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1. Hydrafrac

2. Picode

3. Picode Lite

4. C-PLus

5. Code Factor

6. Em-Code

7. CoolShape

8. Em-Cool

9. Excimer

10. Nodd Pro-V

11. Meso Skinjector

12. Facecode

13. Visage

14. Wavelength Pro-X



ABOUT 
C O D E  A E S T H E T I C S

C O D E  A E S T H E T I C S

INTRODUCTION

Code aesthetics is a professional distributor of aesthetics & medical laser equipments in india, established in July 
2008. Code aesthetics has its own marketing & development center, studios center, sales and after-sales depart-
ments, and o�er professional technology, support and clinic data. Code aesthetics  team can communicate 
�uently in Hindi, English, with the customers.

Our Mission: Create a world-renowned brand, build a �rst-class team, and win the glory for india

CODE Aesthetics o�ers an extensive array of laser machines, each designed for a speci�c treatment and indica-
tion, together covering a full spectrum of solutions.



R e d e f i n e d  H y d r a t i o n

HydraFrac is a dermal micro-needling machine that offers simultaneous 
delivery of infused ingredients. It makes the treatment a quick, pain-free 
and effective treatment with no downtime.

It is the latest innovative platform merged with all the technologies.

INTRODUCING
NEW ERA OF MEDI-FACIALS
HYDRAFRAC...

Acne scarring
Skin dehydration 
Superficial wrinkles & Fine lines
Uneven skin tone, & Pigmentation

Hydrafrac is (USFDA) approved platform. It involves Radio Frequency (RF), 
Hydra Derma Abrasion (HDA), Vacuum Assisted derma roller (VADR), SONO, 
electro-ion and  Glow-O to achieve remarkable results.

HydraFrac is the best option for skin Rejuvenating, Hydration, 
Infusion, and pigmentation.

The HydraFrac machine takes micro-needling 
to a whole new level.

AquapeelGlOW-OElectro-Ion Hydrafrac Sono HydraFrac MRF

TECHNICAL SPECIFICATION

Screen

10inch tft

Vacuum Range

Radio Frequency

2 MHz, Multi Polar (6pol)

Noise Level

45DBMax 680nm HG

Ion lifting

500Hz (Digital Ion Lifting)

60 KHz/2ww/cm

Ultrasound

Input Voltage

110V/220V 50/60Hz



More effective NON-invasive infusion - for better 
results and serum permeation with each pass.
Vacuum Assisted-more of the serum is absorbed.

PATENTED DESIGN

Hydra Needle Tip

Titanium needles best suited for medical micro 
needling treatment at DE junction  (0.25mm)

Hydraroller is a non-invasive micro protrusion attachment consisting of our unique tightly placed micro 
protrusions which debris the skin surface safely and controllably.

Non-Invasive Microneedling Apparatus

HYDRAROLLER

Skin Rejuvenation Gel

6x0 .68f l .oz .20ml .e

Mild Exfoliation Capsule

6 x 0 . 0 1  l b  6 g r . e

Accelerator

Controller

Gently Exoliates Dead skin cells

Cleaner

Active ingredients 
Glycolic acid

EGF & galactomyoces
Active ingredients
Accelerate the cell metabolism

Aquapeel handpiece cleaner

Active Ingredients
Cleanse, oil control & open pores

Salicylic acid

Exfoliator



LASER TYPE 

WAVELENGTH

FREQUENCY

PULSE WIDTH 

LASER OUTPUT MODE 

ENERGY

SPOT SIZE 

COOLING SYSTEM 

VOLTAGE

DIMENSION 

WEIGHT 

PI-Code ND-YAG Laser 

1064nm, 532nm

1 - 10Hz

750PS

Flat top 

0.3 - 31.8J/cm²

2 - 10mm

Air cooling + water cooling 

220V/110V

112cm*47.5cm*102cm 

N.W. 109.6KG G.W. 164.6KG

TECHNICAL SPECIFICATION

P I C O  S E C O N D  L A S E R

Shortest pulse duration, enabling high peak power

FEATURES

Unique double pulse mode

Improved ROI with excellent results in fewer treatments

A versatile platform enabling multiple patient-tailored treatment options

Suitable for all skin types

Supreme feature set

Chloasma
Removal

Tattoo
Removal

Ota Nevus
Bluemole etc.

Remove
Spots



INTRODUCTION

PI-Code presents a new era in skin rejuvenation and tattoo removal, offering optimal results for the 
wrinkle reduction, removal of colorful tattoos, and benign pigmented lesions with just a few treatments.
PI-Code mode of operation is based on delivering ultra-short picoseconds pulses of energy Into the 
skin tissue.

