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BIONIKS INTENSIVE CARE CREAM 

 

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 I 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.  
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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 Şirketi 

Adress of Manufacturer 
Cevizli Mah. Mustafa Kemal Cad. Hukukçular İş Merkezı No: 

34 İç Kapı No: 15 Kartal/ İstanbul 

Contact Person & Phone No Doğan TÜRKİSTANLI & - 

Contact Person email adress: - 

Web Adress: info@bioniks.com.tr  
 

 

Name of Contract Manufacturer Rk Kozmetik Ve Hijyen Ürünleri San. Dış Tic. A.Ş. 

Adress of Manufacturer 
İstanbul Deri Organize Sanayi Bölgesi Nokra Caddesi No:2/A 

Tuzla/Istanbul No:2 34957 

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

Contact Person email adress: ramazan@rkkozmetik.com 

Web Adress: https://www.rkkozmetik.com/  
 

3.DESCRIPTION ON COSMETIC PRODUCT (R.1223/2009/EC Article 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. 

mailto:info@bioniks.com.tr
https://www.rkkozmetik.com/


 

 

This document has been prepared on behalf Of BİONİKS MEDİKAL KOZMETİK LİMİTED ŞİRKETİ by Dr. 

Pharm. Neslihan ŞAHİN. This document can not be changed and can not be copied. 

BIONIKS INTENSIVE CARE CREAM   

 

6
 

 

 

 

 

 

 

 

 

 

 

II. COSMETIC PRODUCT SAFETY REPORT 

 

 

 

 

 

 

 

 

 

 



 

 

This document has been prepared on behalf Of BİONİKS MEDİKAL KOZMETİK LİMİTED ŞİRKETİ by Dr. 

Pharm. Neslihan ŞAHİN. This document can not be changed and can not be copied. 

BIONIKS INTENSIVE CARE CREAM   

 

7
  



 

 

This document has been prepared on behalf Of BİONİKS MEDİKAL KOZMETİK LİMİTED ŞİRKETİ by Dr. 

Pharm. Neslihan ŞAHİN. This document can not be changed and can not be copied. 

BIONIKS INTENSIVE CARE CREAM   

 

8
  



 

 

This document has been prepared on behalf Of BİONİKS MEDİKAL KOZMETİK LİMİTED ŞİRKETİ by Dr. 

Pharm. Neslihan ŞAHİN. This document can not be changed and can not be copied. 

BIONIKS INTENSIVE CARE CREAM   

 

9
 

 

COSMETIC PRODUCT SAFETY ASSESSMENT REPORT 
 

Name of Manufacturer Bioniks Medikal Kozmetik Limited Şirketi 

Adress of Manufacturer 
Cevizli Mah. Mustafa Kemal Cad. Hukukçular İş Merkezı No: 

34 İç Kapı No: 15 Kartal/ İstanbul 

Contact Person & Phone No Doğan TÜRKİSTANLI & - 

Contact Person email adress: - 

Web Adress: info@bioniks.com.tr  
 

 

Name of Contract Manufacturer Rk Kozmetik Ve Hijyen Ürünleri San. Dış Tic. A.Ş. 

Adress of Manufacturer 
İstanbul Deri Organize Sanayi Bölgesi Nokra Caddesi No:2/A 

Tuzla/Istanbul No:2 34957 

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

Contact Person email adress: ramazan@rkkozmetik.com 

Web Adress: https://www.rkkozmetik.com/  
 
 

PART A – Cosmetic product safety information 

1.Quantitative and qualitative composition of the cosmetic product 
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https://ec.europa.eu/growth/tools-databases/cosing/details/31959
https://ec.europa.eu/growth/tools-databases/cosing/details/31959
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http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out59_en.htm
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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
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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/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/33401
https://ec.europa.eu/growth/tools-databases/cosing/details/33401
https://ec.europa.eu/growth/tools-databases/cosing/details/33401
https://ec.europa.eu/growth/tools-databases/cosing/details/33401
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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/35839
https://ec.europa.eu/growth/tools-databases/cosing/details/35839
https://ec.europa.eu/growth/tools-databases/cosing/details/35839
https://ec.europa.eu/growth/tools-databases/cosing/details/35839


 

 

This document has been prepared on behalf Of BİONİKS MEDİKAL KOZMETİK LİMİTED ŞİRKETİ by Dr. 

Pharm. Neslihan ŞAHİN. This document can not be changed and can not be copied. 

BIONIKS INTENSIVE CARE CREAM   

 

1
2
 

724-3 area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/74816  

SOFT

ISAN 

649 

Bis-
Diglyceryl 

Polyacyladip
ate-2 

 82249
-33-0 

 406-
144-4 

1,50 100 1,50 Max. 1,50 

Skin 
Conditionin

g - 
Emollient 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/74501  

Glyce

rin 
Glycerin 

 

56-

81-5 

20

0-

28

9-5 

10,0

0 
100 10,00 

Max. 

10,00 

Skin 

Conditio

ning - 

Humecta

nt 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/34040  

Aevu

m 

Vita 

500 

Polyacryla

mide 
 9003-
05-8 

- 1,00 
50 - 

60 

0,6000

0 

Max. 

