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DIODE LASER SERIES

How It Works

Diode laser hair removal technology is based on the se-
lectivedynamics of light and heat.The laser goes
through the skin surface to reach the root of hair folli-
cleslight can be absorbed and converted into heat dam-
aged hair follicle tissue so that the hair papilla is dam-
aged without injury surrounding tissue.No pain easy op-
eration the most safe technology for permanent hair re-
moval now.

Suitable for All Kinds
of Skin
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755 nm for white skin ( fine , golden hair removal )
808 nm for yellow neutral skin ( brown hair removal )

- 1064 nm for black skin ( black hair removal )
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Application

Permanent & painfree hair removal
on all body of skin type [-VIL.

Lip hair removal beard hair remov-
al chest hairre moval armpit hair re-
moval back hair removal& hair re-
moval on outside bikini line etc.

Any hair color removal.

Any skin color hair removal.
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3-6 Session Times to
Get Permanent Hair
Removal

Professional light transmitting
technology, high laser output
and effective hair removal.
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ADMIMISTRATION

510(k) Premarket Notification

© FDAHome © Medical Devices © Databases & O

l"’P §10(k) | Debovo | Regisiration & Lising | Adverse Cverts | Rocals | PMA | HOE | Clssscation | Standards
R CFR T 21 | Radiaton Cmiting Products | X-Ray Asserbler | Medsun Reperts | CUA | TPLE
SuperSeereh
Igw Sgarch EpcTo 4370 Rep ity
Device Classification Name T -
510(k) Number K2Z37TT8
Device Name Ciode Lazer Hair Removal System (RD-SLD800)
Applicant Shanghai Omni Laser Skinclogy Co.. Ltd.
Floor 3, Buiding 3. NO.227, Minggiang Road,
Songiarg Dish
Shanghai, CN 201812
Applicant Contact Aol Quyang
Correspondent Mew Fizen Enterpriss Managesnant Corsuiting Co., Lid
Room 302, Building 3, Hanggian Mansion, Hanggian Streel.
District

Wenzhou, CN 228000
Comespondent Contact Helgn Man

Regulation Number §78 4810
Classification Procuct Code GEX

Date Received 121182022

Decision Date 033172023

Decision Substantially Equvalent (SESE)
Regulation Medical Specialty General & Flastic Surgery

510k Review Panel Geraral & Flastic Surgery
Summary Summary

Type Traditianal
Reviewed by Third Party Mo

Combination Product MNo
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CERTIFICATE

Centificat - Cenificado- Ceprundoncar - Zertifikat - i1 %

APPLICANT: (who finally puss. the prodact on ihe market )
Shanghan Cxmani Laser Skinology Co., Lad
Floor 3, Building 3, Mo, 217, Minqung Bd., Songjiang District, Shangha, China
CERTIFICATE NO.: ISETC.0007202 1 0Fx12
TECHNICAL REFERENCE: ENC2 1051 T0GE5L 1 ENCE 1081 T0GEYE]
ISET MARK:
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CAUTION ABOUT CE MARKING ( Inssrusction for the Applscant wio puts the product on the EL marker)

The label of the CE Marking on the keft side should be nod less than Smim height. CE Marking sad
c € EC Declaration of Conformity ane duties for the manufactuner of its applicant who puts the prodect

om the mawrket. This cns is respossible 1o stan the CE marking and cenification procodiers & regquired
by che begiskarion in force. Omly for vhe products which ane compalsonly included o spocific Directives of Regulaions
will be nocessary 10 appoint & Notificd Body.
TYPE OF FRODUCT: Diode Laser Hair Removal Sysiem
MODEL(S): RD-5LD100, RD-SLD20GRD-5L D300, R D-S LS00 R DS LD,

ROD-5L0 &00 RD-SLINS0A RD-SLDSS0R

LIST OF MRECTIVES /| REGULATIONS STANDARDS (as declared by the masufiscumer insell)
Low Voliage Directive 201 435EL; Elecromagnetic Compatibility Direciive 201430VEL
EN 603352 23 2003+ A |- 2008+ A2 201 5
EN 033512001 3+A 1 12014+ A L3200 T+ A L2010+ A L4 2019+ A2 2019
EN 62233 2008, EN 35014-1:22017+A1 1: 2000, EN IEC 61 000-3-2; 2019
EN 61000332001 3+A1: 2019 EN 55014-2:2015
NOTE: This documeni is nol referred 1o any evaluaion thal could be consadered as included in the scope of the
activitics covered by the standard BS EN ISOVIEC 17065-201 2 or European Regulation 7652008,
REMARK: Certificate is issued on voluntary spplication from the Client and it gives 1o the applicant the right 1o
use and affix the ISET Mark on their producis, even if it docen 't mmply any asscssment on the safety and complance
of the product ISET declares thal the onlly scope of the assessment i3 w0 verily the exislence of the declaration isswed
by the manufacturer or an applicant under itx own respenadylis

