXPOSUTD

No specific measures

No spacific measures

Handla In accordance with pood Industnal hygiene and safety practca, When using, do not
e, drink or smoke. Avold contact with skin, eyes and clothing. Keep away from food, drink
and animal feading stufls, Wash hands before breaks and at the end of workday. Take off all
contaminated clothing immediately. Do not breathe vapours or spray mast.

Organisational measures to pravent exposure

—
Technical measures 1o prevent exposure No specific measures
e——
Personal protective equipment
——
fi i
Eye and face protoction S, Goggles
Skin protections
FE—
Hand pratection Gloves
—_—
Other ghon protection No spedific measures
s 4 If technical exhaust or ventilation measures are not passibla or nsufficlent, respiratory
Res pirsory protection protaction must be wam
—
Thermal hazards No specific measures
—
Environmental exposure controls
—_
Emission from ventiation or work process equipment should be checked 1o ensure they
comply with the requirements emironmentsl protection legsiation
Substancaimixiure refaled measures o
prevent exposure No spedfic measures
Introguction measures to prevent axposura No specific massures
—_—
Organisational measures to pravent exposure No spocific measuras
—
Technical maasures 10 prevent exposure No spedific measures
—

3/5

08¢

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



eo® @
SUR Y.l

CHAMOMILE GERMAN EXTRACT 20 GLY-LG Safety Data Sheet
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9.Physical and Chemical Properties
9.1. Information on basic physical and chemical properties

Appearance Transparent kquid to stightly turbid
Colour Between light yellow 1o yellow
Odour Characteristic
Specific gravity {(20'C) 1.000-1.100
Solubility Soluble in agueous solutions
pH 3.055
Flash Poinl No data available
Boiling Point *100°C
Evaporation Rate No data avaliable
Flammability (solid, gas) Does not apply, substance is a liguid
Auto-sgnition Temperature Product 15 not self-igniting
Explosive Properties mﬁm:umanm explosive. There are no chemical groups associated with
Oxidising Properties mi:l:m&Me i= nol oxidising, There are no chemical groups associabed with
9.2. Other information m—
No addional information relevant (o safe use of (he substance
10.Stability and Reactivity =t
10.1 Reactivity

No specific data related 1o reactivity available for this prouct of its ingredients

10.2 Chemical stability
The subistance is chemicaly stable under recommended conditions of storage, use and
temperature

10.3 Possibility of hazardous reactions

No hazardous reaction when handled and stored acoording 10 provisions

10.4 Conditions to avoid

Direct sunlight, extrema heat exposwe

10.5 Incompatible materials

Very strong oxidizing agents
10,6 Hazardous decomposition products
Does nol decompose when used for intended uses

11. Toxicological information
11.1. Information on toxicological effects

Product

Acute Toxcity By appropriate use of the product no health damage (s known
Acule oraé foxicity Nt chissseliod Diried on e formanun, R ) o ged skie cOnBct muy Mad 1o inilalion
Acute dermal toxicty Not classified based on avallable information. May be an eye imsant

Nol dassified basag an avallable informaton. Beeathing in vapowr, mists or aeroscls may
produce respiratory imitation

Not dassified basad on avaitable information
Not dassified based on availabla Informaton
Not dassified based on avaitabie information
Not dassified based on avallable informaton
Carcinogenicity Nol dassified based on avaitabie information
Reproductive toxicity Not classified based on available information
Specific target organ toxicity {single exposure Nol dassified basad on available informatan
Specific target organ toxicity (repeated exposure)  Nol dassified basad on svailabis information
Asparation hazard Not dassified based on available information

Acute Inhalation toscity

Skin corrosion / imitation
Serious eye damage / iritation
Respiratory or skin sensitisation
Germ cell mutagenicty

FLLLLLLL L

Herbal Extracts Cosmetic Ingredients
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FORM NO: 300.GLY.1158 Dato prepared = 30.08 2015  Asranged : -  Rewvised : 00 according to (R.G. 13.12.2014 - 29204)
Components The product reflerred containg lesser amount of components than the maximum

HA02: Harmbul if lowed,
2-phenoxyethanol H319: C:"u:es u’n:ﬂus aye imtation
Maximum concantration in ready for use preparation 1.0%

H316: Causas skin imitation,
Benzoic acld H318: Causes senous eye damage,

H372: Causas damage 1o organs through prolonged or repaated exposure . Lungs. Inhatation
Rinse-off products, excapt oral care products: 2.5% (acid)

Maximum concantration in ready for use praparation Oral care products: 1.7% (acid)
Leave-on products: 0.5% (acid)

Dehydroacetic Acid HA02: Hammul If swaliowed

Maxirnum concentration in ready for use preparaton 0.6% (as acd)

12, Ecological Information

Toxicity Not dassified based on available information

Persistence and degradability Not dassified basad on availabia information

Bioaccumulative potential Not classified based on avaitabis information

Mobility in soi Not dlassified based an available information

Results of PBT and vPvB assessment This substance doas not meet the PBT / viPvB criteria of REACH, annex XIII
Other adverse effect None

13.Disposal Considerations
13.1 Waste treatment methods

Waste dispesal accarding to directive 200808/EC, covering waste and dangerous waste

Product  packaging dsosal s Al o8 ok e
Can be incinerated logether with househald waste in compli with applicable technical
Waste treatment-relevant information reguiations following consultaticn with approved waste disposal management companies and
authontes in charge.
Sewage disposal-relevant information Smaller quantities can be dsposed of with household waste
Other disposal endation Cn:r:mnb:&m should be emplied as far as possible and afier appropriste cleaning
14, Transport information
UN-No. Not applicabla
UN proper shipping name Not applicable
Transport hazard class(es) Not applicabla
Packing group Not applicable
Environmental hazards Not applicabla
Special precaution for user Nol applicabie
Transport n bulk according 1o Annex I of
MARPOL 73/78 and tha ISC code Not applicable
Road and rall transport (SOR/RID) Not applicable
Ajir transport (ICAO/IATA-DGR) Nol applicabile
Sea transport (IMO/IMDG) Not applicabia
Inland navigation (ADN/ADRN) Not applicable
Not dangerous acconiing 1o the abova specfications. Tha procuct doas not constitute a
hazardous substanca In national / intamational road, rall, sea and air transpart.

15. Regulatory Information

This safety data sheot with the of 23204 TC and European Regulations
Safety, haalth and environmental reguiationsiegisiation
specfic {or the substance or modure No data available
Chemical Safety Assessment No data available

16. Other Iinformation

Arranged or revised according 10 regulation (EU) No: 453/2010 amending regutation (EC) No: 1807/2006 (REACH). It shoud not be construed as
guaraniesing specfic properties of the products described or their suitability for a particular applcation. All mformation and instruclions pravided o this
Satety Data Sheet (SDS} are based on regulations, databases, lierature and cur current knowledga, However, It does not constitute a guarantee for any
specific product features and does not establish a legaly valld contractual relationship. Existing acts and reguiations must be observed by the racipiant of
our preducts under their own responsibiity.

M

Herbal Extracts Cosmetic Ingredients
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Chamomile German Extract 20 GLY-LG Technical Data Sheet

Product Number 300.GLY.1158
Plant of Materlal Flower
Description

German chamomile {Matricaria recutita)is an annual plant of the tamily
Asteraceae.ll has a branched, erect and smooth stem, which can reach up to a
height of 15-90 cm.The small daisy-like flowers have white collars circhng raised
cone-shaped, yellow centers and grow on long, thin, light green stems. The white
ray florets are furnished with a ligule, while the disc Norels are yellow, The holiow
receptacle is swollen and lacks scales. They can grow wiki and close to the ground
but aiso can be found bordering herb gardens. It is native to Europe, north Africa,
and some parts of Asia. The strong, aromatic smelling flowers bloom in early to

midsummer.
Application For use in every cosmetic formudations
Recommended level of use 1-10 %

Surya Kimya - Maresal Fevzi Cakmak Cad. G-22 Sk, No.52 Ferhalpasa - Alasenir / is1anbul  T: 400 216 4178802 -04 F: +90 216 593 90 69
Info@surya.com,tr
wWww.surya.com.tr
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Chamomile German Extract 20 GLY-LG Technical Data Sheet

Specifications

Assay Minimum Value Maximum Value

Aspect transparent bquid slightly turbid

Colour light yellow yellow

Odour characteristic

Specific Gravity (20°C) 1.000 1.100

pH 3.0 55

Solubility soluble in aquecus solutions

Total Microbial Count

Bacteria 1000 cfefmi

Monlds and Yeasts 1N cfw/mld

Storage Shelf Life

Temp, between 15-22°C dark place in closed containers When stored accordingly, stable for 12 months

INCI Name o CAS - No. i EINECS No._ Function (CTFA) - 2 Function (EU) .

