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DEVICE DIFFERENCE DECLARATION

To Whom It May Concern,
We hereby declare the differences among the following intraoral scanner models:
Models:

e MyScan Air

e ViSIOScan Go

e AlphaScan 3

e OptiScan 3

e S300W
1. Differences among MyScan Air, ViSIOScan Go, AlphaScan 3, and OptiScan 3

The models MyScan Air, ViSIOScan Go, AlphaScan 3, and OptiScan 3 are
identical in terms of design, intended use, operating principle, technical
specifications, materials, software, and performance.

The only differences among these four models are:
e Product model name;
e Product labeling/printing (silkscreen markings);
« Button color.

These differences do not affect the device's functionality, safety, performance, or
intended use.

2. Differences between MyScan Air, ViSIOScan Go, AlphaScan 3, OptiScan 3
and S300W

Compared with model S300W, the models MyScan Air, ViSIOScan Go, AlphaScan
3, and OptiScan 3 differ only in the following aspects:

e The scanner buttons are different in appearance. The buttons on MyScan Air,
ViSIOScan Go, AlphaScan 3, and OptiScan 3 are made of silicone material;

e The charging holder has a slightly modified external appearance;
e The bottom appearance of the handheld scanner has been slightly modified.

e The capacitor has been switched from the super capacitor (U23, Version D) to
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4 polymer solid tantalum capacitors (C194-C197, Version E), and the

corresponding supporting circuitry for the capacitors has been adjusted.

e The power IC has been switched from TPS63030 (U15, Version D) to the
same series TPS63000 (U15, Version E), increasing the maximum output
current from 800mA to 1200mA.

Apart from the differences described above, these models are identical to S300W in
terms of:

¢ Intended use;

Operating principle;

Technical characteristics;

Materials in patient-contacting areas;

Safety and performance specifications.

The above differences are limited to cosmetic and structural appearance changes
and do not affect the device's intended use, safety, effectiveness, or performance.

We hereby confirm that all above-mentioned models are substantially equivalent and
comply with the same applicable requirements.

Sincerely,

Name: Tingting Hu
Title: RA Specialist
Company: Alliedstar Medical Equipment Co., Ltd.
Signature: ERA:

Tingling He

3BF63BDA7F67482...



		2026-08-05T05:57:56+0000
	Digitally verifiable PDF exported from www.docusign.com




