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Editorial

PHARMACOPEIA AND ANVISA:
A NECESSARY SYMBIOSIS

DOI: 10.30968/rbthss.2017.084.001
Luis Mauricio T. R. Lima

Abasic principle supporting for the use of prescription drugs is the assurance of their quality,
safety and efficacy. New drug products require double blind, multicentric randomized controlled clinical
trials. Any single adverse effect observed during the use of a giving prescription medicine must be registered
and reported during trials intended for new drug/indications application and during post-marketing
surveillance (PMS) pharmacovigilance. Generic and follow-on biologic product must be subjected to
detailed evaluation in comparison to the reference product, including safety and non-inferiority clinical
evaluation, along with the pharmacovigilance.

Any company that manufacture, prepare, propagate, compound, or process pharmaceutical
ingredients or new or generic, similar or follow-on biologic product intended to be registered in Brazil
are requested to provide a detailed description of the manufacturing process, formulation, component,
quality and characterization of the active and adjunctive pharmaceutical ingredients and any potential
impurity (1-3). This robust inventory of information concerning quality of the final formulated product
and their components is, therefore, made available to the Brazilian National Health Surveillance Agency
(ANVISA) which upon its evaluation will grant the registration or not. The analytical monograph must be
provided to the ANVISA even in case it is available in any accepted pharmacopeia (4).

According to the Brazilian Pharmacopeia committee ($),

“the Brazilian Pharmacopoeia is the Official Pharmaceutical Code of the Country, which
establishes, among other things, the minimum quality requirements for drugs, supplies, plant drugs, medicines and
health products. Its purpose is to promote the health of the population, establishing requirements for quality and
safety of the pharmaceutical products, in particular medicines, supporting health regulatory actions and inducing
national scientific and technological development”. Moreover, “the Brazilian Pharmacopoeia, so far, does not
have its own laboratory. His research, preparation of monographs, laboratory tests, validation and certification
of products are carried out by accredited universities and by official quality control agencies of medicines’.

Despite high standard of technical and scientific qualification of the participating members of
the Brazilian Pharmacopoeia and researchers, there could be a certain dissociation between the analytical
knowledge and the actual productive processes of the pharmaceutical ingredients and finished drug product. It
would be ideal if the Brazilian Pharmacopoeia - like any pharmacopoeia — could ensues from actual information
from products and their processes, including its impurities of origin. Considering that the major manufactures of
pharmaceutical ingredients and drug products are likely to remain outside the national industrial scenario, that
the construction of an own headquarters (not currently available) for the Brazilian Pharmacopeia and hiring
consultants for the preparation of pharmaceutical monographs is unlikely, one oversee as possible strategies
in quality assurance of pharmaceutical products: i) the extension of the endorsement of other international
official compendia (pharmacopoeias), and / or i) to guarantee to the Brazilian Pharmacopoeia the access,
in the character of confidentiality, of data from the archives of pharmaceutical ingredients and drug products
registration from ANVISA, enabling the preparation and revision of the Brazilian Pharmacopoeia in full
compliance with the actual pharmaceutical products currently available and registered in Brazil.

The adoption of simple strategies such as these would allow the rapid and desired establishment
of rigorous reference standards for the quality of pharmaceutical ingredients and drug products, raising
the Brazilian Pharmacopoeia to a high reference level in the international scenario. Furthermore, it would
provide the highest standards of quality, safety and efficacy of pharmaceuticals, as desired by all, from
patients to health professionals
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