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Device Classification Name Powered | aser Surgical Instrument

510{K) Number K200525
Device Name Medical Diode Laser Hair Removal System
Applicant Weifang Mingliang Electronics CO_, LTD

Mo 13426, Yuging Street, High-Tech District
Weifang, CN 281000
Applicant Contact Li Mingliang
Correspondent Beijing Believe-Med Technology Service Co., Lid.
FEm. 912, Building#15, XiYueHui, No.5, YiHe North Rd_,
FangShan District
Beijing, CN 102401

Correspondent Contact Ray Wang

Regulation Number 878.4810

Classification Product Code GEX

Date Received 03/02/2020

Decision Date 0512712020

Decision Substantially Equivalent {SESE)
Regulation Medical Specialty General & Plastic Surgery
510k Review Panel General & Plastic Surgery
Type Traditional

Reviewed By Third Party Mo

Combination Product Mo

Pana | act | Indated- NRN120230

1. Advanced Tech: TexHoIOTrHS CIIeKaHUS OJI0OBA 30JI0TA,

2. Pyuku: nazepHuie cTepxkHu ['epmanuu/CIIA, 10 6ap, 1000 Bt. 12 6ap, Gonbiias



MotrHOCTh 1200 BT myst 6oree ORICTPOTO M KaYeCTBEHHOTO yaaeHus Bojoc. Hacrosiiee
6e30071e3HEHHOE U ITIOCTOSTHHOE yMaleHue BOJIOC C OUEBUIHBIMU pe3yNibTaTaMu. HacTosiee
6e3060/1e3HEHHOE U TIOCTOSTHHOE YOaJIeH!e BOJIOC C OUeBHOHBIMU pe3yIbTaTaMHu.

3. BricTpas o6paboTka: pasmep naTHa 10 * 20 mm / 15 * 25 mm / 12 * 38 MM, yacTtoTta 1-10
I'1;, 6onee BricOKasi 3pPEKTUBHOCTE.

4. HempepsriBHas pabota: KoHgeHcaTop TEC BO3MyX Bofa MOIYIPOBOHUKOBAS CUCTEMA
OXJIaXK[EeHHUs, MOXKeT (PaKTHYeCKU KOHTPOJIUPOBATh ITOCTOSHHYIO TEMIIEPATYPY BOIHI.
mpu 22~24°C ybemuTech, 4YTO MallliHa Pa00TaeT HEIIPEPHEIBHO B TeueHue 24 4acoB 6e3
OCTAHOBKH, fjaxe JIeToM 0e3 KOHOUIMOHEpa.
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More powerful energy absorption by the melanin
chromophore, making it odeal for the widest range of
hair types and color

- especially light-colored and thin hair

Deep penetration of the hair follicle with high
average power with high repetition rate for

Ag sebaceous
% Gland

£ fast treatment. moderate melanin absorption level
-E Arrector Pili making it safe for darker skin types.
’ —Muscie ideal for treating the arms, legs, cheeks and beard.
Bulge
+ \/; Hair Bulb low melanin absorption, focused solution for
. i darker skin bypes. Offers the deepest penetration
Follicular Papilla of the hair follicle, embedded hair in areas as the

» | scalp, armpit, and pubic area.

»» P dexT cynepoxiaxkieHus:

Candup Temmeparypa-5~3°C. OdhHeKTUBHO YMEHBUIUTh 00I€3HEHHOCTD NIPU JIEYeHUHU U
coenaTh

»» UTaIbSIHCKUY BOOSIHOM HACOC:

Jlyuirie [mst m1a3epHOT0 BOGHOTO KPyra, OTBOAUT TEIIIO, IIPOIEBAET CPOK CITYKOHI.



»»JIBa ¢puIbTPa AJIs BOOBIL:

[IBa BapraHTa 0OMeHa NMUILEBEIMU IPOAYKTaMU MOTYT 00€CIIeYuTh KauyeCTBO BOAHI IS
IUPKYIALNHN.

SMART . .2*
"CHNOLOGY




1064nm




