FDA 510(k) Premarket Notification CLEARED

K240707 Ultrasonic Scaler (WD-JY-B002,WD-JY-W001,WD-JY- 02 2024
R0O03,WD-JY-G004,WD-JY-B003,WD-JY-C006,WD-JY-M0014, WD- 109 days to decision
JY-N0015,WD-JY-N0016,WD-JY-N0017,WD-JY-EO007, WD-JY-
FO08,WD-JY-A005,WD-JY-H009,WD-JY-10011, WD-JY-K0012,WD-
JY-K0013,WD-JY-K0014, WD-JY-L0013,WD-JY-L0014,WD-JY-

L0015, WD-JY-L0016,WD-JY-L0017)

K240707 - Product code: ELC - Dental
Source: https://www.510kdatabase.net/k240707/

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional

Device classification Scaler, Ultrasonic (ELC)

Date received Mar 15, 2024

Decision date Jul 2, 2024

Days to decision 109 days

Third-party review No

Combination product No

PCCP authorized No

Summary / Statement Summary

APPLICANT

Company Shenzhen Micro Electric Intelligence Co., Ltd.
Location Shenzhen, CN

Contact Fengmeng Han

510(K) history 1 submissions - 1 cleared - 2024-2024
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