Water 7732-18-5 231-791-2 - Salvent

Glycerine 56-81-5 200-289-5 Hair conditioning agent, Skin Denaturant, Hair condetioning,
conditioning agent Humectant, Masking, Oral care,

Perfuming, Skin protecting, Viscosity
controfling

Chamomilla Recutita 84082-60-0  282-006-5 Fragrance ingredients; skin Masking, Skin conditioning

Flower Extract conditioning agents miscellaneous;
skin condifioning agents ccclusive

Phenoxyethanol 122-99-6 204.589-7 Preservative Preservative

Benzoic acid 65-850 200-618.2 Praservative, Solvent, Viscosity Buking, Masking, Preservative
decreasing agent

Dehydroacetic acid  520-45-6 208-293-9 Preservative Preservative

Special Note:

The information above ig 10 the best of cur knowsedge, reliable. Users should. however, conduct their own tasis ta determine the suitability of
our products for their awn specific purposes. S s contained hargin shauld not be considerad as warranty of any kind, pxpressed o implied,
and no liabilty is accepted for the mfringements of any patens.

Surya Kimya - Maresal Fevo Cakmak Cad, G-22 Sk, No.52 Fernatpasa - Atasehir / Istanbul  T: +80 216 417 8802 - 04 F: 490 216 593 90 69
Info@surya com.tr
www.surya.com.tr
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SAFETY DATA SHEET >
according to Regulation (EC) No. 1907/2006 v DsM

PENTAVITIN® 5033152

Version 1.5 Rewvision Date 21.03.2016 Date of last issue: 16.12.2014
SECTION 1: Identification of the substance/mixture and of the company/undertaking

1.1 Product identifier
Trade name 1 PENTAVITING

1.2 Relevant identified uses of the substance or mixture and uses advised against

Use of the Sub- . Ingredient for personai care products
stance/Mixture

1.3 Details of the supplier of the safety data sheet

Company . DSM Nutritional Products Lid.
PO Box 2676
4002 Basel
Telephone ;441618158888
E-mail address of person . sds.nutrifionalproducts@dsm.com

responsible for the SDS

1.4 Emergency telephone number
+41 848 00 11 77 (Carechem 24 International)

SECTION 2: Hazards identification
2.1 Classification of the substance or mixture

Classification (REGULATION (EC) No 1272/2008)
Not a hazardous substance or mixiure.

2.2 Label elements

Labelling (REGULATION (EC) No 1272/2008)
Not a hazardous substance or mixture,

Other hazards
None known.

SECTION 3: Composition/information on ingredients

Brief description of the prod-  : Mixture (preparation) containing active ingredients and auxilia-
uct ry substances

3.1 Substances
Not applicable

3.2 Mixtures

Hazardous components
Remarks . No hazardous ingredients

SECTION 4: First aid measures
4.1 Description of first aid measures

General advice . No hazards which require special lirst aid measures,
If inhaled : Mave to fresh air.
1/8 MSDS_GB/EN
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SAFETY DATA SHEET
according to Regulation (EC) No. 1907/2006 ODSM

PENTAVITIN® 5033152

Version 1.5 Rewvision Date 21.03.2016 Date of last issue: 16.12.2014
If symptoms persist, call a physician.

In case of skin contact : Take off contaminated clothing and shoes immediately.
Wash off with scap and plenty of water.

In case of eye contact . Flush eyes with water as a precaution.
Remave contact lenses.
Protect unharmed eye.
Keep eye wide open while rinsing.

If swallowed . Clean mouth with water and drink afterwards plenty of water.
Do not give milk or alceholic beverages.
Never give anything by mouth to an unconscious person.

4.2 Most important symptoms and effects, both acute and delayed
Symptoms . No specific symptoms known.

4.3 Indication of any immediate medical attention and special treatment needed
Treatment . Treat symptomatically.

SECTION 5: Firefighting measures

5.1 Extinguishing media
Suitable extinguishing media : Alcohol-resistant foam
Dry chemical
Use extinguishing measures that are appropriate to local cir-
cumstances and the surrounding environment.

5.2 Special hazards arising from the substance or mixture

Specific hazards during fire- ' None known
fighting
5.3 Advice for firefighters
Special protective equipment  : In the event of fire, wear self-contained breathing apparatus.

for tirefighters

Further information . Standard procedure for chemical fires,

SECTION 6: Accidental release measures

6.1 Personal precautions, protective equipment and emergency procedures
Usa personal protective equipment.

6.2 Environmental precautions
Try to prevent the matenal from entering drains or water courses.

6.3 Methods and material for containment and cleaning up

Wipe up with absorbent material (e.g. cloth, fleece),
Keep in suitable, closed containers for disposal,

6.4 Reference to other sections

For personal protection see section 8.
For disposal considerations see section 13.

2/8 MSDS_GB/EN
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SAFETY DATA SHEET
according to Regulation (EC) No. 1907/2006 ODSM

PENTAVITIN® 5033152

Version 1.5 Rewvision Date 21.03.2016 Date of last issue: 16.12.2014

SECTION 7: Handling and storage
7.1 Precautions for safe handling

Advice on safe handling . For personal protection see section 8.

Advice on protection against  : Take necessary action o avoid static electricity discharge.
fire and explosion Product will bum under fire conditions.

Hygiene measures : General industnial hygiene practice.

7.2 Conditions for safe storage, including any incompatibilities
Requirements for storage . Profect against light.
areas and containers
Keep container tightly closed and dry.

Advice on common storage : No special restrictions on storage with other products.
Recommended storage tem- : 15-25°C
perature
7.3 Specific end use(s)
Specific use(s} . Not applicable

SECTION 8: Exposure controls/personal protection

8.1 Control parameters
Cantains no substances with occupational exposure limit values.

8.2 Exposure controls

Personal protective equipment
Eye protection . Safety glasses

Hand protection
. Glove material: for example nitrile rubber

Skin and body protection . Lightweight protective clothing
Respiratory protection . No personal respiratory protective equipment normally re-
quired.

SECTION 9: Physical and chemical properties
9.1 Information on basic physical and chemical properties

Appearance ¢ viscous liquid
Colour : pale yellow - amber
Qdour : sweet
Odour Threshoid ¢ No information avaiable.
pH : 40-50
Melting point/range . not determined
Boiling point/boiling range ¢ not determined
Flash point : >»100°C
3/8 MSDS_GB/EN
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SAFETY DATA SHEET ~
according to Regulation (EC) No. 1907/2006 v DsM

PENTAVITIN® 5033152
Version 1.5 Revision Date 21.03.2016 Date of last issue: 16.12.2014

Evaporation rate . not determined

Lower explosion limit 1 not determined

Upper explosion limit ¢ not determined

Vapour prassure . not determined

Refative vapour density . Not applicable

Relative density ¢ 1.240 - 1.255 (at 20 *C)

Density : not determined

Water solubility ! soluble

Solubility in other solvents ¢ Oils and fats: insoluble

Partition coefficient: n- 1 Not applicable

octanol'water

Auto-ignition temperature . No data available

Ignition temperature . not determined

Thermal decomposition : No data available

Viscosity, dynamic : not determined

Explosive properties . No data available

Oxidizing properties ¢ No data available

9.2 Other Information
No data available

SECTION 10: Stability and reactivity
10.1 Reactivity
No hazards te be specially mentioned.
10.2 Chemical stability
Stable under recommended storage conditions.

10.3 Possibility of hazardous reactions
Possible incompatibility with materials listed under section 10.5.

10.4 Conditions to avoid
Heat

10.5 Incompatible materials

Strong acids and strong bases
Strong oxidizing agents

10.6 Hazardous decomposition products
No decomposition if used as directed.

SECTION 11: Toxicological information
11.1 Information on toxicological effects

Acute oral toxicity - LD50 (Rat): > 2,000 mgkg

4/8 MSDS_GB/EN
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SAFETY DATA SHEET ~
according to Regulation (EC) No. 1907/2006 v DsM

PENTAVITIN® 5033152
Version 1.5 Revision Date 21.03.2016 Date of last issue: 16.12.2014
Skin imitation . No skin imitation (human, Patch Test 48 Hrs.)

. no phototoxic skin reaction (Guinea pig)

Eye [rritation : No eye Irritation (Rabbit, OECD Tes! Guideline 405)
Sansitisation : Did not cause sensitization. {Guinea pig, OECD Test Guideline
408)

. no photoaliergenic skin reaction (Guinea pig)

Carcinogenicity . This information is not available.
Genotoxicity in vitro . not mutagenic (Ames test, OECD Test Guideline 471)
: not genotoxic (Chromosome aberration test in vitro, OECD Test
Guideline 487)
Reproductive toxicity : This information is not available.
STOT - single exposure (A- . The substance or mixture is not classified as specific target
cute exposure) organ toxicant, single exposure.
STOT - repeated exposure . This information is not available
Aspiration toxicity : No aspiration 1oxicity classification

SECTION 12: Ecological information
12.1 Toxicity

No data is avallable on the product iiself
12.2 Persistence and degradability

Biodegradability . Taking into consideration the properties of several components,
the product is estimated 1o be biodegradable according to
OECD classification.