0,60000 
Antistatic 

Annex / 

Ref # 
III / 66 

Product 

Type, 

body 

parts 

(b) Other 

products 

Other 

(b) 

Maximum 

residual 

acrylamid

e content 

0.5mg/kg 

SCCS 

opinions 

Opinion 

concernin

g 

Acrylamid

e Residues 

in 

Cosmetics 

https://ec.europa.eu/growth/tools-databases/cosing/details/74816
https://ec.europa.eu/growth/tools-databases/cosing/details/74816
https://ec.europa.eu/growth/tools-databases/cosing/details/74816
https://ec.europa.eu/growth/tools-databases/cosing/details/74816
https://ec.europa.eu/growth/tools-databases/cosing/details/74501
https://ec.europa.eu/growth/tools-databases/cosing/details/74501
https://ec.europa.eu/growth/tools-databases/cosing/details/74501
https://ec.europa.eu/growth/tools-databases/cosing/details/74501
https://ec.europa.eu/growth/tools-databases/cosing/details/34040
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http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out95_en.htm
http://ec.europa.eu/health/ph_risk/committees/sccp/docshtml/sccp_out95_en.htm
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g 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/34924  

PROT

ELAN 

NMF 

Glyceryl 

Stearate 
31566-
31-1 

250-
705-
4/286
-490-

9 

2,000 

45,0

0 – 

75,0

0 

1,5000

0 

Max. 

1,50000 

Skin 
Conditionin

g - 
Emollient 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/34103  

Cetearyl 

Alcohol 

267-
008-6 / 

- 

6776
2-27-

0 / 
8005-
44-5 

30,0

0 – 

50,0

0 

1,0000

0 

Max. 

1,00000 

Skin 
Conditionin

g - 
Emollient 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/75132  

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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Sodium 
Stearoyl 
Lactylate 

 25383
-99-7 / 
18200-
72-1 

 246-
929-7 
/ 242-
090-6 

5,00 

– 

15,0

0 

0,300 
Max. 

0,300 

Surfactan

t - 

Emulsify

ing 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/80101  

Sodium 
Lauroyl 

Glutamate 

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

 249-
958-3 
/ - / - 

/ - 

5,00 

– 

10,0

0 

0,200 
Max. 

0,200 
Antistatic 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/79683  

Carbo

pol®* 

Ultrez 

21 

Polym

er 

Acrylates/

C10-30 

Alkyl 

Acrylate 

Crosspoly

mer 
 

- - 
0,50

00 
100 0,500 

Max. 

0,500 
Emulsion 
Stabilising 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/74162  

NOV

AGU

ARD 

HG 

1, 2-
Hexanediol 

6920-
22-5 

230-
029-6 

1,00

00 
100 1,0000 

Max. 

1,0000 

Skin 
Conditionin

g 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/54170  

8D 

Hyalu

ronic 

Acid 

Sodium 

Hyalurona

te 

906
7-
32-
7 

- 1,500 
0,3 - 

1,0 
0,015 

Max. 

0,015 

Skin 
Conditionin

g 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 
https://ec.europa.eu/gr

owth/tools-
databases/cosing/detai

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


 

 

This document has been prepared on behalf Of BİONİKS MEDİKAL KOZMETİK LİMİTED ŞİRKETİ by Dr. 

Pharm. Neslihan ŞAHİN. This document can not be changed and can not be copied. 

BIONIKS INTENSIVE CARE CREAM   

 

1
5
 

ls/79556  

Hyaluroni

c Acid 
9004-
61-9 

232-
678-0 

0,2 - 

1,0 
0,015 

Max. 

0,015 

Skin 
Conditionin

g 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/34315  

Hydroxyp

ropyltrimo

nium 

Hyalurona

te 

- - 
0,1 – 

0,3 
0,0045 

Max. 

0,0045 
Film 

Forming 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/56838  

Sodium 

hyaluronat

e 

Crosspoly

mer 

105524
-32-1 

- 
0,2 -

0,5 
0,0075 

Max. 

0,0075 

Skin 
Conditionin

g 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/79557  

Sodium 

Acetylated 

Hyalurona

te 

- - 
0,5 -

1,2 
0,018 

Max. 

0,018 
Humectant 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/58706  

Hydrolyze

d Sodium 

Hyalurona

te 

- - 
0,1 -

0,2 
0,003 

Max. 

0,003 

Skin 
Conditionin

g 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

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/gr

owth/tools-

databases/cosing/detai

ls/87175  

Hydrolyze

d 

Hyaluroni

c Acid 

- - 
0,05 

- 0.2 
0,003 

Max. 

0,003 

Skin 

Conditio

ning 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/82209  

Hyaluroni

c Acid 
9004-
61-9 

232-
678-0 

0,2 - 

0,5 
0,0075 

Max. 

0,0075 

Skin 

Conditio

ning 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/34315  

Phenoxyet

hanol 
122-
99-6 

204-
589-7 

0,1 – 

0,8 

 

0,012 

 

Max. 

0,012 

 

Preservat

ive 

LIST OF 

PRESERVATIVES 

ALLOWED IN 

COSMETIC 

PRODUCTS 

Annex / 

Ref # 
V/29 

SCCS 

opinions 

http://ec.e

uropa.eu/h

ealth/ph_ri

sk/commit

tees/sccp/d

ocshtml/sc

cp_out59_

en.htm 

Maximum 

concentration in 

ready for use 

preparation 

1.0% 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

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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databases/cosing/detai

ls/28157 

Ethylhexy

lglycerin 
70445-
33-9 

408-
080-2 

0,05 

- 0.2 
0,003 

Max. 

0,003 

Skin 

Conditio

ning 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/33896  

Aqua 7732-
18-5 

231-
791-2 

To 

100 
1,4115 

Max. 

1,4115 
Solvent 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/31959 

GENE

NCA

RE® 

OSM

S CC 

Betaine 

107-
43-7/ 
590-
47-6 

203-
490-

6/ 
209-
684-7 

1,00

00 
100 1,0000 

Max. 

