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RESUMO. Pela legislacdo brasileira, medicamentos similares eram copias de um medicamento referéncia
que ndo passaram por testes de equivaléncia farmacéutica e biodisponibilidade relativa. I sto mudou com a
RDC 133/03. Visando discutir aimportancia da qualidade de medicamentos similares para a saide publi-
ca, realizou-se avaliacao fisico-quimica de amostra de &cido acetilsalicilico similar 500 mg. Esta foi aprova-
da nas analises de peso-médio, dureza, friabilidade, desintegracéo, umidade, identificacdo e doseamento
do principio-ativo, e reprovada quanto ao odor, aparéncia e teor de acido salicilico livre. A utilizagdo de
material de embalagem permeavel a umidade foi considerado o motivo basico destas reprovagdes. Os re-
sultados do ensaio de dureza apresentaram alto coeficiente de variagdo (CV = 9,54%). Isto indica descali-
bracéo do equipamento de compressdo. O laudo do fabricante mostrou-se falho, ndo apresentando os tes-
tesde odor, peso-médio, dureza eidentificacao.

SUMMARY. “Similar Medicines and Public Health: Physicochemical Quality Control of Aspirin Tablets of the
Basic Pharmacy’s Stock from Cascavel, PR, Brazil”. For the Brazilian Legislation, similar medicines were
copies of its reference medicines that had not passed for the pharmaceutical equivalence and relative biodisponi-
bility tests. This was modified by RDC 133/03. Aiming at to argue the importance of the quality of similar
medicines for the public health, a physicochemical analysis in a sample of similar acetylsalicylic acid 500 mg
was carried out. This was approved in medium weight, resistence, friability, disintegration, humidity, identifica-
tion and analyses of the drug concentration tests, and disapproved in smell, appearance and free sdlicilic acid as-
say. The use of material of highly permeate of water was considered the responsable. A high variation coefficient
(CV = 9,54%) was found in the resistence test. This can indicate descalibration of the compression equipment.
The manufacturer certificate revealed defective, not presenting smell, medium weight, resistence and identifica-
tion tests.
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