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Certificate of Notified medical device

Pawanyada
Sticky Note
FDA’s product approval number
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Name of license holder: AMT
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AMT Establishment License Number
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Medical Device Name
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Sticky Note
Details of the medical device: See attachment
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Name and place of manufacturing site: See attachment
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Name and address of importer: AMT
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Sticky Note
Expiry date: 31 December B.E. 2569 (2026)
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Issue date: 13 June B.E. 2565 (2022)
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Food and Drug Administration
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Ministry of Public Health
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Permission grantor
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The Xcite system is a therapeutic device that exchanges energy in the form of functional electrical stimulation to

the leg muscles, arm muscles, or trunk muscles. The device is intended for general rehabilitation for: 1. Relaxation
of muscle spasms 2. Prevention or retardation of disuse atrophy 3. Increasing of local blood circulation 4.
Maintaining of increasing range of motion 5. Neuromuscular re-education 6. Immediate post-surgical stimulation of

calf muscles to prevent venous thrombosis.
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Restorative Therapies, Inc 1434 Fleet Street Baltimore, MD 21231 USA
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RESTORATIVE THERAPIES, INC (USA) 1434 Fleet Street
65592803000001 Xcite Clinical Station FA216218 -
Baltimore Maryland USA 21231
RESTORATIVE THERAPIES, INC (USA) 1434 Fleet Street
65592803000002 XciteV2 Stimulator SA220070 -
Baltimore Maryland USA 21231
RESTORATIVE THERAPIES, INC (USA) 1434 Fleet Street
65592803000003 XciteV2 Smart Battery PP219918 -
Baltimore Maryland USA 21231
RESTORATIVE THERAPIES, INC (USA) 1434 Fleet Street
65592803000004 XciteV2 Cart SA220063 -
Baltimore Maryland USA 21231
RESTORATIVE THERAPIES, INC (USA) 1434 Fleet Street
65592803000005 Stimulation Cable PP217417 -
Baltimore Maryland USA 21231
RESTORATIVE THERAPIES, INC (USA) 1434 Fleet Street
65592803000014 Xcite Power Kit Xcite PWR -
Baltimore Maryland USA 21231
AXELGAARD MANUFACTURING CO., LTD. (USA) 520
65634273000006 PALS Neurostimulation Electrode, 2x2" PP100418 -
Industrial Way, Fallbrook California USA 92028
AXELGAARD MANUFACTURING CO., LTD. (USA) 520
65634273000007 PALS Neurostimulation Electrode, 2” X 3.5” PP100015 -
Industrial Way, Fallbrook California USA 92028
PALS Neurostimulation AXELGAARD MANUFACTURING CO., LTD. (USA) 520
65634273000008 PP100419 -
Electrode, 3x4" Industrial Way, Fallbrook California USA 92028
AXELGAARD MANUFACTURING CO., LTD. (USA) 520
65634273000009 PALS Neurostimulation Electrode, 3x5" PP100420 -
Industrial Way, Fallbrook California USA 92028
PALS Neurostimulation AXELGAARD MANUFACTURING CO., LTD. (USA) 520
65634273000010 PP107289 -
Electrode, 1.25" Round Industrial Way, Fallbrook California USA 92028
PALS Neurostimulation AXELGAARD MANUFACTURING CO., LTD. (USA) 520
65634273000011 PP100421 -
Electrode, sensitive, 2x2" Industrial Way, Fallbrook California USA 92028
PALS Neurostimulation AXELGAARD MANUFACTURING CO., LTD. (USA) 520
65634273000012 PP102738 -
Electrode, sensitive, 1.5x3.5" Industrial Way, Fallbrook California USA 92028
PALS Neurostimulation AXELGAARD MANUFACTURING CO., LTD. (USA) 520
65634273000013 PP220276 -
Electrode, sensitive, 2x4" Industrial Way, Fallbrook California USA 92028
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