
 

 

 

 

 1 

 

Introduction 

The Guideline on the Environmental Risk Assessment of Medicinal Products for Human Use 

(EMEA/CHMP/SWP/4447/00 dated 01 June 2006 and EMEA/CHMP/SWP/4447/00 Rev. 1 dated 15 

November 2018), states that Vitamins, electrolytes, amino acids, peptides, proteins, carbohydrates 

and lipids are exempted of ecotoxicity and environmental fate studies because they are unlikely to 

result in significant risk to the environment. 

the active ingredient is a ferrous(II)-glycine-sulphate complex. The iron (Fe(II) and sulphate (SO4) 

moieties are expected to pose negligible risk when released to the environment as they are already 

available ubiquitously from natural sources. Glycine is an amino acid. 

Therefore, FERRO SANOL® is unlikely to represent a risk for the environment following its prescribed 

usage in patients.  
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