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Efficacy and safety of Benjakul remedy extract capsule in primary knee

osteoarthritis versus Naproxen sodium (Clinical trial phase IlI)
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Abstract

A double-blind controlled trial was randomly assigned as the study design. The
sample size was 350 volunteers who participated in the screening. The sample group
consisted of 175 patients to Benjakul extract capsules and 175 patients to Naproxen
sodium. It is recommended to apply orally for 28 days, followed up on days 14 and 28.

In this study, knee pain levels were compared between the Benjakul and
Naproxen treatment groups by using a visual analog scale. Knee pain levels were
decreased in both groups and significantly different on day 14 (p<0.01). There was no
difference in the two drugs' statistically analyzed on-efficacy in reducing knee pain.
Physical function measurements revealed that.both groups showed decrease valued of
40 m FPWT speed and TUG time. The WOMAC index score of the Benjakul group and
the naproxen sodium group decreased a tendency:for all four_scores (pain, stiffness,
physical function; and total scores) with no difference. In both groups, the KOOS scores
for Benjakul and“naproxen sodium tended to decrease (symptoms, pain, ADL function,
sport and recreation. function, and quality of life). On day 14; a statistically significant
difference (p<0.01). In-addition, there was no significant difference’on the efficacy of the
two drugs on reducing knee pain. The SF-12, which assessed the quality of life, revealed
that the Benjakul and Naproxen' sodium! groups tended to" increase both physical and
mental health quality of life/ sceres in both ‘groups, with no statistically significant
difference in improvement.

In terms of safety, neither drug group showed a statistically significant
change in the three renal function values (BUN, Creatinine, and eGFR). The levels of AST
and ALT, which indicate liver function, remained unchanged in the benjakul and
naproxen sodium groups. The ALP on Day 28 was significantly different from Day 0, but
not clinically significant. The increase in ALP was no more than 2.5 times in the Benjakul
group, an increase of approximately 3%, and an increase of approximately 5% in the

naproxen sodium group.



In conclusion, Benjakul extract capsules were effective equally naproxen

sodium in relieving symptoms of primary knee osteoarthritis.



