Igura

guratimod INN 25 mg

Composition
Igura Tablet: Each film-coated tablet contains Iguratimod INN 25 mg.

Anti-inflammatory mechanism of action:

Iguratimod can inhibit the activity of MIF and inhibit MIF-induced
proinflammatory  effects. Further, Iguratimod can inhibit
IL-17-mediated signaling by disrupting Act1, interaction with TRAF5
and IKKi, which inhibit the expressions of various inflammatory
factors of IL-17. Simultaneously, Iguratimod can interfere with the
TNF-a induced translocation of NF-kB to the nucleus from the
cytoplasm and suppress TNF-a induced production of IL-6, IL-8.

Immunomodulatory molecular mechanism of Iguratimod:
Iguratimod can regulate the immune balance by raising Treg cells,
reducing Th17 cell differentiation and down-regulating pro-inflam-
matory cytokines. Iguratimod can suppress B cell terminal
differentiation by targeting PKC and EGR1 to inhibit the production of
immunoglobulin, but not inhibiting the proliferation of B cells.

The osteoprotective molecular mechanism of Iguratimod:

A variety of signaling pathways play an important role in osteoblast
proliferation and differentiation and the repair process of bone and
cartilage damage, including BMP2-Smads signaling pathway,
P38-MAPK pathway and NF-kB pathway.lguratimod can promote
osteoblast differentiation by increasing the expression of Osx and its
upstream factor DIx5 and increasing the activation of P38. Iguratimod
can inhibit osteoclastogenesis and bone resorption induced by
RANKL in the PPARy/c-Fos signaling pathway, and also reduced the
expression of nuclear factor in activated T cell c1 and downstream
osteoclast marker genes.

Indication:
Rheumatoid arthritis, Psoriatic arthritis, Ulcerative colitis, Ankylosing
spondylitis, systemic lupus erythematosus.

Dosage and Administration:
25mg once or twice daily for maximum 24 weeks.

Side effects:
Adverse effects include elevated liver enzyme, nausea, vomiting,
stomach pain, skin rashes and itchiness.

Contraindication:
Contraindicated to the patients on treatment with warfarin.

Warning & Precaution:
Iguratimod is contraindicated in patients hypersensitive to Iguratimod
or to any of the tablet components.

Pregnancy:

It is not known whether Iguratimod can cause fetal harm when
administered to a pregnant women or can affect reproduction
capacity. Therefore, Iguratimod should not be used in women who
are or may become pregnant and particularly during early pregnancy,
unless, in the judgment of the physician, the potential benefits
outweigh the possible hazard.

Breast-feeding:
It is not known whether Iguratimod or its metabolites are excreted in
human milk. Because many drugs are excreted in human milk,
caution should be exercised when Iguratimod administered to a
nursing women.

Renal Impairment:

Iguratimod shows promise in treating rheumatoid arthritis in patients
with chronic renal failure, with studies indicating it is effective and
safe, and may even prevent renal fibrosis.

Hepatic impairment:
Contraindicated for use in patients with impaired hepatic function.

Pediatric population:
Safety and effectivity of Iguratimod in pediatric patients below the age
of 18 have not been established.

Drug Interaction:

Iguratimod can also interact with anticoagulants such as warfarin,
potentially enhancing the anticoagulant effects and increasing the
risk of bleeding.

Overdose:

Limited information is available on the acute toxicity of Iguratimod
overdosing. Overdosing on Iguratimod can lead to infection, liver
injury, interstitial lung disease and blood dyscrasias.

Storage:
Store below 30°C in a dry place, away from light and moisture. Keep
out of the reach of children.

Commercial Pack:
Igura Tablet: Each commercial box contains 20 tablets in Alu-Alu
blister pack.

Manufactured By

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh
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