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1.GENERAL 
The present Technical Regulations describe the requirements to produce cosmetic products that can be certified 
by the BIOS s.r.l. (BIOS) certification body.  The technical regulations outlined here are the only ones that BIOS 
recognises.  These regulations can be reviewed and updated and are to be seen as complimentary to the 
Certification Rules for BIOS Organic and BIOS Natural Beauty Products (D240). 
The applicant company must comply with all current applicable regulations related to the production and sales 
of cometic products. 
Cosmetic products, as defined in UE Reg. 1223/2009, can contain certified organic raw materials. 
These BIOS technical regulations have the following objectives: 

1. To promote the diffusion of cosmetic products containing natural and organic certified raw materials. 
2. To increase the consumer’s protection through information and education.  
3. To contribute to environmental protection, and safeguarding biodiversity. 
4. To add value to the diversity of organic farming so that it is seen not just as a source of raw materials. 

 
2.REFERENCE DOCUMENTS 

� Reg. CE 834/2007 
� Reg. CE 889/2008  
� Reg. CE 1223/2009 
� Reg. CE 1830/2003 
� UNI EN ISO 22716:2007 
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� UNI CEI EN ISO 17065:2012 - Conformity assessment, requirements for bodies certifying products 
and services.  

� UNI CEI EN 45020:1998 – General terms and definitions relating to the regulation and its activities. 
� UNI EN ISO 19011:2002 – Guidelines for quality and/or environmental management systems 

auditing.  
� D240 Certification Rules for BIOS Organic and BIOS Natural Standard for Beauty Products. 

The above references were the ones valid for when these Technical Regulations were drafted. During the 
certification process, all of the references cited above must be applied using their most up to date versions. 
 
3.DEFINITIONS 
COMPANY SUBJECT TO THE CONTROL SCHEME: A company applying for the certification that is 
voluntarily asking to be subject to the BIOS control scheme for natural and organic beauty products. 
PRODUCT TRACEABILITY: the process of tracing all the elements included in the product. 
FULL TRACEABILITY: the process that involves going back in the production chain to identify an event that 
has caused an unexpected outcome. 
NON-COMPLIANT INGREDIENT: A raw material that is not present in the Technical Regulations Annexes. 
 
4. SCOPE AND FIELD OF APPLICATION 
The present Technical Regulations define the requirements and the rules the observance of which are necessary 
to certify organic and natural cosmetics, and are applied to : 

A. cosmetic products as defined in the UE Reg. 1223/2009; 
B. cosmetic ingredients 
C. animal products such as aids, ingredients, raw materials, auxiliary or simple natural substances that may 

be used in cosmetics as well as animal products; 
D. packaging for the above. 

This control system applies to certified cosmetics production, preparation and distribution, as well as labelling, 
packaging and/or intermediates. 
 
5. GENERAL PRINCIPLES 
Certified cosmetics production is based on the following principles: 
5.1. A prohibition on the use of genetically modified ingredients. 
5.2. The use of only naturally derived or organic raw materials in their production. 
5.3.  A minimum use of non-renewable sources. 
5.4. The recycling of production waste wherever possible and the proper disposal of it. 
5.5. Only ingredients allowed in the present Annexes should be used as they respect the environment and human 
health. 
 
The present Technical Regulations define the compliance requirements in relation to: 

� Suppliers Qualifications (6.) 
� Raw Materials Delivery (7.) 
� Production, Preparation, Stock Sites (8.) 
� Used Raw Materials (9.) 
� Packaging (10.) 
� Labelling (11.) 

 
6.SUPPLIERS QUALIFICATIONS 
The company subject to the control scheme related to these Technical Regulations will have to ensure that any 
raw material is compliant via supplier documents that declare it’s conformity prior to purchase.  



