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Clinical Evaluation of Substituting a Brand-name Product (Adalat CR ®) with a Generic
Product (Corinael CR ®) among Patients with Essential Hypertension
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Summary : Generic products are not sufficiently used in Japan. One of the reasons for this situation may
be insufficient information on the efficacy and safety of generic products. The objective of the present
study was to retrospectively evaluate the substitution of the brand-name product of nifedipine (Adalat CR®)
by the generic product (Corinael CR®), among 81 patients with essential hypertension in Sendai Postal
Services Agency Hospital. For this retrospective study, we used data from patients’ medical records and
information on drug prescriptions. Among the 56 patients in whom the brand-name product was changed
to the generic product after taking the brand-name product for > 1 year, and in whom informed consent was
obtained, the dose of nifedipine was increased or other antihypertensive drugs were after substitution in
8 patients, and 4 patients stopped taking the generic product within 1 year after substitution. No patients
stopped taking the generic product due to adverse events. Among 28 patients who were taking both the
brand-name and generic products of nifedipine, their regimen was not changed for > 1 year before and after
substitution. Informed consent was obtained, and the systolic/diastolic blood pressure and number of ad-
verse events were 138.8 + 10.8/82.0 + 7.4 mmHg and 154 events before substitution and 138.6 + 11.0/82.3 +
5.9 mmHg and 148 events after substitution. In the present study, we evaluated the substitution of a brand-
name product (Adalat CR®) by a generic product (Corinael CR®) in Sendai Postal Services Agency Hospi-
tal. However, further study is needed to properly evaluate the efficacy and safety of generic products.
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FE+SD. BMI; Body Mass Index.
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SEH#£SD.

GOT:glutamic-oxaloacetic transaminase (E#fE 10-40); GPT:glutamic pyruvic
transaminase (& #{E 5-45); ALP:alkaline phosphatase (% #{E 105-320);
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