Dr pen® /20

Dr. pen Microneedling System

FDA 510K cleared

Class Il medical device
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Medical Device Certification

Owner/Operator: Guangzhou Ekai Electronic Technology Co.,Ltd.

Device Name: Dr. pen Microneedling System P

510(k) Number: K230420
Regulatory Class: Class Il
FEI Number * : 3013360665
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GUANGZHOU EKAI ELECTRONIC T
3/F Building E, No. 81 Zijing Road, Liwan
Guangzhou Guangdong, CN 510385
Registration Number: 3013360665

FEI Number*: 3013360665

Status: Active

Date Of Registration Status: 2024

Owner/Operator:
Guangzhou Ekai Electronic Technology Co. Ltd
3/F Building E, No. 81 Zijing Road, Liwan Distri
Guangzhou, Guangdong CN 510385
Owner/Operator Number: 10057206
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Guangzhou Ekai Electronic Technology Co., Ltd.

Re: K230420
Trade/Device Name: Dr. pen Microneedling System
Regulation Number: 21 CFR 878.4430
Regulation Name: Microneedling Device For Aesthetic Use
Regulatory Class: Class II
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Advantages
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Large capacity battery esure 3L Connector

Type'C USB . 4 . The connection of cartridge is with
ContanOUSIV Iong Worklng tl me 3 locks design.The cartridge is locked
Connector (=) the bayonet easily and firmly, the

procedure will be more stable
and high effeciency.

Solve various
Skin Problems

Accelerate pigment metabolism, whiten and tender
skin, remove acne mark, dilute chloasma and
reduce acne pits, improve stretch marks, reduce
pores and fine lines.
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Intuitive low battery warning

A20 with low battery warning to help users know
the battery remaining power intuitively.
Better control the working hours
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The symbol "L " will blink on LED screen for 5 times
when the battery is low, and then the Dr.pen
will be turned off automatically.

146 mm

Specification
Brand Dr pen Model A20
Speed Level 6 Speeds Power Model Wirless
Battery Capacity 700 mAh Handle Material Metal
Needle Adjustment Range 0~2.5mm Available Catridges 14 Pins
510(k) Number K230420 Adapter US/EU/UK/AU/KR
Specification for
Regulatory Class el 1 Fs)ingle package 20 * 16 * 8.5 cm/1pc/ 700 g
FEI Number* 3013360665 1 carton 41*32*38 cm [ 20 pcs [ 15 kg
g[B)OX 53 ® Adapter
Customization logo, private label, package, et VRN ® Cabl
(OEM & ODM) new shape,change color. Facsing CIst ®Manual ° ef
@Inductive base @ Protective Sleeve * 10 pcs
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