EXPIRY DATE: 0] 192026
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OF REGISTRATION

This is to certify that the management system of;

Shanghai Omni Laser
Skinology Co., Ltd.

(FOD4T38)

Main Site: Building 12-4-6F, Liando U Valley Songiang Intermational
Enterprise Port Park, No. 1698 Mimyi Road, Songjiang District,
Shanghai, China 201612

has been registered by Intertek, an MDSAP recognized auditing
organization, as conforming to the requirements of:

ISO 13485:2016

Brazil: RDC ANVEA n GES2022, RDC ANVEAR. 55172001, RDC ANVISA r. 6772009
Campda: Medical Devicss Regulitions = Part 1- 508 580282
Uit States: 21 CFR 820, 21 CFR 8O3, 21 CFR B0E, 21 OFR BOT (Subpans A to D)

The management system is applicable to:

Design, Manulacture and senvice of Intense Pulsed Light Equipment
for skin Rejuvenation and hair remioval, Dicde laser Halr Removal
syitem and Photodynamic Therapy System.

ﬂ:;&m
President, Buianess Assurance

intertek Testing Services NA, inc.
900 Chelmaford Street
Lowedl, WA, USA D1851
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Advantage

Pain-free Experience
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Efficient Cooling
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@ 24 hours continuous work and intelligent

temperature control.

When the water temperature exceeds 25°C, the
air compressor works normally, and stops work-
ing when it is below 25°C to extend the life of
laser bar.

Strong and continuous calming of the skin,

protect the skin from damage

Italian imported ultra-quiet water
pump

Meet the water flow requirements of su-
per-channel. No noise, provide a quiet and com-
fortable environment for patients. Larger water

flow for better cooling, prolong laser module
and machine life.

Condition

If energy output can reach to more
than 10J/cm2 when TRT of skin <

pulse on < TRT of melanin in hair.

Result

It can achieve real effective and pain-
free hair removal experience.

Test Result

Omni Laser Diode laser system can
reach 40J+ in 35ms pulse on at 3cm?
spot size.

No Shots limitation

Original USA Coherent laser bar, no shots
limitation within one year.

Gold plating laser bars, stronger
anti-oxidization and anti-corrosion.
Longer lifetime than the traditional
indium laser or no channel led.
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Super Channel VS Simplex
Micro/Macro/Non-Channel

Three Working Modes

Optional Wi-Fi/GPS/renting system
/chain salon management system

* Online interface/software upgrade by wifi

e GPS function, ensure machine in safe situation

, Time controlling, help the rental business
collect payments on time

, Remote monitoring of machine usage,
convenient for chain salon management

O4

The latest technology Super
Channel combines

e the speedy cooling of micro-channel

, thelower water quality
requirements of macro channels

. the greater output energy and spot
area than non-channel.

DISTRIBUTOR
FRIENDLY 73

Optional Nose Tip

8mm small diameter spot area, accu-
rately remove excess facial hair like
nose hair, lip hair, chain hair, hairy eye-
brows and ect. Helps with a more re-
fined silhouette management.

WWW.OMNI-LASERS.COM



~_ HPI N HP2 : “\ HP3

Spot size: 10*20mm I Spot size: 13*30mm Spot size: 12*12mm

Power: \] /-’" Power: 1000w/1200w/1600w " ‘ Power: 600w
300w/400w/500w/600w/800w N\ ﬁ”| Optional nose tip: 8mm for

‘w Optional nose tip: 8mm for ) v ey precise small area hair removal

o e | precise small area hair removal | W i

MODELS

RD-5LD600 RD-SLD700

Display screen: 10.4"TFT chromatic Display screen: 15.6 “TFT chromatic

screen screen
_aser frequency: 1-10Hz _aser frequency: 1-10Hz
Handpiece number: 1 or?2 2.0 Handpiece number: 1 or 2

|aser wavelength: 808nm or @ _aser wavelength: 808nm or
808nm+755nm+1064nm 808nm+/55nm+1064nm
Treatment: 3-6 sessions’ permanent Treatment: 3-6 sessions’ permanent
hair removal hair removal

Conduction crystal: sapphire

Diode laser power density:
1~40J/cm?