1,0000 

Skin 
Conditioni

ng - 
Humectant 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/74520  

CHA

MOM

ILE 

GER

MAN 

EXTR

ACT 

20 

GLY-

LG   

Chamomil

la Recutita 

Flower 

Extract 

84082-
60-0 

282-
006-5 

0,5 
10 - 

25 
0,125 

Max. 

0,125 

Skin 
Conditionin

g 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/55292  

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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Aqua 7732-
18-5 

231-
791-2 

>50 0,25 
Max. 

0,25 
Solvent 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/31959 

Glycerin 
 

56-81-
5 

200-
289-5 

10 - 

25 
0,125 

Max. 

0,125 

Skin 

Conditio

ning - 

Humecta

nt 

There is no any 

restriction for usage 

amount and usage 

area. 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/34040  

Phenoxyet

hanol 

122-

99-6 

20

4-

58

9-7 

0,1 - 

1 

 

0,005 
Max. 

0,005 
Preservat

ive 

LIST OF 

PRESERVATIVES 

ALLOWED IN 

COSMETIC 

PRODUCTS 

Annex / 

Ref # 
V/29 

SCCS 

opinions 

http://ec.e

uropa.eu/h

ealth/ph_ri

sk/commit

tees/sccp/d

ocshtml/sc

cp_out59_

en.htm 

Maximum 

concentration in 

ready for use 

preparation 

1.0% 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/28157  

 65-
85-0 

 200-
618-2 

<0,1

% 
0,0005 

Max. 

0,0005 
Preservativ

e 
LIST OF 

PRESERVATIVES 

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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Benzoic 

Acid 

ALLOWED IN 

COSMETIC 

PRODUCTS 

Annex / 

Ref # 
V / 1 

Product 

Type, 

body 

parts 

c) Leave-

on 

products 

Maximum 

concentration in 

ready for use 

preparation 

c) 0.5% (acid) 

SCCS 

opinions 

Opinion 

on 

Benzoic 

Acid and 

Sodium 

Benzoate 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

databases/cosing/detai

ls/32134  

Dehydroa

cetic Acid 

 520-
45-6 / 
771-
03-9 / 
16807-
48-0 

 208-
293-9 
/ 212-
227-4 

/ - 

<0,1

% 
0,0005 

Max. 

0,0005 
Preservativ

e 

LIST OF 

PRESERVATIVES 

ALLOWED IN 

COSMETIC 

PRODUCTS 

Annex / 

Ref # 
V / 13 

Other 

Not to be 

used in 

aerosol 

dispensers 

(sprays) 

Maximum 

concentration in 

ready for use 

preparation 

0.6% (as acid) 

APPROPRIATE 

REF. 

https://ec.europa.eu/gr

owth/tools-

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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Parfum component; 

BIONIKS INTENSIVE CARE CREAM does not contain parfum components. 

Parfum Components 

Name 
Parfum Components 

Code Number 
Identitiy of The 

Supplier 
Amount of Use (% 

Concentration) 

- - - - 

 

Aromatic component; 

BIONIKS INTENSIVE CARE CREAM does not contain aromatic components. 

Aromatic Components 

Name 

Aromatic Components 

Code Number 
Identitiy of The Supplier 

Amount of Use (% 

Concentration) 

- - - - 
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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: 
 

 

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 II. 

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 ISO 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 
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Appearance Cream Approved 

Color White Approved 

Odor Characteristic / Odorless Approved 

Flammability Not Flammable  Approved 

pH 6,0 Approved 

Resolution / Homogeneity Homogeneous Approved 
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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 IV. 

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 III. 

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 frequency: 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. 
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Label information  

 

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. 

YOĞUN BAKIM KREMİ 

Hyaluronik Asit Kompleksi, Niasinamid, Papatya Özü, Aloe Barbadensis Yaprağı Suyu, Pantenol ve Betain ile 

zenginleştirilmiş yoğun nemlendirici, cildi derinlemesine nemlendirirken cildin sakinleşmesini destekler. Cildin 

optimum nem dengesinin korunmasına yardımcı olarak cildin gün boyu yumuşak ve esnek görünmesini 

destekler. Kullanım Şekli/Uyarılar: Günde iki kez sabah ve akşam, temiz ve kuru cildinize yeterli miktarda 

kremi masaj yaparak uygulayınız. Hem yüz hem de vücut için kullanımı uygundur. Harici kullanılır. Göz ile 

temasından kaçınınız. Temas halinde bol su ile durulayınız. Tahriş olmuş veya hasar görmüş cilt üzerinde 

kullanmayınız. Çocukların ulaşamayacağı yerde saklayınız. 
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İçindekiler / 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 KİŞİ:  

BİONİKS MEDİKAL KOZMETİK LTD.ŞTİ. 

Cevizli Mah. Mustafa Kemal Cad. Hukukçular İş Merkezi No: 34 İç Kapı No:15 Kartal/İstanbul 

info@bioniks.com.tr 

 

BARKOD: 8685221795120 

Lot No: B0426IC01 

Exp. Date: 04.2029 

 

Made in TÜRKİYE  

50 ml e / 1.69 fl.oz. 
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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 cm² (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] 
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7. Exposure to the substances 

SED = A (mg/kg body weight/day) × C(%) / 100 × DAp (%)/100 

SED (mg/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% 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] 
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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.  

