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Mononuclear Cell

MonuCell® as a cell product is manufactured under GMP standards and contain
autologous bone marrow mononuclear cells (BM-MNCs). To produce MonuCeII®, bone
marrow sample is obtained from iliac crest of a pelvic bone, then BM-MNCs would be
isolated by density gradient centrifugation. Active substance Mono nuclear cells as an
active substances of MonuCell™ express hematopoietic properties and also have the
ability of proliferation and differentiation in order that induce angiogenesis to help blood
perfusion of injured tissue. Among the cell population of mono nuclear cells, hematopoietic
stem cells with surface markers including CD34 and CD133 are well known for their ability
to angiogenesis and strengthen myocardial muscles. Excipient This product contains
sodium chloride 0.9% as the basal solution. Dosage form MonuCel® as a cell suspension
is manufactured in two forms: (i) 600C/10ml -containing 6x108 autologous BM-MNCs in
10 ml sodium chloride 0.9% for intracoronary artery injection, and (ii) 600C/3ml-containing
6 x 108 autologous BM- MNCs in 3 ml sterile sodium chloride 0.9% for intra-myocardial
injection. Packaging Sterile vial Route of administration 1. Intracoronary artery injection
during angiography 2. Intra-myocardial injection during open-heart surgery Clinical
indication Treatment of ischemic cardiomyopathy and dilated congestive cardiomyopathy
(DCM) in adults. Dosage 1. 6 x108 -109 autologous BM- MNCs suspension in 10 ml
sterile sodium chloride 0.9% for intracoronary injection. 2. 6 x108 - 109 autologous BM
MNCs suspension in 3 ml sterile sodium chloride 0.9% for intra-myocardial injection.
Storage condition MonuCell® should be stored at 2 - 8 °C, and keep far from direct
sunlight. It should also be used within 12 hours after manufacturing to prevent loss of
efficacy. Contraindications - Use of cytotoxic or immunosuppressant drugs - History
of pericarditis - Allergy to animal proteins Pregnancy and breast feeding Use of this
product has not been evaluated in pregnant women or during breast feeding; therefore,
it is not recommended. Children Use of this product in patients under 18 years old is not
allowed. Warning It is not recommended if the package is damaged or pass the expired
date. Side effects No notable side effects have been reported up to now.
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