12.3 Bioaccumulative potential

Bioaccumutation . No data available
Partition coefficient: n- . Not applicable
octanol/water

12.4 Mobility in soil

5/8 MSDS_GB/EN
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SAFETY DATA SHEET >
according to Regulation (EC) No. 1907/2006 v DsM

PENTAVITIN® 5033152
Version 1.5 Revision Date 21.03.2016 Date of last issue: 16.12.2014
Distribution among environ- No data available

mental compariments
12.5 Results of PBT and vPvB assessment
Assessment . This substanca/mixture contains no components considered to

be either persistent, bioaccumulative and toxic (PBT), or very
persistent and very bicaccumulative (vPvB) at levels of 0.1% or

higher.
12.6 Other adverse effects
Additional ecological informa- There is no data avaiable for this product.
tion

SECTION 13: Disposal considerations
13.1 Waste treatment methods

Product . Offer surplus and non-recyclable solutions to a licensed dis-
posal company.
Contaminated packaging : Empty containers should be taken to an approved waste han-

dling site for recycling or disposal.

SECTION 14: Transport information
14.1 UN number

Not requiated as a dangerous good
14,2 UN proper shipping name

Not regulated as a dangerous good
14.3 Transport hazard class{es)

Not regulated as a dangerous good
14.4 Packing group

Not regulated as a dangerous good
14.5 Environmental hazards

Not requlated as a dangerous good

14.6 Special precautions for user

Remarks . Not classified as dangerous in the meaning of transport regu-
lations.,

14.7 Transport in bulk according to Annex Il of MARPOL 73/78 and the IBC Code
Not applicable for product as supplied.

SECTION 15: Regulatory information

15.1 Safety, health and environmental regulations/legislation specific for the substance or mix-
ture

6/8 MSDS_GB/EN
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SAFETY DATA SHEET )
according to Regulation (EC) No. 1907/2006 ODSM

PENTAVITIN® 5033152
Version 1.5 Revision Date 21.03.2016 Date of las! issue: 16.12.2014
NFPA Classification . Heaith hazard: 0

Fire Hazard: 1
Reactvity Hazard: 0

15.2 Chemical safety assessment
Not applicable

SECTION 16: Other information
Full text of other abbreviations

ADN - European Agreement concerning the International Carriage of Dangerous Goods by Inland
Waterways; ADR - European Agreement concerning the Interational Carriage of Dangerous
Goods by Road; AICS - Australian Inventary of Chemical Substances; ASTM - American Society
for the Testing of Materials; bw - Body weight; CLP - Classification Labelling Packaging Regula-
tion; Regulation (EC) No 1272/2008; CMR - Carcincgen, Mutagen or Reproductive Toxicant; DIN
- Standard of the German Institute for Standardisation; DSL - Domestic Substances List {Cana-
da); ECHA - European Chemicals Agency, EC-Number - European Community number; ECx -
Concentration associated with x36 response; ELx - Loading rate associated with x% response:
EmS - Emergency Schedule; ENCS - Existing and New Chemical Substances (Japan); ErCx -
Concentration associated with x% growth rate response; GHS - Globally Harmonized System;
GLP - Good Laboratory Practice: IARC - International Agency for Besearch on Cancer: IATA - In-
ternational Air Transport Association; IBC - International Code for the Construction and Equip-
ment of Ships carrying Dangerous Chemicals in Bulk; IC50 - Half maximal inhibitory concentra-
tion; ICAO - International Civil Aviation Organization; IECSC - Inventory of Existing Chemical
Substances in China; IMDG - Intemational Maritime Dangerous Goods; IMO - International Mari-
time Organization; ISHL - Industrial Safety and Health Law (Japan); ISO - International Organisa-
tion for Standardization; KECI - Korea Existing Chemicals Inventory; LC50 - Lethal Concentration
to 50 % of a test population; LD50 - Lethal Dose 1o 50% of a test population (Median Lethal
Dose); MARPOL - International Convention for the Prevention of Pollution from Ships; n.o.s, - Not
Otherwise Specified; NO(A)EC - No Observed (Adverse) Effect Concentration; NO(AJEL - No
Observed (Adverse) Effect Level; NOELR - No Observable Effect Loading Rate; NZioC - New
Zealand Inventory of Chemicals; OECD - QOrganization for Economic Co-operation and Develop-
ment: OPPTS - Office of Chemical Safety and Pollution Prevention; PBT - Persistent. Bicaccumu-
lative and Toxic substance; PICCS - Philippines Inventory of Chemicals and Chemical Substanc-
es: (Q)SAR - {Quantitative) Structure Activity Relationship; REACH - Regulation (EC) No
1907/2006 of the European Parliament and of the Council concerning the Registration, Evalua-
tion, Authorisation and Restriction of Chemicats; RID - Regulations conceming the International
Carriage of Dangerous Goods by Rail; SADT - Self-Accelerating Decompasition Temperature;
SDS - Safety Data Sheet; TCSI - Taiwan Chemical Substance Inventory; TRGS - Technical Rule
for Hazardous Substances; TSCA - Toxic Substances Control Act (United States); UN - United
Nations; vPvB - Very Persistent and Very Bioaccumulative

Further information

The information provided in this Safety Data Sheet is correct 1o the best of our knowledge, infor-
mation and belief at the date of its publication. The information given is designed only as a guid-
ance for safe handling, use. processing, storage, transportation, disposal and release and is not
1o be considered a warranty or quality specification. The information relates only to the specific
material designated and may not be valid for such material used in combination with any other
materials or in any process, unless specified in the text.

GB/EN
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DSM

PI’OdUCt |nf0rmati0n ' BRIGHT SCIENCE. BRIGHTER LIVING,
Product Data Sheet

PENTAVITIN®

Description

PENTAVITIN® is 100% natural and plant-derived. The Saccharide lsomerate Is formed by
isomerisation of plant-derived D-glucose and is similar to that of the carbohydrate complex
found in human skin. It is suitable for both skin- and hair care applications.

PENTAVITIN® is ECOCERT- and COSMOS approved, as well as NATRUE certified.

Product identification
Product code: 50 33152

Composition

INCI name Content CAS No. EINECS/ELINCS
Saccharide Isomerate > 50% 100843-69-4 none

Aqua 25-50% 7732-18-5 231-791-2
Citric Acid 0.1-1% 77-92-9 201-069-1
Sodium Citrate 0.1-1% 68-04-2 200-675-3

The two main components of the Saccharide Isomerate are glucose (CAS No. 50-99-7, EINECS
No. 200-075-1) and fructose (CAS No. 57-48-7, EINECS No. 200-333-3).

Specifications

Appearance: clear, yellowish to slightly amber coloured, slightly
viscous liquid

pH: 4.0-5.0

Residue on drying: 52.0 - 55.0 % m/m

Relative density d20/20: 1.240 - 1.255

Refractive index n25: 1.422 - 1.430

Identity by Infrared spectrum: corresponds to reference spectrum

Total aerobic mesophile plate count: < 100 CFU / ml

Specified microorganisms: not detectable in one milliliter

Solubility

PENTAVITIN®is soluble in water.

& DSM Nutritional Products Ltd, 2017
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DSM

Product Information : BRIGHT SCIENCE. BRIGHTER LIVING,
Product Data Sheet

PENTAVITIN®

Stability and storage

PENTAVITIN® may be stored for at least 36 months from the date of manufacture in the
unopened original container protected from light in a clean place and at a temperature
between 15 and 25°C. The ‘Best use before” date is printed on the label. Keep package tightly
closed. Once opened, use contents quickly. In order to aveid secondary microbial
contamination, following opening, containers should be handled with special care.

Uses

PENTAVITIN® is an ingredient for personal care products. PENTAVITIN® can be processed either
warm (< 60°C) or cold, and should be incorporated into the aquecus phase of a cosmetic
formulation. For skin care preparations, the addition of 1 to 5% PENTAVITIN® is recommended
and for hair applications we recommend 0.2% in shampoo and 0.5% in conditioner/treatments.

Certifications
ECOCERT

PENTAVITIN® is approved by Ecocert Greenlife according to the Ecocert Standard for Natural and
Organic Cosmetics available at http://cosmetics.ecocert.com.

100% Natural origin, 0% Synthetic origin

COSMOS

PENTAVITIN® is approved by Ecocert Greenlife according to the Cosmos Standard available at
http://cosmos.ecocert.com,
100% Natural origin, 67.1% CPAI (Chemically Processed Agro-Ingredient)

NATRUE
PENTAVITIN® complies with the NATRUE criteria
2% Natural (0% Organic), 48% Water, 50% Derived Natural, 0% Nature-identical

Safety

This product is safe for the intended use. Avoid ingestion or direct contact by applying suitable
protective measures and personal hygiene.

For full safety information and necessary precautions, please refer to the respective DSM
Material Safety Data Sheet.

Legal notice

The information given in this publication is based on our current knowledge and experience, and
may be used at your discretion and risk. It does not relieve you from carrying out your own

precautions and tests. We do not assume any liability in connection with your product or its use.
You must comply with all applicable laws and regulations, and observe all third party rights.

& DSM Nutritional Products Ltd, 2017
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Product Information
Product Data Sheet

PENTAVITIN®

Additional information

DSM

BRIGHT SCIENCE. BRIGHTER LIVING,

To find out more about our ingredients, please contact your nearest DSM Nutritional Products

office.