	

 

	 	 TECHNICAL	REGULATIONS	FOR	ORGANIC	AND	NATURAL	BEAUTY	PRODUCTS	CERTIFICATION	 	
Rev.01	 BCos01	Page 4 di 16	

Bios	s.r.l.,	via Montello, 6 - 36063 Marostica (VI), Italy 
T +39 0424/471125 F +39 0424/1909278, E ….., http://www.certbios.it/	

Document	 Revision	No	 Date	 				Edited	by	 Verified	by	 Approved	by	

																												BCos01																									01														03/03/2016	A.	Spadoni											RCV																						CSI					

In particular the following aspects need to be verified: 
� Raw materials and packaging need to satisfy (add ISO Documents) acceptance criteria related the quality 

of the finished product. 
� The business name and address of the supplier. 
� The validity of the certificate of organic raw material. 

 
7. RAW MATERIAL DELIVERY 
7.1. When the raw material that is declared organic is received, the company subject to the control scheme must 
verify that the pack is sealed (to avoid adulteration or damage) and before using it, must in addition verify 
compliance via the following documents: 
a) The raw materials organic certificate; 
b) The invoice and delivery note; 
c) The labelling and technical data sheet. 
 
7.2.When raw materials that are at risk of GMO contamination are purchased, and they are not compliant with 
the Reg. CE 1830/03 (i.e. they do not have traceability and the required compulsory GMO labelling), it will be  
necessary to ask the supplier for an explicit declaration, stating that the raw materials supplied are not derived 
from GMO crops. 
 
7.3.Only when points 7.1 and 7.2 are met successfully, the raw material in question can be used to produce 
products certified according to the BIOS Standard for Beauty Products and complying with this Technical 
Regulations (BCos01). In case of incomplete documentation and/or doubts regarding the real conformity of the 
raw material, it is necessary to segregate and identify the product, notifying the Certification Body.  
 
8.PRODUCTION, PREPARATION AND STORAGE SITES 
8.1.All organic raw materials stored in warehousing must be strictly managed, so that the identification of 
incoming lots are guaranteed, and any potential contamination with products that are non compliant with the 
Technical Regulations is avoided.  
 
8.1.1.All organic raw materials must be clearly distinguishable from products of other nature. 
 
8.1.2. Validated hygiene procedures must be in place. The applicant company must have a program in place to 
manage warehouse procedures and to identify any potential pollution sources.  
 
8.1.3.The storage units and the preparation of raw materials must satisfy the requirements related to current 
Cosmetic Regulation. The way the product is stored needs to give the opportunity to take samples if needed in 
order to perform analytical tests. 
 
8.1.4.The company subject to the control scheme establishes and updates suitable procedures to identify the 
critical phases of the product preservation and processing. 
 
8.2. The certified product manufacturing areas need to be separate in time and space in relation to conventional 
production. If it is not possible to separate the areas/sites, it is then possible to use the same area/site providing 
it is used at a different time and proper cleaning procedures are in place. 
 
8.2.1.The applicant company should establish a program for periodical site/plant verification, and identify any 
possible source of pollution, and remove it. Site /plant cleaning procedures need to be recorded and monitored 
for efficacy. 
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8.2.2.  Precautions must be taken to avoid any cross contamination. 
	
8.2.3. Suitable measures must be taken so that non-compliant products are not released onto the market claiming 
compliance with these Technical Regulations.  
	
8.3. All operators handling organic raw materials must have relevant training. 
	
8.5. The production, preparation and storage need to employ product sampling routines to allow performance of  
analytical tests.  
 
8.6.All invoices and delivery notes need to be made available for inspection by the certification body. 
 
9. COMPOSITION REQUIREMENTS 
There are two possible BIOS certificates for cosmetics: 
9.1. Natural Cosmetic 
9.2. Organic Cosmetic 
 
9.1. Natural Cosmetic 
A cosmetic product made from the following: 

� 95 % (by weight) of the total (including added water) must be either natural ingredients, or naturally 
derived ingredients, or synthetic ingredients present in nature.  

� 5 % (of total weight) can be permitted additives.  The permitted additives are listed in Annex 6. 
Natural ingredients are: 

a) Ingredients derived from plants through farming production or wild cropping; 
b) Ingredients derived from farmed animals, without chemical modification. Annex 3. 
c) Mineral derived ingredients. Annex 4. 
d) Ingredients that are naturally derived and have undergone the processes outlined in Annex 1 and 2 

The percentage of natural ingredients must be not less than 10% of the total formulation. In this calculation the 
added water is excluded. 
 
