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QL.

Q2.

Q3.

Although there has been a relaxation of the requirement to prove efficacy, there has been
no weakening of quality standards under the Traditional Herbal Medicinal Products
Directive (THMPD). Under THMPD, the herbal product must now comply with the
normal rigorous quality standards required for all other medicines.

Critically discuss the main issues that have been raised in relation to the quality of herbal
medicinal products and in particular the quality issues that arise due to the multi
constituent nature of these products. Include references to the Traditional Herbal
Medicinal Products Directive, EMEA guidelines/ discussions and research findings in

your discussions.

Critically discuss the various extraction processes that are commonly used within herbal

pharmacy and critically evaluate these in terms of the effect on constituent profile.

Safety issues are considered to start with the herbal substance. Critically discuss the
safety issues that need to be considered under the Traditional Herbal Medicinal Product
Directive (THMPD) in relation to a herbal substance including reference to the EMEA
guidelines/ discussions and research findings.
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