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has been assessed and certified as meeting the requirements of

ISO 13485:2016

EN ISO 13485:2016

For the following activities

1.Design and Development, Manufacture, Sales and Distribution of Sterile & Non-Sterile, Non-Implantable

Medical Device for Intravascular administration set (infusion sets, volume metric administration sets,

Needleless Connector, Needle free Injection cap, Bag Spike, 3 Way stopcock, injection port, extension

tubings), Urine collector (urodynamic bags), Tracheobronchial suction catheter (suction catheters, suction

catheter kits), Venous blood pressure manometer (CVP manometers), Spinal fluid manometer, Vacuum-

powered body fluid suction apparatus (irrigation sets, suction liner bags), Non-powered, single patient,

portable suction apparatus (suction liner bags)

2. Providing commercial Ethylene Oxide Sterilization, validation service for medical device

This certificate is valid from 21 August 2024 until 21 August 2027 and remains valid subject to satisfactory surveillance

audits.
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