Skin Rejuvenation

Pigmentation After 
Inflammation

Dark Ink Tattoos

Colored Ink Tattoos

Benign Pigmented 
Lesions & Lentigines

Wrinkles Reduction

1. PI-Code Handpiece

2. PI-CODE HANDPIECE 

ACCESSORIES PI-CODE offers an extensive array of applicators, each designed for a specific
treatment and indication, together covering a full spectrum of solutions.

Offers  9 spot sizes options, ranging between 2 and 10mm, addressing 
various types, severities, and depths of pigmented lesions and tattoos. 
The applicator  can be used both in Nd: YAG (1064nm) mode and 
Double  Nd: YAG (532nm) mode,Using a simple on-screen setup.

Employs a fractional delivery method that creates pixel-sized perfora-
tions in a 7×7 Non-ablative pattern, leaving the surrounding tissue 
intact. These micro injury sites trigger a wound healing process that 
strengthens collagen and stimulates new collagen, completely rejuve-
nating the target tissue. Five distinct treatmentdepths are available for 
maximum flexibility and precision.



LASER TYPE 

WAVELENGTH

FREQUENCY

PULSE WIDTH 

LASER OUTPUT MODE 

ENERGY

SPOT SIZE 

COOLING SYSTEM 

VOLTAGE

DIMENSION 

WEIGHT 

PI-Code ND-YAG Laser 

1064nm, 532nm

1 - 10Hz

750PS

Flat top 

0.3 - 31.8J/cm²

2 - 10mm

Air cooling + water cooling 

220V/110V

112cm*47.5cm*102cm 

N.W. 109.6KG G.W. 164.6KG

TECHNICAL SPECIFICATION

P I C O  S E C O N D  L A S E R

LITE
INTRODUCTION

Pi-Code presents a new era in skin rejuvenation and tattoo removal, offering optimal results for the 
wrinkle reduction, removal of colorful tattoos, and benign pigmented lesions with just a few treat-
ments.

PI-Code mode of operation is based on delivering ultra-short picoseconds pulses of energy Into 
the skin tissue.

SKIN REJUVENATION

TATTOO REMOVAL

PIGMENTED LESIONS

Skin rejuvenation treatment protocols are based on fractional 
energy delivery at various skin tissue depths. 

PI-Code mode of operation is based on delivering ultra-short 
picoseconds pulses of energy into the skin tissue.

PI-Code is able to treat both superficial & deep pigmented lesions. The 
dual-wavelength option allows us to treat epidermal-dermal lesions with 
its 532nm wavelength and deep pigmented lesions with The 1064nm to 
target melanin.



TREATMENTS

PigmentationSkin Rejuvenation Dark Ink Tattoos

Wrinkles Reduction Colored Ink TattoosPigmented Lesions

1. PI-CODE HANDPIECE

2. PI-CODE HANDPIECE 

Offers  9 spot sizes options, ranging between 2 and 10mm, addressing various types, severities, and 
depths of pigmented lesions and tattoos. The applicator  can be used both in Nd: YAG (1064nm) mode 
and Double  Nd: YAG (532nm) mode,Using a simple on-screen setup.

PI-CODE offers an extensive array of applicators, each designed for a specific treatment and indication, 
together covering a full spectrum of solutions.

Employs a fractional delivery method that creates pixel-sized perforations in a 7×7 Non-ablative 
pattern, leaving the surrounding tissue intact. These micro injury sites trigger a wound healing process 
that strengthens collagen and stimulates new collagen, completely rejuvenating the target tissue. Five 
distinct treatmentdepths are available for maximum flexibility and precision.

Utilizing the explosive effect of the ND: YAG laser, the laser permeate the epidermis into the dermis which 
includes amount of pigment mass. Since the laser pulses in nanosecond but with super high energy, the shot 
pigments mass swell quickly and breaks into small pieces, which will be eliminated through metabolic system.

Utilizing the heat effect of the ND:Yag Laser, the laser is absorbed by the monochrome in the capillary 
vessel, Then the capillary vessel become blocked the disappear.

Therapy of epidermis and dermis pigmentation

Therapy of the dilatation of capillary vessel

THERAPY PRINCIPLE

ACCESSORIES



Q-SWITCHED ND:YAG LASER

CODE ESTHETICS

C plus+ presents the powerful triple mode nd: yag laser treatment solution available, featuring q-switched, laser 
toning, and carbon laser on a single, dedicated platform. With double pulse technology offering up to 1000mj 
per pulse, an extraordinarily short pulse width of 7~12 nanoseconds, unique technological innovations including 
depth control and fractionated delivery. C- plus+ is unmatched in its power and versatility for treating a wide 
range of aesthetic dermal indications.

