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The increase in demand for Nutraceuticals or food supplements is one of the 

major trends of recent years, to which is added an unprecedented concern for 

natural products, with ecological or biological seal and "clean label" all under the 

maximum quality guarantees. At the same time, laboratories live in an immediate 

market, in which the product demands and results is extremely short term, and 

this is where these kind of products fit. 

Nutraceuticals are natural products that include vitamins, minerals, herbal 

extracts and probiotics, among others, designed for healthy people, for 

prevention, reducing the risk of disease and maintaining good health. They are 

located on the continuum between food and pharmaceuticals and have their own 

legislation both in terms of records and quality. In these respects, they differ 

greatly from pharmaceuticals, which does not mean that they are less rigorous, 

but different. 

It is important to have clear knowledge about specific regulation in the EU (which 

is different from other countries such as USA, Japan or South America), and 

which is regulated by EFSA and based on the Directive 2002/46 / EC.5. 

Therefore, it is necessary to be specifically clear about the nutritional or health 

claims which can be used and that, for example, are common in Europe and are 

regulated according to EC 1924/2006. Likewise, the excipients used during 

manufacturing, are considered additives, and also have their own regulation. 

The so-called “Novel Foods” do not fall into the category of food supplements. 

Thus, “actives” considered “new foods” need especific official authorization, 

which is given exclusively to the company that requests it, and obtains its 

approval. 

Dosage forms present into the market and their manufacturing processes, are 

virtually identical to those we know for pharmaceuticals, despite the complexity 

that may have to work with products of natural origin. and variable sources (such 

as plant extracts), which requires extremely robust formulations and 

manufacturing processes. Also, market demand, in this case is linked to 

conditions of practicality of usage and organoleptics. 

 

Overall, the final need is a formulation that must demonstrate stability, safety and 

efficacy (in many cases clinical studies are also done with natural products or we 

can work with active ingredients with clinical studies carried out by the supplier) 

that does not skip any of the critical steps in development of a good 

pharmaceutical product with guarantees. 



At the level of quality, production plants should be certified under food GMPs and 

if possibl,e have FSSC 22000, ISO 9001, ISO 22000 or IFS certifications to 

ensure manufacturing under guaranteed standards, with the most critical points 

being traceability, cross-contamination and allergens, in some of these aspects, 

even harder than those of pharmaceutical GMPs. 

It is for all these aspects that it is important to keep in mind that each supplier or 

manufacturer of nutraceuticals must take into account all specific requirements 

and specifics of the products to be developed and under what quality and 

regulatory umbrella they want to be marketed. 

Likewise, since this is an extremely dynamic field in the market level, this keeps 

us constantly innovative, to work towards new trends such: new pharmaceutical 

dosage forms, to work with new excipients of “more natural” origin, and new sale 

channels. All in all, to feed a growing market with much higher growth rates than 

prescription pharmaceutical products. 

 

 

  

 