DSEM Nustritional Products Ltd
Proguct Managemant
Building 241

PO Box 2676

CH-4002 Basel

Switzerlang

Tol.- +41 (0) 61 815 88399
Internet www. dimnutritionalproducts com

D5M Nutritional Froducts LLG
45 Waterview Soulevard
Parsippany, NJ 07054-1238

Tel.- +1 (800} 525 0189 (Human Nutrition, Personal Care)
Tel.: +1 (B00) 451-8325 (Animal Nutrition)
Internet www. unlimitednutrition-ng.dsn com

DSM Nutritional Products Europe Ltd
PO Box 2676

CH-4002 Basel

Switzerland

Tek.: +41 (0) 61 M5 7777
Internet www. unlimitednutrition gy dsm. com

OSM Singapara Industrial Pte Lid,

trading as DSM Nutritional Products Asia Pacific
30 Pasir Panjarg Road #13-31

Mapdatree Business City

Singapore 117440

Ted.: + (65) 66326500
Internet www. dsmnutriticoalproducts.com

DSW Nutritional Products China
Noe. 476, Li Bing foad
Zhangjiang Hagh-Tach Park
Pudeng Area, Shanghad 201203
P.A. of China

Ted.© + BE (0)27 6141 8188
Internet www.dsmnutritionalproducts.on

OSM Progutos Nutricionais Brasil S.A

Avenida Engenheiro Billings, n* 1729 - Prédio 31
Sala A

CEP:05321-010

530 Paulo - P

Brasit

Ted.: « 55 (11) 37E0-6300

& DSM Nutritional Products Ltd, 2017
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Material Safety Data Sheet PT0208

According fo EU Regulation 1907/2006

Date Revised:
Aloe Vera 10:1, Concentrate N/A

SECTION 1: [dertilication of 1he substanceimixture and of the company/undertaking
1.1 Product Identifier
Product Nama Aloe Vara 10:1, Concantrate

The pice expressed from the canira fillet of the plant Akoe barbadensis and preserved by the addton of Carc
Biological Delinition acid. Sodium benzoate and Patassium sorbate.
W Name Ake barbadensis Leat Julce, Cinc acid, Sodum banzoate, Potassum sorbate
Synanyms & Trade Names NA
Intarnal Product Code HD0048

¢ 85507-69-3/ 77-92-9/ 287-390-8 / 201-069-1 / 287-350-8 / 201-069-1 /

CAS-No 532.32-1/ 580-00-1 EC No. 208.534.8/ 2483761 | EINECONO. | 508500 3 | 2463761

1.2 Detalls of the supplier of the safety data sheet
Company kentification The Kerfoot Group Ltd, Clive House,
Standard Way Industrial Estate,
Darlington Road,
Northalerion,
North Yoekshire,
Englard
OLS 2XA
* E-mail: specaltyidkedootoroup co.uk

1.3 Details of the supplier of the safety data sheet
_Emergency Contact | ® Mr Tom Keroot — Tet 01608 766790

ey - S | T'S INCREDIBLE =L___
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Material Safety Data Sheet PT0208

According o EU Regulation 1907/2006
Aloe Vera 10:1, Concentrate mm '

SECTION 2. Hazards identification -
2.1 Classification of the substance or mixture :
Clasadication (67/548EEC) Not clessed 8s & hezardous substance.

| Not classed as a hazardous subsiance.

2.2 Label elements

Label in accordance with Regulation (EC) No 12722008
GHS Label: None
Signal word: Nonie
Containg No hazardous substances
Hazard Statements: Noae
Pracautionary Statemants: None
" Supplemanary Pracautionary None
enks:
Fisk phrases and Safety phrases in full refer lo Sechion 16 — Other InGemation
2.3 Othor hazards
Adverse physio-chemical None

Adverse effacts on human heath | Nooe

m 3: Compostion'intormation on Ingredients
3.1 Substances

EU INCI Cas No: Hazards

Ake bartadensis Leal Juice Cas No:  85807-69-3 Not classed as a hazardous substance
Citric acid Cas No: 77-92-9 Not classed as a hazardous substance
Sodium benzeale Cas No: 5§32-32-1 Nol dassed as a hazardous substance
Potassium sorbate Cas No:  550-00-1 Not classed as a hazardous substance

3.2 Mixtures

EU INCH Cas No hazards
NA NA NA

e WSS |T'S INCREDIBLE =___
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Material Safety Data Sheet PT0208

According o EU Regulation 1907/2006
Aloe Vera 10:1, Concentrate mm '

SECTION 4: First aid measures
4.1 Description of first aid measures

Genaral information See balow.
Inhalation Remave affected parson to fresh air. Seek medical attertion 4 any discomfort continues.

ingestion Rinse mouth with water, Seek medical attention # discomfort occurs.

Skin Contact Remave contaminaled clothing, Wash skin with soap and water. Seak meadical atention If ary dacomion
continues.
Eye Cantact Immediately fush with plenty of water for up 10 15 mnutes. Remove any comact lenses and open eyes wide
. Soek medical attention # iritation continues.

4.2 Most important symptoms and effects, both acute and delayed

Nona,

4.3 Indication of any immediate medical attention and special treatment needed
No spacific recommeandations.

SECTION 5. Fire tighting measwres

5.1 Extinguishing Media

Extinguishing media- Carbon dicade (CO2). Dry Chemical Powder. Foam
Unsultable axtinguishing meda; Water

5.2 Special hazards arising from the substance or mixture.
Ondes of carbon formed on combustan

5.3 Advice for firo-fighters

Ramove contamers close 1 fire or cool with water, Wear positive pressure self-contained breathing apparatus (SCBA) and appropriate
protective clothing.

SECTION 6: Accidents release measures

6.1 Personal precautions

\Wear sutable pratactive equipmant, Includng gloves, gogglestace sheld, raspirator, bools, clothing or apron, as appropeiate. In case of splls,
beware ol slippery tlhors and surfaces.

6.2 Environmental precautions
No known negative eMects on aguatic anvironment.

6.3 Methods and material for containment and cleaning up

Contain and absorb spillage with sand, earth or other non-combustble matenal. Collect and place in sustable waste disposal containers and seal
sacuraly. Label the contaners containing waste and contaminated materials and remaove from the area as soon &s possible. Wash thoroughly after
dealing with a spifage,

6.4 Rederences to other sections.

Plagse rater 10 Sachion 8 - Exposure controds/persanal protection tor furthar information on persanal pracauticns
Please refer 10 Sechio 13 - Disposal Considerations for further mtormation on waste treatment.
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Material Safety Data Sheet PT0208

According fo EU Regulation 1907/2006
Aloe Vera 10:1, Concentrate Muu '

SECTION 7: Handling and Siorage
7.1 Precautions for safe handling
Handa all packages and contaners carefully to minimise spils

7.2 Conditions for safe storage, Including any iIncompatibilities

Store in tightly closed, ongnal conaner in a ceol, dry and well venlilales area. Keep away lrom heal, sparks and open flame. Protect from
freezing and direct sunight

7.3 Specific end use(s)
No addtonal data available.

SECTION 8: Exposura conirols/parsonal protaction

8.1 Control Parameters
None

8.2 Exposure Controls
Eyewaar complying with an approved standard should be wom If & risk assessmant

Eyo protection indicales eye contact i passivle. The fallowing protection shauld be wom: Chemical splash
gogples or faca shisld.

Hand protecticn Chemicad-resistant, iImparvious gloves complying with an approved standard shoukt be worn
If & risk assessment indicates siin contact is possible.

. No s?oéﬂz recommendations, Respiratary protection may-f:; requirad If excessaa altborna contamination

Fespiratory Equipment cocurs. Ersure area is well ventialed

Skin protection Wear appropréate clothing to prevent any possibility of sn cantact. Wesar apron o protective clathing.

Hygana Measures Good parsonal hygiena practicas are always advisable, especially when workong with chemicals / oils,

Engineering Measures No spocial measure required

SECTION 9: Physical and chemical properties
9.1 Information on basic physical and chemical properties

Appearanci Mobie Liqud
Golur Clear yollow % brown
Odour Charactenstic - vegelable ke
Aslative Densily 1.011 - 1.025 @20°C
“Flash Point {°C) NA
“Asiractve index NA
Meiting Point °C) NA
“Boiling Point ("G} NA
Vapour Pressure NA
“Solunilty In Waler @20°C NA
Alfio-igniion lemperaties (*C) NA

9.2 Other information

ey - WSS | T'S INCREDIBLE =L___
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N/A

SECTION 10: Stabilty &nd resctiviy
10.1 Reactivity

Date Creatod:

Material Safety Data Sheet

18.10.2016
According o EU Regulation 1907/2006
Aloe Vera 10:1, Concentrate mm '

Stable unger normal handling conditions.

10.2 Chemical stability

Stable under the recommended handing and storage condbons.

10.3 Possibllity of hazardous reactions

Will not polymerise

10.4 Conditions to avold

Avold heat, Sames and othar sources of gnaion.

10.5 Incompatible materials

Streng oxidsing agems. Strong acids. Strong alkalis.

10.6 Hazardous decomposition products
Thermal decamposition or combustion products may mclude the lolowng substances: Oxides of carbon. Oxdes of nitrogen.