 SED calculation for Aqua: 

A: 123,2 mg/kg bw/day 

C: % 72,704 

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

SED = 123,2 x 72,704/100 x 100/100 

SED= 89,571328 mg/kg bw/day 

 SED calculation for Glycerin: 

A: 123,2 mg/kg bw/day 

C: % 10,125 

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

SED = 123,2 x 10,125/100 x 100/100 

SED= 12,474 mg/kg bw/day 

 SED calculation for Niacinamide: 

A: 123,2 mg/kg bw/day 

C: % 2 

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

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

SED= 2,464 mg/kg bw/day 

 SED calculation for Caprylic/Capric Triglyceride: 

A: 123,2 mg/kg bw/day 

C: % 2 

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

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

SED= 2,464 mg/kg bw/day 

 SED calculation for Bis-Diglyceryl Polyacyladipate-2: 

A: 123,2 mg/kg bw/day 

C: % 1,5 

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

SED = 123,2 x 1,5/100 x 100/100 

SED= 1,848 mg/kg bw/day 
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 SED calculation for Glyceryl Stearate: 

A: 123,2 mg/kg bw/day 

C: % 1,5 

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

SED = 123,2 x 1,5/100 x 100/100 

SED= 1,848 mg/kg bw/day 

 SED calculation for Panthenol: 

A: 123,2 mg/kg bw/day 

C: % 1,1385 

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

SED = 123,2 x 1,1385/100 x 100/100 

SED= 1,402632 mg/kg bw/day 

 SED calculation for Cetearyl Alcohol: 

A: 123,2 mg/kg bw/day 

C: % 1 

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

SED = 123,2 x 1/100 x 100/100 

SED= 1,232 mg/kg bw/day 

 SED calculation for 1,2-Hexanediol: 

A: 123,2 mg/kg bw/day 

C: % 1 

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

SED = 123,2 x 1/100 x 100/100 

SED= 1,232 mg/kg bw/day 

 SED calculation for Betaine: 

A: 123,2 mg/kg bw/day 

C: % 1 

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

SED = 123,2 x 1/100 x 100/100 

SED= 1,232 mg/kg bw/day 

 SED calculation for Aloe Barbadensis Leaf Juice: 

A: 123,2 mg/kg bw/day 

C: % 1 

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

SED= 1,232 mg/kg bw/day 

 SED calculation for Dimethicone: 

A: 123,2 mg/kg bw/day 

C: % 0,85 

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

SED = 123,2 x 0,85/100 x 100/100 

SED= 1,0472 mg/kg bw/day 

 SED calculation for Polyacrylamide: 

A: 123,2 mg/kg bw/day 

C: % 0,6 

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

SED = 123,2 x 0,6/100 x 100/100 

SED= 0,7392 mg/kg bw/day 

 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) × C(%) / 100 × DAp (%)/100 

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

SED= 0,616 mg/kg bw/day 

 SED calculation for Saccharide Isomerate: 

A: 123,2 mg/kg bw/day 

C: % 0,5 

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

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

SED= 0,616 mg/kg bw/day 

 SED calculation for Laureth-7: 

A: 123,2 mg/kg bw/day 

C: % 0,3 

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

SED = 123,2 x 0,3/100 x 100/100 

SED= 0,3696 mg/kg bw/day 

 SED calculation for Sodium Stearoyl Lactylate: 

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

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

SED = 123,2 x 0,3/100 x 100/100 

SED= 0,3696 mg/kg bw/day 

 SED calculation for C13-14 Isoparaffin: 

A: 123,2 mg/kg bw/day 

C: % 0,25 

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

SED = 123,2 x 0,25/100 x 100/100 

SED= 0,308 mg/kg bw/day 

 SED calculation for Sodium Lauroyl Glutamate: 

A: 123,2 mg/kg bw/day 

C: % 0,2 

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

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

SED= 0,2464 mg/kg bw/day 

 SED calculation for Dimethicone Crosspolymer: 

A: 123,2 mg/kg bw/day 

C: % 0,15 

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

SED = 123,2 x 0,15/100 x 100/100 

SED= 0,1848 mg/kg bw/day 

 SED calculation for Chamomilla Recutita Flower Extract: 

A: 123,2 mg/kg bw/day 

C: % 0,125 

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

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

SED= 0,154 mg/kg bw/day 

 SED calculation for Ethylhexylglycerin: 

A: 123,2 mg/kg bw/day 

C: % 0,118 

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

SED = 123,2 x 0,118/100 x 100/100 

SED= 0,145376 mg/kg bw/day 
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 SED calculation for Squalane: 

A: 123,2 mg/kg bw/day 

C: % 0,1 

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

SED = 123,2 x 0,1/100 x 100/100 

SED= 0,1232 mg/kg bw/day 

 SED calculation for Hyaluronic Acid: 

A: 123,2 mg/kg bw/day 

C: % 0,0225 

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

SED = 123,2 x 0,0225/100 x 100/100 

SED= 0,02772 mg/kg bw/day 

 SED calculation for Citric Acid: 

A: 123,2 mg/kg bw/day 

C: % 0,02 

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

SED = 123,2 x 0,02/100 x 100/100 

SED= 0,02464 mg/kg bw/day 

 SED calculation for Sodium Acetylated Hyaluronate: 

A: 123,2 mg/kg bw/day 

C: % 0,018 

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

SED = 123,2 x 0,018/100 x 100/100 

SED= 0,022176 mg/kg bw/day 

 SED calculation for Sodium Hyaluronate: 

A: 123,2 mg/kg bw/day 

C: % 0,015 

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

SED = 123,2 x 0,015/100 x 100/100 

SED= 0,01848 mg/kg bw/day 

 SED calculation for Sodium Citrate: 

A: 123,2 mg/kg bw/day 

C: % 0,01 

SED = A (mg/kg bw/day) × C(%) / 100 × DAp (%)/100 
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SED = 123,2 x 0,01/100 x 100/100 

