
	

	
	

	

 
Brazil,	February	2016	
	

	
GENERAL	STATEMENT	

	
	
	

ASESSA	 INDÚSTRIA,	 COMÉRCIO	 E	 EXPORTAÇÃO	 LTDA	 states	 that	 the	 product	 ORMAGEL	 SH_PE,	
manufactured	in	Brazil	is	free	from:		

	
ü Aflatoxins	(by	tree	nuts	and	peanuts);	
ü Aluminum;	
ü Animal	origin	ingredients;	
ü Asbestos;		
ü BSE/TSE	ingredients;	
ü 1,4	Dioxin;	
ü EDTA	–	CAS	139-33-3;	
ü Ethanolamine	compounds;	
ü Formaldehyde	or	releasing	agent;	
ü Genetically	Modified	Organisms;	
ü Gluten;	
ü Heavy	metals:	

o As	(Arsenic)	
o Sb	(Antimony)		
o Pb	(Lead)			
o Cd	(Cadmium)		
o Hg	(Mercury)		
o Ni	(Nickel)		

	

ü Latex;	
ü Palm	oil;		
ü Phthalates;	
ü Monomers	or	residues;	
ü Nitrosamine	or	initiator;	
ü PEG	(CAS	25322-68-3);	
ü Polyethylene	Glycol	ethers:		

o CAS	109-86-4,		
o CAS	110-49-6,		
o CAS	111-15-9,		
o CAS	110-71-4,		
o CAS	111-96-6,	
o CAS	112-49-2.	

ü Propylene	Glycol	–	CAS	57-55-6;	
ü Residual	solvents;	
ü Residues	of	pesticide;	
ü Silicones;	
ü VOC	(Volatile	Organic	Compounds)	

	
Regulatory	Compliance	with:		

ü 26	Allergens	List	according	to	Annex	III	of	Cosmetic	Directive	by	7th	Amendment	(2003/15/EC);	
ü Absence	on	animal	testing	According	to	Article	4a	(2.3)	of	the	Cosmetics	Directive	(1223/2009); 
ü Not	classified	as	CMR	substances	according	to	CLP Regulation (1272/2008); 
ü Not	classified	as	Nanomaterials	according	to	European	Framework;		
ü REACH	Regulation:	Algae	extract	–	Exempted	by	Annex	V	–	Other	ingredients:	Exempted	by	year	

tonnage	–	Sorbitol:	Exempted	by	Annex	IV;	
ü China	IECIC	Inventory		
ü Australia	AICS	Inventory	 
ü EC	Cosing	Ingredient	Inventory 
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Neliza	Junque	–	Regulatory	Affairs	Consultant	
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