9.2.Organic Cosmetic 
A cosmetic product must be made up of the following: 

� 95 % (by weight) of the total (including added water) must be either natural ingredients, or naturally 
derived ingredients, or synthetic ingredients present in nature.  

� 5 % (of total weight) can be permitted additives.  The permitted additives are listed in Annex 6. 
� The presence of the same organic raw material in conventional grade, is not permitted in the same 

finished product. Either one or the other can only be used.  
The percentage of the organic raw materials must be at least 25% of the total weight. 
	
10. ALL PACKAGING 
10.1. None of the packaging material should release harmful substances into the cosmetic product. 
10.2. Packaging and packing material must be reduced to a minimum in terms of weight and volume, and 
whenever possible must be made from materials that are biodegradable, recyclable (or recycled), eco-compatible 
and that are from renewable sources. The same applies to secondary and tertiary packaging. 
 
10.3. Wherever possible packaging should be used that can be reused by the consumer. 
 
10.4.Packaging must be cleaned for possible contamination before being used for the product, and needs to be 
stocked in dry and clean sites, away from heat and other contaminatory sources. 
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10.5. Cosmetics that are pressurised can only make use of natural gases. 
 
10.6. Packing materials that are not permitted are: polyvinyl-chloride, polystyrene, and halogenated plastic. 
	
11. LICENSEE LABELLING 
Licensees may use the certification logos displayed below, depending on the type of certification acquired. The 
logo must always relate to the certified product complying with the Standard. 
 
12. CERTIFICATION LOGOS 
The logos that identify the two types of certified products are displayed below and must be used in strict 
accordance with the specific rules set out in Technical Regulations (BCos01) and D240.  
 
 

NATURAL COSMETIC	 ORGANIC COSMETIC	

	 	

 
 
 
 
ANNEX NO. 1 - PHYSICAL PROCESSES ALLOWED FOR THE PRODUCTION OF COSMETIC 
RAW MATERIALS 
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� Absorption 
� Atomisation 
� Calcination of vegetable residues 
� Centrifugation 
� Decantation e sedimentation 
� Decolorisation 
� Decoction 
� Deodorisation 
� Deterpenetion 
� Digestion 
� Distillation 
� Molecular distillation 
� Dessication 
� Extraction 
� Fermentation 
� Filtration 
� Grinding 
� Hydration 
� Hydrolysis (via micro-organisms or 

enzymes) 
� Infusion 
� Lyophilization 
� Maceration 
� Mixing 
� Homogenisation 
� Percolation 
� Pulverising 
� Refining 
� Rettificazione 
� Heating 
� Sifting 
� Squeezing 
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� Sterilisation 
� Roasting 
 
ANNEX NO. 2 - CHEMICAL PROCESSES ALLOWED FOR THE PRODUCTION OF COSMETIC 
RAW MATERIALS 
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� Alkylation 
� Amidation 
� Amphoterics 
� Carbonisation 
� Condensation 
� Esterification 
� Esterification 
� Phosphorylation 
� Hydrolysis 
� Neutralisation 
� Oxidation/Reduction 
� Saponification 
� Sulphatation (only for hair products given 

the high skin irritation potential) 
� Glycosylation 
� Hydrogenation 
� Trans-Esterification 
� Fermentation 
� Polymerisation of Natural Molecules 
� Refining 
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ANNEX 3 - INGREDIENTS OF ANIMAL ORIGIN ALLOWED 
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ANNEX 4. INGREDIENTS DERIVED FROM MINERAL EXTRACTION 
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ANNEX 5 - INGREDIENTS OF NATURAL ORIGIN 

� Every plant, mineral and animal derivative ingredient must be obtained using the processes in Annex 1 
and 2.  

 
ANNEX 6 OTHER INGREDIENTS ALLOWED 

Food preservatives are allowed, and must be evaluated in accordance with the principles of these Technical 
Regulations. 
Natural perfumes complying with ISO/DIS 9235 are permitted. Synthetic perfumes that have been made without  
the listed forbidden aromatic substances can be used provided that the fragrance supplier can provide a suitable 
conformity statement.  The list of forbidden aromatic substances can be supplied on request.   
 

	