Cooling: imported air compressor or
TEC condensor

Language support: multi-language
Selection ac: 100v-240v, 50/60Hz

Conduction crystal: sapphire

Diode laser power density:
1~40J/cm?

Cooling: imported air compressor or
TEC condensor

Language support: multi-language
Selection ac: 100v-240v, 50/60Hz
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Display screen: 15"TFT chromatic

screen
| aser frequency: 1-10Hz

Handpiece number: 1

Display screen: 8.4"TFT chromatic

screen
| aser frequency: 1-10Hz
Handpiece number: 1

”—‘j) |aser wavelength: 808nm or |aser wavelength: 808nm or
- 27 808nm+755nm+1064nm 808nm+755nm+1064nm
il Treatment: 3-6 sessions’permanent Treatment: 3-6 sessions’ permanent
HHHH hair removal hair removal
Conduction crystal: sapphire Conduction crystal: sapphire

i Diode laser power density: 1~40J)/cm?
Cooling: imported air Compressor or
TEC condensor

Language support: multi-language
Selection ac: 100v-240v, 50/60Hz

Package: professional flight case

Diode laser power density: 1~40J)/cm?
Cooling: imported air compressor or

TEC condensor
Language support: multi-language
Selection ac: 100v-240v, 50/60Hz

RD-SLD200 RD-SLD500
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l Spot size: 12*24mm \l I" Spot size: 12*36mm ﬂ\| I [ i - Spot size:
. Power: 1200w _ .-'I Power: 1800w - B A C12*12mm/12%20mm/
o o i .
| 12*36mm adjustable
: ‘: | = | \
i If l | !;// ( , \ Power: 1800w
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LATEST GENERATION DIODE HANDPIECE WITH FAC LENS (HP3~6)

® TEN PERCENT INCREASE IN LASER BEAM ENERGY

® ONLY HALF THE WEIGHT OF TRADITIONAL PACKAGING CRAFT, MAKES IT EASIER FORTHE
BEAUTICIAN TO HOLD HAIR REMOVAL FOR HOURS

RD-SLD950A __ RD-SLD950B

LAAEE

or tec condensor
Language support: multi-language
Selectionac: 100v-240v, 50/60Hz

Language support: multi-language
Selectionac: 100v-240v, 50/60Hz

Display screen: 15 "TFT chromatic o _— Display screen: 15" TFT chromatic
screen =t ™ screen

Laser frequency: 1-10Hz “““\/ e = | | aser frequency: 1-10Hz
Handpiece number: 1 or 2 i = Handpiece number: 1 or 2

Laser wavelength: 808nm or : ® " | aser wavelength: 808nm or
808nm+755nm+1064nm | 808nm+755nm+1064nm
Treatment: 3-6 sessions permanent = *-I ? - Treatment: 3-6 sessions’ permanent
hair removal ,' r hair removal

Conduction crystal: sapphire ™. %_ﬁ_% Conduction crystal: sapphire
Diode laser power density: 1~40J/cm? %_:% Diode laser power density:
Cooling: imported air compressor or Egg 1~40J)/cm?

TEC condensor Egé Cooling: imported air compressor

ALY
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A

LEALALALNANANY

Handpiece Style RD-SLD RD-SLD RD-SLD RD-SLD RD-SLD RD-SLD
/Machine Model 200 500 600 700 950A 950B
HP1(300/400/500/

A A A A A A
600/800W)
HP2(1000W/1200 N/A N/A A A A A
W/1600W)

Hweycoowsoow) | NA | A | A | A | A | A

o | wa | wa | A | A | A [ A
s | wa | wa | A | A | A | A

wesosoow) | WA | A | oA | oA | oA | A
wiFGPsFuncion | NA_ | NA | A | A | A | A

penengsystem | A | A | oA | oA | oA | oA
safetyChecing | A | A | A | A | A | A
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Shanghai Omni Laser Skinology CO.,LTD

Q Building 12-A-6F, Liando U Valley SongjiangInternational

Enterprise Port Park, No. 1698 Minyi Road, Songjiang District,
Shanghai,China

Tel: +86-21-54847192 54847783

info@omni-laser.com
Omni Laser
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