SED= 0,01232 mg/kg bw/day 

 SED calculation for Sodium Hyaluronate Crosspolymer: 

A: 123,2 mg/kg bw/day 

C: % 0,0075 

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

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

SED= 0,00924 mg/kg bw/day 

 SED calculation for Hydroxypropyltrimonium Hyaluronate: 

A: 123,2 mg/kg bw/day 

C: % 0,0045 

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

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

SED= 0,005544 mg/kg bw/day 

 SED calculation for Hydrolyzed Hyaluronic Acid: 

A: 123,2 mg/kg bw/day 

C: % 0,003 

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

SED = 123,2 x 0,003/100 x 100/100 

SED= 0,003696 mg/kg bw/day 

 SED calculation for Hydrolyzed Sodium Hyaluronate: 

A: 123,2 mg/kg bw/day 

C: % 0,003 

SED = A (mg/kg bw/day) × C(%) / 100 × 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. 

 SED calculation for Phenoxyethanol: 

A: 269 mg/kg bw/day 

C: % 0,932 
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SED = A (mg/kg bw/day) × C(%) / 100 × DAp (%)/100 

SED = 269 x 0,932/100 x 100/100 

SED= 2,50708 mg/kg bw/day 

 SED calculation for Potassium Sorbate: 

A: 269 mg/kg bw/day 

C: % 0,002 

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

SED = 269 x 0,002/100 x 100/100 

SED= 0,00538 mg/kg bw/day 

 SED calculation for Sodium Benzoate: 

A: 269 mg/kg bw/day 

C: % 0,001 

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

SED = 269 x 0,001/100 x 100/100 

SED= 0,00269 mg/kg bw/day 

 SED calculation for Benzoic Acid: 

A: 269 mg/kg bw/day 

C: % 0,0005 

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

SED = 269 x 0,0005/100 x 100/100 

SED= 0,001345 mg/kg bw/day 

 SED calculation for Dehydroacetic Acid: 

A: 269 mg/kg bw/day 

C: % 0,0005 

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

SED = 269 x 0,0005/100 x 100/100 

SED= 0,001345 mg/kg bw/day 
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SED Table for raw materials including preservatives except parfum components is below. 

Raw Materials 

INCI Name 

Amount of 

Use (% 

Concentrati

on) 

Amount of raw 

material in 

finished 

product (% 

Concentration) 

Retentio

n Factor 

(R) 

Dermal 

Absorptio

n DAa 

(µg/cm²) 

Dermal 

Absorptio

n DAp 

(%) 

SED (mg/kg 

bw/day) 

A (mg/kg 

bw/day) 

Aqua 72,7040 
Max. 

72,7040 
1,00 - 100 89,571328 123,20 

Glycerin 10,1250 
Max. 

10,1250 
1,00 - 100 12,474 123,20 

Niacinamide 2,0000 
Max. 

2,0000 
1,00 - 100 2,464 123,20 

Caprylic/Capric 

Triglyceride 
2,0000 

Max. 

2,0000 
1,00 - 100 2,464 123,20 

Bis-Diglyceryl 

Polyacyladipate-2 
1,5000 

Max. 

1,5000 
1,00 - 100 1,848 123,20 

Glyceryl Stearate 1,5000 
Max. 

1,5000 
1,00 - 100 1,848 123,20 

Panthenol 1,1385 
Max. 

1,1385 
1,00 - 100 1,402632 123,20 

Cetearyl Alcohol 1,0000 
Max. 

1,0000 
1,00 - 100 1,232 123,20 

1,2-Hexanediol 1,0000 
Max. 

1,0000 
1,00 - 100 1,232 123,20 

Betaine 1,0000 
Max. 

1,0000 
1,00 - 100 1,232 123,20 

Aloe Barbadensis 

Leaf Juice 
1,0000 

Max. 

1,0000 
1,00 - 100 1,232 123,20 

Phenoxyethanol 0,9320 
Max. 

0,9320 
1,00 - 100 2,50708 269 

Dimethicone 0,8500 
Max. 

0,8500 
1,00 - 100 1,0472 123,20 

Polyacrylamide 0,6000 
Max. 

0,6000 
1,00 - 100 0,7392 123,20 
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Acrylates/C10-30 

Alkyl Acrylate 

Crosspolymer 

0,5000 
Max. 

0,5000 
1,00 - 100 0,616 123,20 

Saccharide 

Isomerate 
0,5000 

Max. 

0,5000 
1,00 - 100 0,616 123,20 

Laureth-7 0,3000 
Max. 

0,3000 
1,00 - 100 0,3696 123,20 

Sodium Stearoyl 

Lactylate 
0,3000 

Max. 

0,3000 
1,00 - 100 0,3696 123,20 

C13-14 Isoparaffin 0,2500 
Max. 

0,2500 
1,00 - 100 0,308 123,20 

Sodium Lauroyl 

Glutamate 
0,2000 

Max. 

0,2000 
1,00 - 100 0,2464 123,20 

Dimethicone 

Crosspolymer 
0,1500 

Max. 

0,1500 
1,00 - 100 0,1848 123,20 

Chamomilla 

Recutita Flower 

Extract 

0,1250 
Max. 

0,1250 
1,00 - 100 0,154 123,20 

Ethylhexylglycerin 0,1180 
Max. 

0,1180 
1,00 - 100 0,145376 123,20 

Squalane 0,1000 
Max. 

0,1000 
1,00 - 100 0,1232 123,20 

Hyaluronic Acid 0,0225 
Max. 

0,0225 
1,00 - 100 0,02772 123,20 

Citric Acid 0,0200 
Max. 

