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1. IDENTIFICATION OF THE SUBSTANCE OR PREPARATION. 

1.1 Identification of the substance or preparation. 

Name: Biotin 

Bulk code: 94307 

Internal code: 405029 

Valid from lot: 136109 

 

1.2 Synonyms. 

Biotin . D- biotin . (Vitamin H ) 

 

 

2. DESCRIPTION 

Appearance: crystalline powder or crystals. 

Color: white or almost white (powder) or colorless (crystals). 

Origin: synthetic. 

Geographical origin: China 

 

 

3. COMPOSITION/INFORMATION ON THE COMPONENTS. 

Ingredients: Biotin (98.5-101%) 

 

Formula: C10H16N2O3S 

CAS: 58-85-5 

EINECS/EC: 200-399-3 

Molecular weight: 244.31 g/mol. 

INCI: Biotin 

 

Method of production: The product is obtained by chemical synthesis from Thioketone . 

 

 

4. PHYSICAL-CHEMICAL DATA. 

For more detailed information, please refer to the analysis bulletin. 

 

Solubility: Very slightly soluble in water and alcohol. Practically insoluble in acetone. It is 

soluble in dilute solutions of alkaline acids. 

 

 

5. PROPERTIES/USES. 

Cosmetic use. 

Food use. 

 

 



 

 

GUINAMA. Laboratory that distributes raw materials for the pharmaceutical and cosmetics sectors . 

Document Type: 

TECHNICAL SHEET 

Review date: Version: 

07.05.2025 14.0 

94307-BIOTIN 

 

 
2 

6. DOSAGE. 

No data available. 

 

 

7. OBSERVATIONS. 

 

The product has been handled in a NON-sterile room, so the product is NOT STERILE. 

 

The documentation corresponding to the regulatory part of the product that is available for 

it is the one we reflect below. 

 

NUTRITIONAL INFORMATION: 

The approximate nutritional information of the product is as follows (per 100 g): 
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ALLERGENS : 

- Food allergens: The product does not contain any major allergens, nor have any 

major allergens been used at any time during the synthesis of the raw materials 

used. The product does not contain any of the ingredients listed in Annex II of 

Regulation 1169/2011, which are listed below: 
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STORAGE: 

Store at room temperature in a cool, dry place, protected from light and with the container 

tightly closed, away from sources of heat and humidity. 

 

SHELF LIFE: 

4 years from the date of production. For more detailed information, see the analysis 

bulletin. 

 

LEGAL REQUIREMENTS: 

The product complies with: 

- Regulation (EC) No. 231/2012 

- Regulation (EC) 1169/2011 for food allergens. 

 

BSE/TSE: 

The product does not contain ingredients of ruminant origin or materials derived from, or 

exposed to, ruminants affected by or quarantined with transmissible spongiform 

encephalopathy (TSE) / bovine spongiform encephalopathy (BSE) and is in compliance with 

EU legislation 999/2001. 
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GMO: 

Neither the product nor any of its components: 

- They are GMO, they do not contain any GMOs and no GMOs are used in their 

production. 

- They do not require any mention of GMOs on their labeling, in accordance with 

Commission Regulation (ECC) No. 49/2000 dated January 10 and Regulations 

(ECC) No. 1829/2003 and (ECC) No. 1830/2003 of the European Parliament and 

of the Council. 

- This product has not been genetically modified, so there is no requirement to label 

it as GMO as defined in the previous regulations. 

 

NANOMATERIALS: 

The product does not contain nanomaterials . 

 

IRRADIATION: 

The product has not been irradiated or ionized in accordance with Regulation 1999/2/EC. 

The product has not been ionized or irradiated. 

 

ETHYLENE OXIDE: 

No ethylene oxide (ETO), 2-chloroethanol or any other sterilizing agent is used during the 

manufacturing, storage or transportation process of the product. 

The manufacturer does not permit the use of these substances or other sterilizing products 

involved in the manufacturing, storage, and transportation processes. 

 

ADDITIVES: 

The product does not contain preservatives. 

 

PESTICIDES: 

Based on current knowledge of the manufacturing process, the starting materials used, the 

potential pesticide residues in the product comply with European legislation on pesticide 

residues, esp . Regulation (EC) No 149/2008 and Regulation (EU) 2015/868 of 26 May 

2015 and its amendments in Annexes II, III and V to Regulation (EC) No 396/2005. 

 

RESIDUAL SOLVENTS: 

The product complies with Regulation 2009/32/EC and Directive 2010/59/EU. 

 

CONTAMINANTS/IMPURITIES: 

Based on current knowledge of the manufacturing process, the raw materials used, and the 

equipment, no contaminants of dioxins, melamine, PAHs , or PCBs are expected. 

The product complies with EC Regulation 2023/915 for maximum levels of contaminants in 

food. 

The product is free of: 
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- Nitrosamines 

 

HEAVY METALS: 

Lead (Pb) ≤ 2 ppm 

Cadmium (Cd) ≤ 1 ppm 

Mercury (Hg) ≤ 0.1 ppm 

Arsenic (As) ≤ 1ppm 

 

VEGAN/VEGETARIAN: 

The product is suitable for vegan/vegetarian use. 

 

DOPING SUBSTANCES: 

The product complies with the WADA list of prohibited substances. The product is not a 

doping substance and is not a combination of doping substances. The product does not 

contain any doping substances. The product is not the product of any doping substance. 

 

ANIMAL TESTED: 

The product has not been tested on animals. 

 

REACH: 

Exempt. 


