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DESCRIPTION

Cyclobenzaprine, also known as 3-(5H-dibenzo cyclohepten-5-
ylidene)-N, N-dimethyl-1-propanamine, is one of the most often
prescribed medications for the treatment of musculoskeletal
pain. It was initially produced in 1961 and in 1977, the 10 mg
dose was approved as a supplement to rest and physical therapy
for the treatment of acute painful musculoskeletal diseases that
cause muscular spasms by acting on both the gamma and alpha
motor systems. However, until 2003, when the effectiveness of
cyclobenzaprine hydrochloride 5 mg was demonstrated in two
carefully planned clinical investigations, its usage was constrained
by the sleepiness brought on by this dose.

Cyclobenzaprine was initially investigated for its efficacy and
safety as an antidepressant since it shares structural similarities
with Tricyclic Antidepressants (TCAs). Although the precise
mechanism of action is uncertain, it is assumed to operate at the
brainstem level of the central nervous system as opposed to the
spinal cord level. Its anticholinergic activity and primary negative
effects are explained by its molecular similarities to TCAs.
Although the tolerability of 5 mg and 10 mg doses of
cyclobenzaprine hydrochloride is comparable, the 5 mg dose is
linked to a decreased incidence of somnolence (29% against
38%) and dry mouth (21% wversus 32%). Another common side
effect with both doses is weariness, followed by headaches.
Moreover, it may increase intraocular pressure and contribute to
QT interval prolongation in electrocardiograms.

Most patients should take 5 mg of cyclobenzaprine hydrochloride
every day to relieve muscle spasms, although this dosage can be
increased to 10 mg. Cyclobenzaprine has also been tested for the

treatment of Fibro Myalgia Syndrome (FMS), with doses that
typically start at 10 mg right before bed and can increase to 30
mg, either at night or spread out during the day. The rate and
extent to which the active component or therapeutic moiety is
absorbed and made available at the site of medication action is
known as the bioavailability of a medicinal product.

When two pharmaceutical equivalents or pharmaceutical
alternatives do not significantly differ in their rates and extents of
absorption when the therapeutic component is supplied at the
same molar dose under comparable experimental conditions, the
two drug products are said to be bioequivalent. In the previous
40 years, bioequivalence or comparative bioavailability has drawn
more and more attention as it has become clear that marketed
medicines containing the same quantity of a drug may display
noticeably different therapeutic responses.

CONCLUSION

Pharmacokinetics and Bioequivalence study the regional ethics
committee gave its approval to the study protocol, 36 healthy
volunteers 13 men and 13 women were enrolled; their average
ages, weights and heights were 32 years, 65 kg and 167 cm,
respectively. In order to take part in the study, every volunteer
provided written informed consent. The participants were
healthy, did not smoke, did not have a history of kidney,
neurological or metabolic diseases, did not have a history of drug
hypersensitivity, did not take any medications and the female
participants were not pregnant, as determined by physical
examination, electrocardiogram, blood and urine analyses. The
study was a 30-day wash between the periods, open-label, single-
dose, randomized, two-period, two-sequence and crossover trial.
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