SECTION 11: Taxicological iformation
11.1 Information on toxicological effects.

Acute iy No specilic haath hazards known

S| o e e S e oo o e
Serlous eye damageiirmtation: Vapour or spray in the eyes may cause imtation and smarting.
Respiratary or skin sersitisalion. Neo specific heath hazards known,

Garm cell mutagenicity: Ne additionat data available

Carcincgenicity: No additional cata avallabie

Roproductive toxicity: No additional data avaitable

STOT-single exposurs: No adaitionad data avallabio

STOT-repaated exposure; No additional data avalable

Aspiratan hazard: No additional data available

Othar infarmation: No additional data availabie
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Material Safety Data Sheet PT0208

According fo EU Regulation 1907/2006
Aloe Vera 10:1, Concentrate Muu '

SECTION 12: Ecological mfomation
12.1 Toxleity

MNo negative effects on the aquatic ervironment are known,

12.2 Persistence and degradability
Tho product is expected to be biodegradabla

12.3 Bio-accumulative potential

The product does not comain any substances axpactad 10 ba bio-accumulating,
12.4 Mobiity in soil

The product is soluble In water

12.5 Results of PBT and VPVB assessment

This product doas not contain any substances classified as PBT or vPv8,

12.6 Other adverse effects

None,

SECTION 13 Disposal consicerations

13.1 Waste Treatment Methods

When possible recover spifed product, When product must be discarded, do 5o info an authorsed dump ar recycling service station. At in
accordance with local and national regulatons

SECTION 14 Transport information

Waming Icon No data avadable.
“Propar Shipping Name Nal Bound under iraneport regulatons
"UNNo. Aoad Not bound under ransport raguiations
"ADR Cass Nona
Hazard No m Nana
Hazchem Code Nona
TUN No. SEA Nol bound under Trarsport regulations.
IMDG Class. Nana
TIVDG Pack Gr. Nane
TEMS None
“UNNo, AR Not bound under transport reguiatons
Ar Class Nona
A Pack Gr. None
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AR Material Safety Data Sheet iprviyeery

xmg_r_odr According to EU Regulation 1907/2006
\. " Aloe Vera 10:1, Concentrate e

SECTION 15: Regulatary infarmation
15.1 Safety, health and environmental regulations/legisiation specific for the substance or mixture

“EU Diractives Regulaton [EC) No 19072006 of the European Parllament and of the Councl of 18" Dec 2006 Conceming tha

Registration, Evaluation, Authorisation and Restiction of Chemicals (REACH). establishing a European

Chemicals Agency, amending Directive 19345 EC and repeatng Council Regulation Councll Regulation (EEC)

NoT93/'93 and Commission Regulation (EC) No 148894 as well as Council Directive 76/769EEC and

Commission Directives 91155EEC, SQE7/EEC, and 93105 EEC and 2000V21/EC ncluding dments.

" Statutory instiuments The Chemicals (Hazard Information and Packaging for Supply Requistions 2009 (S.1. 2009 No 716).
Approved Code of Practice Classification and Labeling ol Substances and Preparations Dangarous for Supply. Safety Data

Sheets for Substances and Preparations

TGuidanceNoles | Workpiace Exposuré Limits EHA0. CHIP for everyons HSG 108,

15.2 Chemical safety assessment
An assassment has nol been axecutad.

SECTION 16: Other information
Traning instructions: Reler to possible hazard batore use of this product

Abbreviations and acronyms:

“MSDS Matorial Saloty Data Shaot
NGT Trearmational Nomenclahire of Cosmebe Ingrodiomis
“CAS Chemical Abstract Sarice
e Inermalional Maritne Code 1or Dangerous Goods
“ADR Accord eurcpéen sir le iransport des marchandees dangereuses par Roule (Eurcpean Agreement
cuncormng the Intemational Carriage of Dangerous Goods by Road)
"RID Interrational Carage of Dangerous Goods by Rt
TICAD ineernational Civil Avialion Ofganizatan
“ABN Inermational Camage of Dangerous Goods by Inland Waterways
“GHS Giobally Hamonized System of Ciassification and Labeling of Chemicais
Trem Card Transport Emeegancy Card
sToT Spocific Target Organ Tomcity
NA Nat Avaslable
“Hisk Phrases in full: NA
“Salety Phrases in full; A

Complies witn AEACH gukiance for SOS as circulated by ECHA 2011,

Disclalmer This Information contained heredn Is betleved to be true and correct at the time of our response. Any
views or opinions presented in this document are solely those of the author and do not necessarily
represent those of The Kerfoot Group. Neither can we guarantee the accuracy of any of the
Information or data contained within. It s not, and should not be construed as, a guarantee or
warranty, or a part of our contractual or other legal obligations. Disclosure, reproduction or
transmission, in whole or in part, without prior written consent of The Kerfoot Group is not permitted,
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Material Safety Data Sheet 03006

According to EU Regulation 1907/2006

Date Revised:
Aloe Vera 10:1, Concentrate N/A
Revisions In this d
Date (DD-MM-YYYY) Change Revision Number
181072016 New |ssue 0
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Awvril crove

Date: 05/03/2020

To Whom It May Concern

Re: INCI Breakdown - Aloe Vera 10:1 Concentrate — RO0048

We can confirm that the Aloe Vera 10:1 Concentrate supplied on R0O0048 is produced from:

INCI Name EINECS INCI Breakdown (%)
Aloe Barbadensis Leaf Juice 287-390-8 >98.0 to €100.0
Citric Acid 201-069-1 <10
Sodium Benzoate 208-534-8 <01
Potassium Sorbate 246-376-1 <02

The Kerfoot/Avril Group can also confirm that the Aloe Vera 10:1 Concentrate is a mixture
composition,

Yours Faithfully,

The Kerfoot Technical Team

+44 (0) 1609 766 790 Avril Group
info@kerfootgroup.co.uk The Olive House
www. kerfootgroup.co,uk Standard Way Industrial Park

Darlington Road, Northallerton

VAT number 329311570 North Yorkshire DL6 2ZXA UK
Registered Number 1501275
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bioniks

BRAND NAME: BIONIKS
PRODUCT NAME: INTENSIVE MOISTURIZING CREAM

CERTIFICATE OF ANALYSIS

General Characteristic
Apeaance Crea . INHOUSE
Color White INHOUSE
Odor Characteristic INHOUSE

Chemical Specifications

Viscasity (at 25°C) N/A INHOUSE

____ Refractometric Index N/A INHOUSE_
pH 5,6 INHOUSE
Flash Point N/A INHOUSE

Other Specifications

,Ty_A 9!!'9. 0! o ,J__f, |

Microbiological Specifications

ANALYSIS © METHODS RESULT | VALUE LIMITS

Total Microorganism Count E;:::::f“;:;g?:gﬁ? <10 kob/ml <2x10’
Mold and Yeast Count E;::::;"z'.’; :'2":;‘;?:;’ <10 | kob/ml <2x10°
Pseudomonas aeruginosa E:t:::::rn;:_:?la:;ﬁ? Absance g/mi Absénce
| cupmeasizwasn | et | el | Moo
Escherichia coll E:;:::;nzi.’;i;rznl:c;::;a Absaica g/ml Aoxbiog
Condido albicans E:;:;:earn;:‘alrznxc;?:;a Absafos . g/mi | Absirice

Approved By:
Dr. Pharm, Neslihan SAHIN

@wu’d\n

BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI
Cevizli Mah. Mustafa Kemal Cad. Hukukgular s Merkezi No: 34 |¢ Kaps No: 15
Kartal/ Istanbul

=
o))

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.




V1. Statement Of Animal Testing
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DECLARATION ON ANIMAL TESTING

PRODUCER: RK KOZMETIK HIJYEN URUNLERI SAN, DIS. TiC. A.S.

SUPPLIER ADDRESS: RK KOZMETIK HIJYEN URUNLERI SAN. DIS. TIC. A.S.
Istanbul Deri Organize Sanayi Bolgesi Nokra Caddesi.

No:2/A No:2 3495 TUZLA / ISTANBUL

We (BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI) as being producing company of
Manufacturer (BIONIKS INTENSIVE MOISTURIZING CREAM), hereby declare that no animal
testing was conducted on any BIONIKS INTENSIVE MOISTURIZING CREAM / Skin Care
Cosmetic Product after March 11th 2013 or any ingredients/raw materials after March 11th 2013 (Art.
4a, 76 [T68/EEC:; Art. 18, 1223/2009 EC) for the purpose of compliance with the European Legislation

on cosmelic products.

