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Manufacturer Meril Life Sciences Pvt. Ltd. tiaall audl
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Authorization MDMA-1-2019-4091 gl )
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Potential /Associated SFDA can not ensure the safety and effectiveness of using Myval valve in un- [Addiaal) jhliall
risks authorized intended use (pulmonary heart position). This device has been approved S Jgally A yal)
by SFDA for relief of aortic stenosis indication. bl a3kl

e Please make sure the relevant personnel in your facility is aware of this
contraindication "Not for pulmonary heart valve replacement" and use the
device according to the indicate approved intended use (IFU) as below:

“Transcatheter Heart Valve (THV) and accessories are indicated for relief of aortic il 53l
stenosis in patients with symptomatic heart disease due to severe native calcific aortic i
stenosis as judged by a heart team (including a cardiac surgeon) and in patients who
are at a risk for open heart surgical therapy (Society of Thoracic Surgeons operative
risk score of >4% risk of mortality at 30 days).”
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