FDA 510(k) Premarket Notification CLEARED

K261407 XPREEN LED Light Therapy Masks (XPRE322, 0115, 2026
XPRE326, XPRE327, XPRE342, XPRE368, XPRE422, XPRE434, 77 days to decision
XPRE451, XPRE455, XPRE457, XPRE448, XPRE335, XPRE350,

XPRE420, XPRE436, XPRE339, XPRE445)

K261407 - Product code: OHS - General & Plastic Surgery
Source: https://www.510kdatabase.net/k261407/

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional

Device classification Light Based Over The Counter Wrinkle Reduction (OHS)
Date received Apr 29, 2026

Decision date Jul 15, 2026

Days to decision 77 days

Third-party review No

Summary / Statement Summary

APPLICANT

Company Dongguan Migiang Technology Co., Ltd.
Location Dongguan, CN

Contact Charles (Chengyu) Shen

510(K) history 1 submissions - 1 cleared - 2026-2026
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