0,0200 
1,00 - 100 0,02464 123,20 

Sodium Acetylated 

Hyaluronate 
0,0180 

Max. 

0,0180 
1,00 - 100 0,022176 123,20 

Sodium 

Hyaluronate 
0,0150 

Max. 

0,0150 
1,00 - 100 0,01848 123,20 

Sodium Citrate 0,0100 
Max. 

0,0100 
1,00 - 100 0,01232 123,20 

Sodium 

Hyaluronate 

Crosspolymer 

0,0075 
Max. 

0,0075 
1,00 - 100 0,00924 123,20 
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Hydroxypropyltrim

onium Hyaluronate 
0,0045 

Max. 

0,0045 
1,00 - 100 0,005544 123,20 

Hydrolyzed 

Hyaluronic Acid 
0,0030 

Max. 

0,0030 
1,00 - 100 0,003696 123,20 

Hydrolyzed Sodium 

Hyaluronate 
0,0030 

Max. 

0,0030 
1,00 - 100 0,003696 123,20 

Potassium Sorbate 0,0020 
Max. 

0,0020 
1,00 - 100 0,00538 269 

Sodium Benzoate 0,0010 
Max. 

0,0010 
1,00 - 100 0,00269 269 

Benzoic Acid 0,0005 
Max. 

0,0005 
1,00 - 100 0,001345 269 

Dehydroacetic Acid 0,0005 
Max. 

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 

𝑴𝒐𝑺 =
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. 
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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) × C (%) /100 × 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 × SED 

Minimum PODsys = 100 × 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 × 2 

Equivalent Minimum Oral NO(A)EL = 8957,1328 × 2 
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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 

MoS (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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MoS (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 



 

 

This document has been prepared on behalf Of BİONİKS MEDİKAL KOZMETİK LİMİTED ŞİRKETİ by Dr. 

Pharm. Neslihan ŞAHİN. This document can not be changed and can not be copied. 

BIONIKS INTENSIVE CARE CREAM   

 

4
2
 

* * 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’: 

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 Glyceryl Stearate %1,5) 
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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) × C (%) /100 × 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 × SED 

Minimum PODsys = 100 × 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 × 2 

Equivalent Minimum Oral NO(A)EL = 184,8 × 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 
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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 formula, a 
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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) × C (%) /100 × 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 × SED 

Minimum PODsys = 100 × 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: 
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Equivalent Minimum Oral NO(A)EL = Minimum PODsys × 2 

Equivalent Minimum Oral NO(A)EL = 123,2 × 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) × C (%) /100 × 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 × SED 

Minimum PODsys = 100 × 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 × 2 

Equivalent Minimum Oral NO(A)EL = 123,2 × 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) × C (%) /100 × 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 × SED 

Minimum PODsys = 100 × 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 × 2 

Equivalent Minimum Oral NO(A)EL = 104,72 × 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) × C (%) /100 × 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 × SED 

Minimum PODsys = 100 × 0,7392 

Minimum PODsys = 73,92 mg/kg bw/day 
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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 × 2 

Equivalent Minimum Oral NO(A)EL = 73,92 × 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: 
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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) × C (%) /100 × 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 × SED 

Minimum PODsys = 100 × 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 × 2 

Equivalent Minimum Oral NO(A)EL = 61,6 × 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 
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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) × C (%) /100 × 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 × SED 

Minimum PODsys = 100 × 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 × 2 

Equivalent Minimum Oral NO(A)EL = 61,6 × 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: 
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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) × C (%) /100 × 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 × SED 

Minimum PODsys = 100 × 0,2464 

Minimum PODsys = 24,64 mg/kg bw/day 
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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 × 2 

Equivalent Minimum Oral NO(A)EL = 24,64 × 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) × C (%) /100 × 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 × SED 

Minimum PODsys = 100 × 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 × 2 

Equivalent Minimum Oral NO(A)EL = 18,48 × 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) × C (%) /100 × 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 × SED 

Minimum PODsys = 100 × 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 × 2 

Equivalent Minimum Oral NO(A)EL = 15,4 × 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 
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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 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. 

Raw Materials INCI 

Name 
SED (mg/kg bw/day) 

NOAEL (mg/kg 

bw/day) 
MoS (NOAEL/SED) Safety Data 

Aqua 89,571328 - - 

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. 

Glycerin 6,237 1000 160,333494 

DAp refined to 50% 

after initial 

conservative 

calculation. The raw 

material is safe to use 

for this product at this 

concentration. 

Because of MoS ≥100. 

Niacinamide 1,232 215 174,512987 

DAp refined to 50% 

after initial 

conservative 

calculation. The raw 

material is safe to use 

for this product at this 

concentration. 

Because of MoS ≥100. 

Caprylic/Capric 

Triglyceride 
2,464 3500 1420,454545 

The raw material is 

safe to use for this 

product at this 

concentration. 

Because of MoS ≥100. 

Bis-Diglyceryl 

Polyacyladipate-2 
1,848 1800 974,025974 

The raw material is 

safe to use for this 

product at this 

concentration. 

Because of MoS ≥100. 

Glyceryl Stearate 1,848 - - 

Worst Case Approach: 

Result 

SATISFACTORY. 

Glyceryl Stearate is a 

glyceryl fatty acid 
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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. 

Panthenol 1,402632 1000 712,945377 

The raw material is 

safe to use for this 

product at this 

concentration. 

Because of MoS ≥100. 

Cetearyl Alcohol 1,232 1000 811,688312 

The raw material is 

safe to use for this 

product at this 

concentration. 

Because of MoS ≥100. 