RK KOZMETIK HIJYEN URUNLERI SAN. DIS. TiC. AS.
istanbul Deri Organize Sanayi Bolgesi Nokra Caddesi. No:2/A 4No:2 3495
TUZLA / ISTANBUL

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



VI1I. Adverse and Serious Adverse Effect
Declaration
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DECLARATION
Dear Sir/Madam:;

Any adverse reactions and serious adverse effects have not been
reported for;
o BIONIKS INTENSIVE MOISTURIZING CREAM - 50 ml

REGARDS,
BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI

BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI
CEVIZLI MAH. MUSTAFA KEMAL CAD. HUKUKCULAR IS MERKEZI NO: 34 iC
KAPINO: 15 KARTAL/ ISTANBUL

o

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



VI1II. Statement Regarding To Nano Materials
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DECLARATION OF NANO MATERIALS IN COSMETIC PRODUCT

Company: RK KOZMETIK HUYEN URUNLERI SAN. DIS. TIC. A.S.
Adress: Istanbul Deri Organize Sanayi Bolgesi Nokra Caddesi, No:2/A No:2 3495
TUZLA / ISTANBUL

We declare to that we don't use nanomaterial ingredients in the manufacture of cosmetic

products which is listed below.,

e BIONIKS INTENSIVE MOISTURIZING CREAM - 50 ml

We commit to inform to that as per our contractual obligation,of any changes to our

declaration with respect to animal testing of substances in or final our cosmetic products,

REGARDS
RK KOZMETIK HIJYEN URUNLERI SAN. DIS. TIC. AS.

RK KOZMETIK HIJYEN URUNLERI SAN. DIS. TiC. A.S.
Istanbul Deri Organize Sanayi Bélgesi Nokra Caddesi, No:2/A No:2 3495
TUZLA / ISTANBUL

N

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.
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SAFETY-RELATED CLAIM

Brand Name : BIONIKS
Product Name : INTENSIVE CARE CREAM

There are no safety related claims on this product.

REGARDS

Maruderm Giizellik ve Kozmetik Uriinleri San. ve Tic. A.S.

BIiONIKS MEDIKAL KOZMETIK LIMITED SIRKETI
CEVIZLI MAH. MUSTAFA KEMAL CAD. HUKUKCULAR iS MERKEZI NO: 34 iC
KAPINO: 15 KARTAL/ ISTANBUL

4%

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.



Claims of Proof

There are also the following phrases on the label: Enriched with Hyaluronic Acid Complex, Niacinamide,
Chamomile Extract, Aloe Barbadensis Leaf Water, Panthenol, and Betaine, this intense moisturizer deeply
hydrates and soothes the skin. It helps maintain the skin's optimal moisture balance, keeping it soft and supple,
all day long.

Niacinamide:

Nicotinic acid/niacinamide and the skin

Nicotinic acid (also generally known as niacin) and niacinamide (also known as nicotinamide) are similarly
effective as a vitamin because they can be converted into each other within the organism. The blanket term
vitamin B(3) is used for both. Niacinamide is a component of important coenzymes involved in hydrogen
transfer. Here, the two codehydrogenases, nicotinamide adenine dinucleotide (NAD) and nicotinamide adenine
dinucleotide phosphate (NADP) are of central importance. Topical application of niacinamide has a stabilizing
effect on epidermal barrier function, seen as a reduction in transepidermal water loss and an improvement in
the moisture content of the horny layer. Niacinamide leads to an increase in protein synthesis (e.g. keratin), has
a stimulating effect on ceramide synthesis, speeds up the differentiation of keratinocytes, and raises intracellular
NADP levels. In ageing skin, topical application of niacinamide improves the surface structure, smoothes out
wrinkles and inhibits photocarcinogenesis, it is possible to demonstrate anti-inflammatory effects in acne, rosace
and nitrogen mustard-induced irritation. Because of its verifiable beneficial effects, niacinamide would be a
suitable component in cosmetic products for use in disorders of epidermal barrier function, for ageing skin, for

improving pigmentary disorders and for use on skin prone to acne.

[Ref: Gehring W. Nicotinic acid/niacinamide and the skin. J Cosmet Dermatol. 2004 Apr;3(2):88-93. doi:
10.1111/5.1473-2130.2004.00115.x. PMID: 17147561.]

Niacinamide is vitamin B3, an essential nutrient. In the body, it is converted to the co-factors NADH and
NADPH that are involved in many biochemical reactions. Dietary deficiency of this water-soluble member of
the vitamin B family causes pellagra, a disease which includes dermatitis and red lesions. Pellagra caused
thousands of deaths in the United States in the first half of the twentieth century, until simple dietary
supplementation with this absorbable vitamin was found to cure the disorder. NAD+ and NADPH levels in skin
cells decline with age. Thus, supplementing skin with the precursor to these vital co-factors has the potential to
provide appearance benefits to aging skin. Since niacinamide penetrates the skin's surface readily, it is

bioavailable from topical application for targeted delivery to specific skin sites. Clinical evaluations of topical

w
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formulations containing this vitamin have identified a wide range of skin care benefits. Among the many
cosmetic effects for skin are reductions in the appearance of hyperpigmented spots, redness, yellowing
(sallowness), surface sebum, pore size, surface texture, and fine lines and wrinkles. Additionally, there are
improvements in moisturization, stratum corneum barrier integrity and elastieity. Further clinical evaluations
have found that specific combinations of niacianamide with other cosmetic skin care ingredients can provide an

even greater magnitude of appearance benefits.benefits.

Niacinamide effect (ex vivo, in vitro) | Postulated skin appearance benefits

Inhibition of sebum production, | Reduced acne
specifically reducing the content of | Reduced pore size
diglycerides, triglycerides, and fatty | Improved texture

acids

Stimulation of epidermal skin barrier | Improved skin barrier and moisturization
lipids (ceramides) and proteins | Reduced skin redness

(keratin, involucrin, filaggrin) Rosacea appearance benefits

Anti-inflammatory  (inhibition  of | Anti-aging

inflammatory cytokines) Reduced skin redness
Rosacea appearance benefits
Increased production of collagen Anti-wrinkle

Inhibition of production of excess | Anti-wrinkle
dermal GAGS (glycosaminoglycans)

Inhibition of melanosome transfer | Reduced hyperpigmentation

from melanocytes to keratinocytes

Inhibition of protein glycation via | |pnibit skin yellowing
anti-oxidant effects (niacinamide, as | sun protection

precursor, increases levels of the
redox co-factors NADH and NADPH)

91¢
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[Ref: CHAPTER 10 Niacinamide : A Topical Vitamin with Wide-Ranging Skin Appearance Benefits, D. Berson,
R. Osborne, J. Oblong, T. Hakozaki, M. B. Johnson, D. Bissett, 2013]

Niacinamide is the biologically active form of vitamin B3. It is likely to act via an inhibition of the transfer of
melanosomes from melanocytes into keratinocytes. In fact, it inhibits both in vitro and in vivo melanogenesis,
most hikely through the abolition of melano-some transfer [53]. In addition, vitamin B3 has no effect on purified
tyrosinase, therefore, skin darkening is decreased in the co-culture system or in reconstructed epidermis and not

in melanocyte monocultures [21].
[Ref: ]

Aloe Barbadensis Leaf Juice:

COSMETOLOGICAL IMPORTANCE

Cosmetology is the study of cosmetics and their uses and cosmetics are the preparations externally applied to
change or enhance the beauty of skin, hair, nails, lips, and eyes. Aloe vera has been used since ancient times for
healing infection and burns. However with the improvement in cosmetology, it has been proved that Aloe vera
IS a very important component of cosmetics. It contains almost 20 amino acids, minerals like calcium,
magnesium and sodium in sufficient quantities, enzymes, vitamins, polysaccharides, nitrogen and other
components that make it a miracle beauty herb. Some of the most important applications of Aloe vera for

purpose of Cosmetology are being explained here briefly.

Pigmentation

Melanin is a pigment which is responsible for the color of the human skin. Hyper pigmentation is a situation in
which large amount of melanin is synthesized. This generally happens due to excess exposure of the skin to the
sun. In reaction to UV rays in sunbeams, the skin cells called melanocytes initiate to synthesize melanin. This
increased synthesis of melanin is responsible for the emergence of darkened patches on the skin. Aloe vera has

the property of diminishing the pigmentation and dark spots on the face [28,29].

Skin Eruption
Aloe vera containing creams are beneficial for skin eruptions. Aloe vera gels have been proved to be the best
remedy for burns and wounds. Actually, cellular regeneration, anti-bacterial and anti-fungal activities of Aloe

vera make it useful for skin eruption [30,31].

Sclap and other Skin Problems

L1E
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https://rudiapt.files.wordpress.com/2017/11/cosmeceuticals-and-active-cosmetics-3rd-ed-2016.pdf

Aloe vera is very valuable for skin disorders. It may also be used for the treatment of scalp, stings, sprains,

sunburns, eczema, sore muscles, arthritis, scrapes, cold sores, scalds, abrasions, psoriasis, bruises, etc [32,33].

Itching and Blisters
Aloe vera also provides relief from itching and also helps to treat blisters. Aloe contains vitamin B1, B2, B6,

B12 and vitamin C that provide soothing and pleasing sensation to skin [34,35].

Skin Aging

Aloe vera initiates the synthesis of elastin as well as collagen. These proteins are essential for preventing the
aging of the skin [36,37]. Acne Aloe vera helps to eradicate acne scars by performing as an immune booster
and an anti-inflammatory agent. Beauty products composed of Aloe vera may diminish the rigorousness of acne.
It is also composed of the chemical ingredients which have the property to save the skin to initiate the acne
[38,39].

