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Abstract

Background. One of the most important drugs in treatment of ischemic heart
disease is vasodilator drugs including nitrates. Nitroglycerine is the most
important drug among therapeutic nitrates which is available in different forms
such as slow-releasing pills. Currently there are two types of slow-releasing
nitroglycerine pill in Iran: Iran-made Derocantine and non-Iran-made Sustac.
The aim of this study was to compare effects of derocantine and sustac on
electrocardiographic, exercise test, myocardial perfusion factors as well as
their clinical and laboratory side effects.

Methods. This double-blind randomized clinical trial was conducted during
the years 2011 and 2012 in Baghiyatallah cardiology clinic in Tehran on
patients diagnosed with ischemic heart disease (stable angina pectoris) based
on their history, physical examination and paraclinical tests including exercise
test. Fisrtly we took patients’ medical history and entered their demographic
characteristics into a questionnaire. Then patient underwent blood sampling,
ECG, exercise test (to determine maximum endurable MET) as well as
myocardial perfusion imaging (MPI). Patient administered 6.4 mg of
derocantine or sustac three times a day for teo months. After the treatment
period, exercise test, ECG and MPI factors were compared between two
groups. Development of side effects during treatment with both drugs was
recorded using a questionnaire and paraclinic tests.

Results: 140 patients (70 patients in each group) were enrolled in the study. 7
patients under treatment with derocantine and 23 patients under treatment with
sustac discontinued the study. 110 patients finished the study and their data
was analyzed. Mean age of the patients was 58.88 years and mean duration of
disease was 5.87 years. 57.3% were male. There were no significant
differences regarding the age, sex, duration of disease and concomitant
diseases of patients in two groups. Results of this study showed that effects of

these drugs on cardiac parameters are similar. Maximum amount of ST
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depression during exercise test before and after treatment with both drugs was
not significantly different. Although the amount of decrease in maximum ST
depression after treatment with those drugs was statistically significant, but
while the effect of each drug was not statistically significant, the difference
was not clinically significant. Maximum heart rate and maximum endurable
MET during exercise test were not significantly different before and after
treatment with each drug. Comparison of effects of the drugs on those
variables showed no significant difference between the drugs (P values= 0.419
and 0.828). ECG parameters comprising invert T and MPI index were not
significantly different before and after treatment with each drug. The amounts
of changes after administration of the drugs were not significantly different
either (P values=0.605 and 0.717). Regarding laboratory side effects, none of
the drugs caused major side effects. Regarding clinical side effects, symptoms
including headache, vertigo, GI upset and orthostatic hypotension were
reported. Administration of both drugs was safe and there were no significant
differences regarding development of side effects of the drugs.

Discussion. Efficacy and side effects of the drugs were similar and there no
statistically significant differences. Iran-made derocantine could replace non-
Iranian sustac to prevent spending foreign currencies.

Keywords: Derocantine, Sustac, ischemic heart diseas.
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