1,2-Hexanediol 1,232 1000 811,688312 

The raw material is 

safe to use for this 

product at this 

concentration. 

Because of MoS ≥100. 

Betaine 1,232 - - 

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. 

Aloe Barbadensis Leaf 

Juice 
1,232 - - 

Worst Case Approach: 

Result 

SATISFACTORY. 

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 
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topical products at 

typical cosmetic 

concentrations. 

Dimethicone 1,0472 - - 

Worst Case Approach: 

Result 

SATISFACTORY. 

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. 

Polyacrylamide 0,7392 - - 

Worst Case Approach: 

Result 

SATISFACTORY. 

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. 

Acrylates/C10-30 Alkyl 

Acrylate Crosspolymer 
0,616 - - 

Worst Case Approach: 

Result 

SATISFACTORY. 

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. 

Saccharide Isomerate 0,616 - - 
Worst Case Approach: 

Result 
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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, dermal 
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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. 
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Sodium Hyaluronate 0,01848 40 2164,502165 

The raw material is 

safe to use for this 

product at this 

concentration. 

Because of MoS ≥100. 

Sodium Citrate 0,01232 1200 97402,597403 

The raw material is 

safe to use for this 

product at this 

concentration. 

Because of MoS ≥100. 

Sodium Hyaluronate 

Crosspolymer 
0,00924 40 4329,004329 

The raw material is 

safe to use for this 

product at this 

concentration. 

Because of MoS ≥100. 

Hydroxypropyltrimonium 

Hyaluronate 
0,005544 40 7215,007215 

The raw material is 

safe to use for this 

product at this 

concentration. 

Because of MoS ≥100. 

Hydrolyzed Hyaluronic 

Acid 
0,003696 40 10822,510823 

The raw material is 

safe to use for this 

product at this 

concentration. 

Because of MoS ≥100. 

Hydrolyzed Sodium 

Hyaluronate 
0,003696 40 10822,510823 

The raw material is 

safe to use for this 

product at this 

concentration. 

Because of MoS ≥100. 
 

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.] 
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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 

bw/day) 

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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Dehydroacetic 

Acid 
0,001345 100 74349,442379 

The raw material 

is safe to use for 

this product at this 

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 

No  Justification & the Toxicological Information 

  AQUA  / 

1.  

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  

2.  

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] 

  NİACİNAMİDE 

3.  

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] 

  CAPRYLİC/CAPRİC TRİGLYCERİDE 

4.  

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 Triglyceride] 

  BİS-DİGLYCERYL POLYACYLADİPATE-2 

5.  

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. 

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 

6.  

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 

7.  

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 

8.  

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-HEXANEDİOL 

9.  

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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  BETAİNE 

10.  

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. 

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 BARBADENSİS LEAF JUİCE 

11.  

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 

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 

12.  

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: 

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 

13.  

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. 

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] 

  POLYACRYLAMİDE 

14.  

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 

15.  

Concentration in formulation: 0.5000% 

Function: Emulsion Stabilising 

Routes of Entry: 

Dermal contact. Eye contact. 

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] 

  SACCHARİDE İSOMERATE 

16.  

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. 

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 

17.  
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)] 

  SODİUM STEAROYL LACTYLATE 

18.  

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. 

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 İSOPARAFFİN 

19.  

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. 

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] 

  SODİUM LAUROYL GLUTAMATE 

20.  

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: 

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] 

  DİMETHİCONE CROSSPOLYMER 

21.  

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. 

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] 

  CHAMOMİLLA RECUTİTA FLOWER EXTRACT 

22. 

 Concentration in formulation: 0.1250% 

Function: Skin Conditioning 

Routes of Entry: 

Dermal contact. Eye contact. 

Toxicity to Animals: 

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] 

  ETHYLHEXYLGLYCERİN 

23. 

 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: 

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 

24. 

 Concentration in formulation: 0.1000% 

Function: Skin Conditioning – Emollient 

Routes of Entry: 

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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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] 

  HYALURONİC ACİD 

25. 

 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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CİTRİC ACİD 

26. 

 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: 

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] 

  SODİUM ACETYLATED HYALURONATE 

27. 

 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: 

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] 

  SODİUM HYALURONATE 

28. 

 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. 

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] 

  
SODİUM CİTRATE 

29. 

 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. 

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] 

  SODİUM HYALURONATE CROSSPOLYMER 

30. 

 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: 

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] 

  HYDROXYPROPYLTRİMONİUM HYALURONATE 

31. 

 Concentration in formulation: 0.0045% 

Function: Film Forming 

Routes of Entry: 

Dermal contact. Eye contact. 

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 HYALURONİC ACİD 

32. 

 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. 

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 SODİUM HYALURONATE 

33. 

 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. 

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] 

  POTASSİUM SORBATE 

34. 

 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. 

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] 

  
SODİUM BENZOATE 

35. 

 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. 

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 

36. 

 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: 

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] 

  
DEHYDROACETİC ACİD 

37. 

 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. 

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: 

1. GMP compliance 

2. Certificate of Analysis or Specifications of Final Product 

3. English Label Information for Final Product 

4. Production (Manufacturing) Method 

5. Safety Data Sheets of Ingredients (MSDS) 

6. Certification of Analysis of Ingredients 

7. Microbiology Certificates of Ingredients 

8. Formulation of the Product  

9. 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 III. 

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 

II. 
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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. 

Kullanım Şekli/Uyarılar: 

Günde iki kez sabah ve akşam, temiz ve kuru cildinize yeterli miktarda kremi masaj yaparak uygulayınız. 