Freshness

Aloe vera impart the sensation freshness. It helps in increasing distribution of blood therefore providing easier
oxygen exchange among the cells, hence giving them nourishment [40]. Sun-burns Aloe Vera has an
outstanding possession in diminishing the hurting of sunburn. For this purpose, it is rubbed directly on skin.

The fresh fluid from the plant or Aloe vera containing after-sun creams may be used for sun-burns [41].

Moisturizing Agent

Aloe vera may also be used for softening and moisturizing the skin. There are so many products available in the
market containing Aloe vera which may be used post-showering to obtain the skin in super soft shape. Aloe
vera gel, cream or lotion applied on the face forms a delicious cover that helps to shield the skin from dust and

other natural elements which may be injurious to the skin [42,43].

[Ref:

]

Aloe vera deeply moisturizes the scalp, reduces dandruff, and enhances the natural shine of hair. Its proteolytic
enzymes repair dead skin cells on the scalp, promoting healthy hair growth. Additionally, it improves hair
elasticity, prevents breakage, and makes hair easier to style.

[Ref: ]
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https://www.researchgate.net/publication/233818204_Medicinal_and_cosmetological_importance_of_Aloe_vera
https://www.researchgate.net/publication/233818204_Medicinal_and_cosmetological_importance_of_Aloe_vera
https://www.medicoverhospitals.in/tr/articles/aloe-vera-gel-for-hair?utm_source=chatgpt.com

Chamomilla Recutita Flower Extract:

Enriched with Chamomile Extract to help soothe and protect the skin from sun-induced irritation and oxidative
stress."

(Supports skin comfort and reduces visible signs of photo-induced inflammation.)

[Ref: Srivastava, J.K., Shankar, E., & Gupta, S. (2010). Chamomile: A herbal medicine of the past with bright
future. Molecular Medicine Reports, 3(6), 895-901.

]
Chamomilla recutita (Matricaria) flower extract is renowned for its soothing and anti-inflammatory properties,
making it particularly beneficial for sensitive skin. Rich in bioactive compounds such as apigenin, chamazulene,
and a-bisabolol, this extract helps to calm irritated skin, reduce redness, and support the skin's natural barrier

function.

Clinical studies have demonstrated that formulations containing Chamomilla recutita extract are generally non-
irritating and well-tolerated. For instance, human repeat insult patch tests (HRIPT) on products with
concentrations ranging from 0.01% to 0.4% showed no adverse skin reactions, underscoring its suitability for

daily use in intimate care products.
[Ref: ]

Sodium Hyaluronate:

Sodium Hyaluronate is a derivative of hyaluronic acid, known for its moisturizing, anti-wrinkle, and plumping
effects in skincare. With its high water retention capacity, it helps maintain the skin’s moisture balance,
enhances elasticity, and reduces the appearance of fine lines. Additionally, it nourishes and repairs the skin
barrier, improving the overall appearance and feel of the skin. Due to its plumping effect, it is frequently used

in anti-aging products.

As an acidic polysaccharide, the formation of Hyaluronic acid (HA) is typically Sodium Hyaluronate (SH) for
knee repair, oral treatment, skincare and as a food additive. Nevertheless, little information is available on the
anti-ageing activity of SH as a food additive. Therefore, we treated C. elegans with SH, then inferred the anti-
aging activity of SH by examining the lifespan physiological indicators and senescence-associated gene
expression. Compared with the control group, SH (800 ug/mL) prolonged the C. elegans' lifespans in regular,
35 °C and H202 environment by 0.27-fold, 0.25-fold and 1.17-fold. Simultaneously, glutathione peroxidase
(GSH-Px), antioxidant enzyme superoxide dismutase (SOD) and catalase (CAT) were increased by 8.6%,

0.36% and 167%. However, lipofuscin accumulation, reactive oxygen species (ROS) and malondi%l;jehyde
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https://journals.sagepub.com/doi/10.1177/1091581818801814?utm_

(MDA) were decreased by 36%, 47.8-65.7% and 9.5-13.1%. After SH treatment, athletic ability was improved
and no impairment of reproductive capacity was seen. In addition, SH inhibited the blocking effect of age-1 and
up-regulated gene levels involving daf-16, sod-3, gst-4 and skn-1. In conclusion, SH provides potential

applications in anti-ageing and anti-oxidation and regulates physiological function.
[Ref: ]

Due to the unique hydration, viscoelastic, and biocompatibility properties of HA and in view of a range of
molecular-weight materials’ ability to penetrate skin, HA is being extensively used in cosmetic products as
moisturizer, thickener, and stabilizer. Since HA is a water-soluble product, it can be easily incorporated in the

water phase of cosmetic formulas.

In hair-care and hair-treatment formulations, HA restructures the keratin fibers “inside” the fibers, improves

elasticity of hair, and increases the washing resistance of colored hair

[Ref:

The product is claimed to be dermatologically tested. Dermatological testing has been initiated, and the file

will be updated once the test report becomes available.
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X. Finished Product MSDS
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MATERIAL SAFETY DATA SHEET

Prepared in accordance with Annex Il of the REACH Regulation EC 1907/2006
In compliance with regulation (EC) no. 1272/2008
According to Regulation (EU) No 2020/878

Printing Date: 25.05.2026 Revision Date: 25.05.2026
Revision No: 1 Form No: B-012

BIONIKS INSENTIVE CARE CREAM - 50 ml

1. IDENTIFICATION OF THE SUBSTANCE /MIXTURE AND OF THE COMPANY /UNDERTAKING

1.1 SUBSTANCE / IDENTIFICATION OF THE MIXTURE

PRODUCT NAME BIONIKS INSENTIVE CARE CREAM - 50 ml
CHEMICAL FAMILY COSMETIC-SKIN CARE PRODUCT

CAS No N/A

EINECS No N/A

1.2 DETERMINED USES AND RECOMMENDED USAGE OF THE SUBSTANCE / MIXTURE

USAGE COSMETIC- SKIN CARE PRODUCT

1.3 SAFETY DATA SHEET SUPPLIER INFORMATION
PRODUCT OWNER: BIONIKS MEDIKAL KOZMETIK LIMITED SIRKET

CEViZLi MAH. MUSTAFA KEMAL CAD. HUKUKCULAR iS MERKEZI NO: 34 iC KAPI NO: 15
KARTAL/ ISTANBUL

1.4 EMERGENCY TELEPHONE NUMBER

National Poison Information Center (UZEM) 114
Emergency First Aid Center 112
Fire Department 112

EMERGENCY TELEPHONE
NUMBER

MSDS RESPONSIBLE
PERSON

2. HAZARDS IDENTIFICATION

2.1. Classification of the substance or mixture

Dr.Ecz.Neslihan Sahin

Classification according to Regulation (EC) No 1272/2008:
Not classified as Hazardous.

2.2 Label Informations

It is not included in the classification according to the provisions of le Regulation on the Safety Data Sheets for
Hazardous Substances and Mixtures if dated 1272/2008. Therefore, there is no pigtogram, warning or hazard word.

Precautionary Statements

P305 + P351 + P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove the contact lenses if
they are installed and easy to do. Continue rinsing.

Additional Hazard Statements
No Relationship

vuUu
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MATERIAL SAFETY DATA SHEET
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BIONIKS INSENTIVE CARE CREAM - 50 ml

3. COMPOSITION / INFORMATION ON INGREDIENTS

INGREDIENTS (INCI): Aqua, Glycerin, Niacinamide, Caprylic/Capric Triglyceride, Bis-Diglyceryl Polyacyladipate-2, Glyceryl
Stearate, Panthenol, Cetearyl Alcohol, 1,2-Hexanediol, Betaine, Aloe Barbadensis Leaf Juice, Phenoxyethanol,
Dimethicone, Polyacrylamide, Acrylates/C10-30 Alkyl Acrylate Crosspolymer, Saccharide lsomerate, Laureth-7, Sodium
Stearoyl Lactylate, C13-14 Isoparaffin, Sodium Lauroyl Glutamate, Dimethicone Crosspolymer, Chamomilla Recutita
Flower Extract, Ethylhexylglycerin, Squalane, Hyaluronic Add, Citric Acid, Sodium Acetylated Hyaluronate, Sodium
Hyaluronate, Sodium Citrate, Sodium Hyaluronate Crosspolymer, Hydroxypropyltrimonium Hyaluronate, Hydrolyzed
Hyaluronic Acid, Hydrolyzed Sodium Hyaluronate, Potassium Sorbate, Sodium Benzoate, Benzoic Acid, Dehydroacetic
Acid.

4. FIRST AID MEASURES

4.1 Description of first aid measures

Eye : Rinse with lukewarm water for at least 30 minutes , keeping eyelids open. If there is a
contact lens, it is removed and washed in running water for 5 minutes, Then go to the
ophthalmologist for medicated treatment.

Skin : In case of skin contact, remove contaminated clothing and shoes and wash your skin
under running water for at least 15 minutes. Do not wear clothes and shoes again without
washing.

Ingestion : Do not induce vomiting. Rinse mouth with water. Never give anything by mouth to
an unconscious patient. Get immediate medical attention.

