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Amendment of the EU legislation £ oo Profor. Liselott..

New committee at the European Medicines Agency (EMA):
Committee on herbal medicinal products (HMPC)
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Amendment of the EU legislation

New committee at the European Medicines Agency (EMA):
Committee on herbal medicinal products (HMPC)
Main tasks:

Elaboration of EU herbal monographs on traditional medicinal use or well-established
medicinal use

Elaboration of guidance documents related to quality, safety and efficacy of herbal
medicinal products

Specific assessment of potentially harmful plant constituents
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HMPC — Current composition

Chair: Emiel Van Galen (NL)
Vice-Chair: Erika Svedlund (SE)

EU herbal monographs

Assessment of publicly available literature regarding traditional medicinal use,
efficacy and safety of defined herbal preparations
Result:

EU herbal monograph for traditional use (TU)

and/or

well established use (WEU, only in the case of sufficient evidence of clinical efficacy)
If data are lacking:

Public statement that no monograph can be established
Monograph in the style of an SmPC (Summary of Product Characteristics)
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EU herbal monographs: where to find?
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EU herbal monograph
Assessment report
List of references
Opinion of the HMPC
Information regarding
revisions

EU herbal monograph
Assessment report
List of references
Opinion of the HMPC
Information regarding
revisions
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HMPC - Pyrrolizidine alkaloids

Daily exposure
Applicable for PA containing herbal preparations and contamination
Adult (50 kg BW): <= 1.0 ug
Children and adolescents: <= 0.0237 pg/kg BW
Pregnant and breastfeeding women: <= 0.0237 pg/kg BW
No difference regarding route of administration
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MARKET POTENTIAL

* Phytosomal technology will have a great impact on the

* Phytosomes are effectively used in , which in
addition, development and research can be the next big thing in medical
history. With this newly created formulation tool, phytosomes has re-
explained the significance of herbals in modern drug targeting tactics.

* Phytosomes as biodegradable substrate can be consumed risk free and

without any hesitation. It has numerous benefits and:a wide potential to treat

skin conditions.

It has the ability to promote blood clotting and wound healing, and to

relieve burns and other skin diseases as well. It also enhances the stability

and skin penetration of phytochemicals.
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Conclusion

It is also important that the development of plants and other natural

products for medicinal and other biological purposes should be
potentiated on a sustainable and renewable basis in local
environment.

Thus, pharmaceutical companies should consider developing local
resources and decentralizing selected aspects of their research

operations globally.

Continuous research by using the advanced technology can gift us
the lead or leads to develop novel drug(s) from the treasure of Fatma San
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Docking results of

* There are non-polar hydrocarbon chains on hexyl butyrate and octyl acetate.

* They show tendency for non-polar interaction with the non-polar amino acid
Phe338.

* Due to the presence of 14 aromatic amino acids in the active site of the
enzyme.

* The active site shows a greater tendency to form n-rt bonds with rings of
aromatic ligand.

* These two ligands can not form non-covalent rt-it interactions with any of
these 14 amino acids.
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Conclusion

* IC50 calculated for the essential oil and the vacuum dried form of petroleum
ether extract were reported as 66 pg/ml and 59 pug/ml, respectively.

* Petroleum extract is more active than essential oil, which is consistent with
docking results.

* The petroleum ether extracts of plant contain furanocoumarin.
* They have anticholinesterase properties.
* These 4 compounds have an enzyme inhibition effect.

* Due to their proper orientation and ability to interact effectively with the
catalytic amino acids of the active site of the enzyme.
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