Hem yüz hem de vücut için kullanımı uygundur. Harici kullanılır. Göz ile temasından kaçınınız. Temas 

halinde bol su ile durulayınız. Tahriş olmuş veya hasar görmüş cilt üzerinde kullanmayınız. Çocukların 

ulaşamayacağı 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. 

1223/2009. 

4. Assessor’s credentials and approval of part B 

Date: 25.05.2026 

Safety Assessor’s Name and Surname: Neslihan Şahin 

Safety Assessor’s Occupation: Dr. Pharmacist / Cosmetologist / PhD in Toxicology  

Safety Assessor’s Adress: KURŞUNLU MAH. SAHİLYOLU CAD. HALICIOĞLU SİTESİ GEMLİK / BURSA 

Signature: 
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Safety Assessor’s Credentials 
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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: 

 IFRA Certificate of Conformity, 

 Fragrance Allergen Declaration, 

 Fragrance Safety Assessment, 

 Fragrance Material Safety Data Sheet (MSDS/SDS), 

 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 . 
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ANNEX II. 

Stability Forms 
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ANNEX III.  

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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Annex V. 

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 . 
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III. A Statement on Compliance With Good 

Manufacturing Practice 
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V.Finished Product  
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VI. Statement Of Animal Testing 

 

 

 

 

 
 

 

 

 

 

 

 

 



 

 

This document has been prepared on behalf Of BİONİKS MEDİKAL KOZMETİK LİMİTED ŞİRKETİ by Dr. 

Pharm. Neslihan ŞAHİN. This document can not be changed and can not be copied. 

BIONIKS INTENSIVE CARE CREAM   

 

3
0
8
  



 

 

This document has been prepared on behalf Of BİONİKS MEDİKAL KOZMETİK LİMİTED ŞİRKETİ by Dr. 

Pharm. Neslihan ŞAHİN. This document can not be changed and can not be copied. 

BIONIKS INTENSIVE CARE CREAM   

 

3
0
9
 

 

 

 

 

 

 

 

 

 

 

 

 

VII. Adverse and Serious Adverse Effect 

Declaration 

 

 

 

 

 

 

 

 

 

 



 

 

This document has been prepared on behalf Of BİONİKS MEDİKAL KOZMETİK LİMİTED ŞİRKETİ by Dr. 

Pharm. Neslihan ŞAHİN. This document can not be changed and can not be copied. 

BIONIKS INTENSIVE CARE CREAM   

 

3
1
0
  



 

 

This document has been prepared on behalf Of BİONİKS MEDİKAL KOZMETİK LİMİTED ŞİRKETİ by Dr. 

Pharm. Neslihan ŞAHİN. This document can not be changed and can not be copied. 

BIONIKS INTENSIVE CARE CREAM   

 

3
1
1
 

 

 

 

 

 

 

 

 

 

 

 

VIII. Statement Regarding To Nano Materials 
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IX. Statement Regarding To Claims 
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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/j.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 
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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, 

specifically reducing the content of 

diglycerides, triglycerides, and fatty 

acids 

 

Stimulation of epidermal skin barrier 

lipids (ceramides) and proteins 

(keratin, involucrin, filaggrin) 

Anti-inflammatory (inhibition of 

inflammatory cytokines) 

 

 

Increased production of collagen  

 

Inhibition of production of excess 

dermal GAGS (glycosaminoglycans) 

 

Inhibition of melanosome transfer 

from melanocytes to keratinocytes 

 

Inhibition of protein glycation via 

anti-oxidant effects (niacinamide, as 

precursor, increases levels of the 

redox co-factors NADH and NADPH) 

Reduced acne 

Reduced pore size 

Improved texture 

 

 

Improved skin barrier and moisturization 

Reduced skin redness 

Rosacea appearance benefits 

 

Anti-aging 

Reduced skin redness 

Rosacea appearance benefits 

 

Anti-wrinkle 

 

 

Anti-wrinkle 

 

 

 

Reduced hyperpigmentation 

 

 

 
 

Inhibit skin yellowing 

Sun protection 
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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:https://rudiapt.files.wordpress.com/2017/11/cosmeceuticals-and-active-cosmetics-3rd-ed-2016.pdf] 

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  

https://rudiapt.files.wordpress.com/2017/11/cosmeceuticals-and-active-cosmetics-3rd-ed-2016.pdf
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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: 

https://www.researchgate.net/publication/233818204_Medicinal_and_cosmetological_importance_of_Aloe_v

era] 

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: https://www.medicoverhospitals.in/tr/articles/aloe-vera-gel-for-hair?utm_  ] 

 

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
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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. 

https://doi.org/10.3892/mmr.2010.377 ] 

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 α-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: https://journals.sagepub.com/doi/10.1177/1091581818801814?utm_ ] 

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 μg/mL) prolonged the C. elegans' lifespans in regular, 

35 °C and H2O2 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 malondialdehyde 

https://doi.org/10.3892/mmr.2010.377
https://journals.sagepub.com/doi/10.1177/1091581818801814?utm_
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(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: https://pubmed.ncbi.nlm.nih.gov/37048222/ ] 

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: 

https://www.researchgate.net/publication/272175669_Hyaluronan_Hyaluronic_Acid_a_natural_moisturizer_f

or_skin_care ] 

 

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. 

 

 

 

 

 

 

https://pubmed.ncbi.nlm.nih.gov/37048222/
https://www.researchgate.net/publication/272175669_Hyaluronan_Hyaluronic_Acid_a_natural_moisturizer_for_skin_care
https://www.researchgate.net/publication/272175669_Hyaluronan_Hyaluronic_Acid_a_natural_moisturizer_for_skin_care
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X. Finished Product MSDS 
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