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Introduction and Purpose

The design and manufacturing of safe and efficient dietary supplements is one of the
foundations of Laboratoire ACTIVA’s way of doing business on a sustainable and ethical
manner globally.

The Well-Being is a full product line of 12 health condition formulated dietary
supplements, based on carefully engineered blends of herbal extracts. A patented and
innovative encapsulation process offers an effective gastro-protection of the active
ingredients for an optimal release and absorption directly into the intestines. This
controlled release mechanism allows an increased response to the active compounds,
hence with a reduction in the dosage (one pill a day or infant formulations).

Well-Being products are engineered around four major concepts:

1. The sourcing of Dry Herbal Extracts among the best-in class providers globally
The creation of Health Condition Oriented titrated blends of the dry extracts (the
Active Substance)

3. The encapsulation of the active substance around a neutral core and surrounded
by a semi-permeable membrane to provide the controlled released mechanism.

4. A Hypoallergenic Capsule of marine origin (the Aquacaps® capsule)

By presenting the processes involved in the sourcing of the raw materials and discussing

the manufacturing processes involved in the manufacturing of the Well-Being products,
this report addresses the potential safety concerns of the Well-Being product line.
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Best in class dry herbal extracts and health condition titrated blends.

The foundation of the therapeutic effect of the Well Being resides in the engineering of
health condition blends of standard dry herbal extracts. For instance, Well-Being Vitality
is a blend of Ginseng, Acerola, Guarana and Pineapple dry extracts. The Well-Being
Vitality’s Active Substance Specification (proportion of each compound) are part of the
Intellectual property of Laboratoires ACTIVA and are the foundation for the overall
manufacturing and quality control process (see table 1)
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Table 1: Active Substance Specification for the Well-Being Vitality product.

These raw Dry Herbal extracts are sourced from the best-in-class providers around the
world. Some of Activa’s providers include Plantex (France), Herbs International (USA),
Prexint (USA), BG Pharma (India), and EXXENTIA (Spain). These Extracts come with
their own quality control and Material Data Sheets documentations and Batch Analysis
Sheets (Table 2).

About half of the Dry Herbal extracts that are used in the Well-Being product line are
listed on the Botanicals FDA GRAS list, as a result of a consensus of scientific opinion'.
Many herbs are listed by the FDA because of their use in liqueurs and as components of
natural flavoring prior to 1958, when the food additive regulations were written.
However, alternative plants, such as flavoring water in an herbal team, are presumably
also safe, and the FDA has taken no action against any product on their list.

Some additional herbs are also quoted in the FDA/NHI Drugs and Supplements fact
2
pages “.

The remaining compounds have a recognized pedigree of safety, documented by
numerous clinical and toxicology studies. For instance, the safety of Curcumins has been
studied and reported by the University of Lieges in 2006 and is based on Cellular death,
Cellular DNA stability and Cellular Mitochondrial activity as a function of time and dose.
Thanks to this In Vitro evaluation of cell viability, the study concludes that there is no
Citotoxicity of the active compounds used in Well-Being Articular °.
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Table 2: An example of a Material Data Sheet and a Analysis Sheet for some of the Dry Extracts used by
Laboratoires ACTIVA.

ACTIVA has not carried out toxicology studies for the Well Being products and relies on
the fundamentals presented above to trust the safety of its product. As for any active and

natural compound, rare exceptions could be observed. At this stage, not a single adverse
event has been reported.

Encapsulation of the active compounds into micro-pellets or micro-granules

The encapsulation of active compounds into a semi-permeable layer and around a neutral
core is a well established process in the pharmaceutical industry to better control dosage,
by creating released control mechanisms for drugs to improve overall efficacy *, °.

In addition, protection of the active compounds from environmental stress such as light or

moisture are benefits from such encapsulation techniques, resulting in an increase in shelf
life or allowing taste masking for instance °.

The process used by Laboratoires ACTIVA is directly derived from pharmaceutical
processes, and have been qualified for such an environment.

The quality and safety of the raw materials used for the neutral core and for the rest of the
“coating” and “binding” process is proven and well documented at Laboratoires
ACTIVA. Because the method of production is part of the knowledge and intellectual
property attached to the Well-Being product line, little details can be shared on an open
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report such as this one.

The point of this discussion is that the overall encapsulation process results in a safe and
stable product that provides accurate dose control of the active compound and increased
stability of the finished product, reinforcing the safety and quality of the Well-Being
product line.

Aquacaps Capsule

The final encapsulation of the Well-Being micro-granules is performed with the
Aquacaps® capsules designed and manufactured by ROXLOR, USA’. Aquacaps® are
produced with fish skin gelatin raised with plants, proteins and food in conformity with
the European guideline 2000/766/CE JO of 4.12.2000 relative to the food of the animals.
Aquacaps® conform to the European Pharmacopoeia and possess the same machine
ability, stability and dissolution as regular capsules. Aquacaps® have shown to be free of
allergens and odor.

Capsules undergo a continuous series of visual inspections which are performed in
accordance with AFNOR procedures. Capsule tolerances are tightly controlled to reach
excellent consistency of product and subsequent performance in capsule filling machines.
A Quality Insurance system has been set up to be preventive and not curative. In
accordance with the article L. 5311-2 of the code of the public health, the company is
submitted to the control of the agency French of Sanitary Security of the Health Products
(AFSSAPS). ROXLOR works according to their manual quality, in conformity with the
BPF norms (GMP) and have been certified following the ISO 9001/2000 norms. ROXOR
is also FDA approved. With every delivery ROXORL provides to Laboratoires ACTIVA
a bulletin of physico-chemical and bacteriological analyses in conformity with the
requirements of the European Pharmacopoeia.

As a third building block of our product, the Aquacaps® capsules contribute to the safety
record of the Well-Being product line.

Laboratoires ACTIVA’s Quality Control overview.

Laboratoires ACTIVA’s manufacturing unit in Houdan, France, have established a robust
and documented manufacturing process for the Well- Being product line.

In terms of quality control, each lot of Well Being product is characterized in detail and

the key quality parameters are controlled as shown on Table 2. Further storage and
shipment protocol meet state or the art guidelines for dietary supplements.
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Table 3: Example of the final Quality Control and Conformity analysis sheet on a Well-Being Vitality
product.

Conclusion

The design and manufacturing of safe and efficient dietary supplements is one of the
foundations of Laboratoires ACTIVA’s way of doing business on a sustainable and
ethical manner globally.

Well Being products are engineered around four major concepts: (1) the sourcing of Dry
Herbal Extracts among and best-in class providers globally, (2) the creation of Health
Condition Oriented titrated blends of the dry extracts (the Active Substance) (3) the
encapsulation of the active substance around a neutral core and surrounded by a semi-
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permeable membrane to provide the controlled released mechanism and (4) the final
“packaging” in an Hypoallergenic Capsule of marine origin (the Aquacaps® capsule) .

We have discussed the patient safety and quality control of each of these steps and
established the safety profile of the Well-Being product line.

Manufacturing process and quality control analysis ensure the reproducibility and
consistency of this safety profile.

These statements have not been evaluated by the Food and Drug Administration. This product is not
intended to diagnose, treat, cure, or prevent any disease.
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