Inhalation : Remove patient to fresh air immediately. If breathing has stopped, apply artificial

respiration. If breathing is difficult, give oxygen. Get immediate medical attention.

4.2 Most important symptoms and effects

Significant symptoms: headache, nausea, difficulty breathing, sore throat, redness of the skin. Sensitivity to the product
may occur on repeated or continuous contact, Asthmatic disease may occur as a result of repeated or permanent
inhalation of the product.

4.3 First signs for medical intervention and special treatment
Depending on the extent of exposure to the product, it is recommended that people who use it should undergo a medical
examination at certain times,

5. FIRE-FIGHTING MEASURES

5.1 Fire Extinguishers

Suitable extinguishing media: Foam, carbon dioxide or extinguishing powder. Water spray can be used if there is no
fire extinguishing agent.

Unsuitable fire Extinguishers: High volume water jet.

5.2 Special hazards arising from the substance or mixture

Carbon oxide (CO), Sodium Oxide.

5.3.Recommendations for fire-fighting teams

Fire tank tanks must be cooled by water spraying.

Spedial protective equipment: Firefighters are required to wear protective clothing with compressed air and
compressed, compressed air, and all-face masking, protective footwear, protective gloves, protective helmet and
protective clothing.

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
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BIONIKS INSENTIVE CARE CREAM - 50 ml

5.4.0ther Information
Do not breathe fumes in the event of fire or explosion. Fire in the vicinity of the product may cause pressure build-up

and cracking hazard in the container of the product. Storage tanks exposed to fire risks must be cooled with water and,
if possible, taken out of the hazardous area.

6. ACCIDENTAL RELEASE MEASURES

6.1 Personal precautions, protective equipment and emergency procedures

Contact emergency safety personnel immediately. Empty the space in question. To avoid breathing vapors, leave the
space in question and move in a direction perpendicular to the direction of the breeze. Impurities must be carried out by
qualified personnel. Unauthorized persons without work must be removed from the scene.

6.2.Environmental measures

Prevent contaminated water from being used in fire fighting, ground or surface water. Also prevent the material from
spreading into the environment and spread to the sewage network.

6.3. Methods and materials for containment and cleaning

It is necessary to impregnate the exposed materials with sand, soil or other absorbent materials and leave them with
the absorbent materials for 30 minutes in order to achieve the required effect. Care must be taken not to use sawdust
or similar flammable substances in the impregnation process. Wastes must be collected in a barrel or tank that can be
opened and closed from the top, due to subsequent waste disposal. The contaminated area should then be cleaned with
water,

7. HANDLING AND STORAGE
7.1 Use

Do not breathe vapor, avoid eye and skin contact. Avoid prolonged use. It should be kept away from any igniter,
Precautions should be taken against electrostatic charge.

1.2 Storage

It should be stored tightly closed in dry and well ventilated areas. Keep away from combustible materials, heat and
igniters

7.3 Fire and Explosion Protection Information

Keep away from sources of ignition. No smoking. Protect against electrostatic charges.

8. EXPOSURE CONTROLS / PERSONAL PROTECTION

Technical Measures
Adequate ventilation, emergency body and eye shower should be available.

Respiratory Device

This document has been prepared on behalf Of BIONIKS MEDIKAL KOZMETIK LIMITED SIRKETI by Dr.
Pharm. Neslihan SAHIN. This document can not be changed and can not be copied.
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BIONIKS INSENTIVE CARE CREAM - 50 ml

It was not found to have a specific temper, but in extreme cases it may be necessary to use respiratory protection in
extreme cases.

Eyes protection
If there is a risk of splashing, wear safety goggles or face shield,

Health Measures

Wash each shift and before eating, before smoking, and before going to the toilet. Wash immediately if the skin gets wet
or dirty. Remove all contaminated clothing immediately. Use a suitable skin cream to prevent the skin from drying out.
Do not eat or drink anything during use and do not smoke.

9. PHYSICAL AND CHEMICAL PROPERTIES

Appearance Cream

Color Transparent
Odor Characteristic

Ph Value N/A

Density 20°C N/A

Viscosity 60 ° C N/A

Flash Point N/A

Resolution Soluble in water.

10. STABILITY AND REACTIVITY

10.1 Reaction
No relationship

10.2 Chemical stability
It is stable at temperature and pressure under normal ambient conditions and the prescribed storage and handling
condition

10.3 Possibility of Hazardous Reactivity
No relationship.

10.4 Conditions to Avoid
Keep away from heat and sun.

10.5 Incompatible materials
No relationship

11. TOXICOLOGICAL INFORMATION

This is a personal care or cosmetic product that is safe for consumers and other users under intended and reasonably
foreseeable use. Additional information on toxicological endpoints is available from the supplier upon request.

Chronic Effects: Finished product is not expected to have chronic health effects.
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BIONIKS INSENTIVE CARE CREAM - 50 ml
Target Organs: No adverse health effects on target organs expected for finished product,

Carcinogenicity; Finished product is not expected to be carcinogenic.
NTP: No IARC: No OSHA: No

12. ECOLOGICAL INFORMATION

Contact with the environment sould be avoied. Spills and leaks must be cleaned immediately. All precautions should be
taken to prevent contact with the environment,

13, DISPOSAL INFORMATION

General Information
Packaging must be collected for re-use.

Disposal Methods
Dispose of Waste and Disposal in accordance with local authority regulations,

14, TRANSPORT INFORMATION

Land transport (ADR/RID/GGVSE):
No dangerous good in terms of the regulations.

Sea transport (IMDG/GGVSee):
No dangerous good in terms of the regulations.

Air transport (ICAO-TI/IATA-DGR):
No dangerous goaod in terms of the regulations

15. REGULATORY INFORMATION

15.1. Legal Information

By-Law on the Classification, Labeling and Storage of Substances [R.G. 11/12 / 2013-28848 - Repeating|]
Regulation on Safety Data Sheets for Hazardous Substances and Mixtures [13/12/2014 - 29204 - official newspaper.]
According to Commission Regulation (EU) 2020/878, Amending regulation (EC) No 1907 / 2006

16. OTHER INFORMATIONS

Full text of H (Harm) Phrases
H319 : Causes serious eye irritation

Full text of P (Precaution) Statements

P305 + P351 + P338: IF IN EYES: Rinse cautiously with water for several minutes. Remove the contact
lanses if they are installed and easy to do, Continue rinsing
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Information on the product in this Safety Data Sheet has been compiled from knowledge of the individual components.
The data here are based on current knowledge and experience, This safety data sheet reviews the product in terms of
safety requirements and does not give any warranty as to the specifications of the product. The data herein is only valid
when the product is used for the appropriate application (s). The product is not sold in accordance with other applications
- its use may lead to risks not mentioned in this list. Do not use for other applications without consulting the manufacturer

MSDS Preparer Neslihan $Sahin

EXPERT ACCREDITATION NO: LONCA KDU 255 /2023. 70
Date of Certification: 25.05.2023

Date of Expiration: 25.05,2028

LCE
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LONCA BELGELENDIRME A.S.

Kimyasal Degerlendirme Uzmani
(KDU) Sertifikasi

NESLIHAN SAHIN

TC KIMLIK NO : 21217601088 El
o

: Kimyasal Degerlendirme Uzman ( KDU ) .

T.C. Cevre ve Sehircilik Bakanhf) Tarafindan 23/06/2017 tarihli ve 30105 mikerrer sayil
Resmi Gazete'de yayimlanan “Kimyasallann Kaydi, Degerlendiriimesi, lzni ve
Kisitlanmas: Hakkinda Yonetmelik ( KKDIK )* cgergevesinde vapilan “Kimyasal
Degerlendirme Uzmam ( KDU ) Sinavinda” basanli olarak bu sertifikayi almaya hak
kazanmistir,

Beige Dlzentema Tarihi 35052023

Belge Gegeriilik TariN 5052028

Beige No LONCA KDU 258/ 2023. 70 : - N
/-ee@han KUTLU |
g “Genel Midir
-

Caraman Mah. zrmaryoly Cad. No S0 Kat 4 Nilpark AV NILUFER — BURSA
T 50 532 155 62 12 /490 224 909 06 30
bilgs @loncabeigelendrme com tr
Www loncabeigelendurme com W
FRM 108/ 12 12 2008 Revil
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En/CAE Training Certificate No: Kutlu/08-15-56 :.j KUTL UL

KUTLU

KDU EGITIM KURULUSU

CERTIFICATE OF COMPLETION
CHEMICAL ASSESSMENT EXPERT (CAE)
TRAINING

"NESLIHAN SAHIN"
(T.R. L.D. No: 21217601088)

This is to certify that "Nesliban SAHIN (TR ID NO: 21217601088)' successfully completed the 64
Hours/8 Days Chemical Assessment Expert (CAE) Training Course of which the program is
defined by the Annex-18 of Registration, Evaluation, Authorization and Restriction of Chemicals
(REACH) by-law, dated 23/06/2017 and numbered 30105, by Turkish Republic (TR) Ministry of
Environment, Urbantzation and Climate Change

Lraining dates 15,16, 17, 18,19, 22, 23, 24 May 2023

Coumseduration 64 hours / 8 days
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Issue Date: 25/05/2024
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