Principle of q-switched nd:yag laser is that it generates strong energy in a very  short time to instantly destroy 
pigments lesions in both epidermis and dermis without thermal damage to the epidermis and surrounding skin, 
follows by macrophages absorb destroyed pigment lesion in the human body 

WHAT IS C-PLUS ?

Selective Reaction 
Only For Pigment

Pigment Removal

Mode

Frequency

Pulse width 

Energy

Lens type

Cooling system 

Power supply

Weight

Q - Switch ND:YAG Laser

1064nm, 532nm

1 - 10Hz

10ns

1000 mj 

1064-F50, 1064F-FO, 532F-5O

Water cooling , Air cooling

25kg

220-240V, 50-60Hz 

Basic operation

Type of laser equipment

Technical characteristics

Technical specifications



ACCESSORIES

MAIN APPLICATOR

APPLICATOR HEADS 

1 - ND:YAG Crystal
2 - Flash Lamp
3 - Output mirror

4 - Reflective mirror
5 - Beam Expansion lens

6 - Spot beam spacer
7 - Diode Laser Pointer
8 - Resonator

9 - Q-Switched Crystal

1064NM-F0

1064NM-F50

532NM-F50

USING 1064NM- FO

USING 1064NM- F5O

For pigment disease at dermis layer with strong energy tattoo, Nevus of OTA

USING 532NM -F5O

For pigment disease at epidermis layer with strong energy freckles, age spot.

Treats pigmented lesions and tattoos using a homogenized laser beam profile with uniform energy intensity, preventing 
hot spots. A square beam with  3×3 mm2 or 5×5 mm2 spot sizes allow for coverage of treatment areas without overlap. 
The homogenizer handpiece may be used in q-switched laser mode

The 3 handpiece delivers parallel beams of energy to the target tissue with minimal dispersion, regardless of distance 
From the skin. This allows practitioners to administer treatment without having to maintain continuous contact with the 
skin while also allowing better visualization of larger treatment areas. With a 5mm spot size, this handpiece  offers an 
excellent coverage rate and high-speed treatment. 

After applying the carbon cream the carbon particles absorb the laser light and 
explode instantly, removing impurities and keratin on the skin surface and helping to 
regeneration collagen



Factor code is a state-of-the-art, minimally-invasive outpatient solution that 
incorporates CO2 technology to provide optimal care for various feminine 
concerns. The procedure is fast, painless, and completely safe,and provides 
highly effective results. It’s a versatile solution that enables medical practitioners 
to treat various feminine indications quickly and effectively. Factor code opens 
up your clinic to a wide range of patients, varying in age and stage in life, broad-
ening your reach – and adding real value to your practice.

CO2 FRACTIONAL 
LASER

Fractional Co2 Laser
For Vaginal Tightening

Fractional Co2 Laser
For Vulva Treatment

Fractional Co2 Laser
For Facial Treatment

Co2 For Surgery

INTRODUCTION

WAVELENGTH  

WORKING MODES

POWER

PULSE WIDTH 

LASER

INDICATOR LIGHT

LASER ORIGIN

COOLING SYSTEM

LANGUAGE

LCD DISPLAY

SCANNING GRAPHICS

VOLTAGE

SIZE

WEIGHT

10.6um

Continuous/Ultra-pulse/non-sequential Pulse

40W

0.1-10ms adjustable Step 0.1ms

DC Closed RF Laser Generator

635nm infrared

USA

AIR

English

15 Inch 16- Bit color LCD Display

Square, Rectangle, Circle, Diamond, Triangle, Ellipse.

110v-240 AC

530*570*1380mm

55kg

TECHNICAL SPECIFICATION



LiteScan is a handheld microprocessor-controlled laser scanner for char-free 
ablative procedures that allows for rapid coverage of large areas. It is designed for 
use in a variety of dermatological, aesthetic and surgical applications. Multiple 
scanning options are available including square or circle, in a spiral, grid pattern as 
well as straight or curved lines.

The Vaginal handpiece is a unique, single-use hygienic probe, uniquely designed 
to �t varying vaginal sizes and ensure maximum patient comfort. During 
treatment, the physician rotates the probe in a 360-degree pattern to cover the 
entire vaginal wall, providing optimal coverage and e�ciency.

This unique technology approach enables the use of much higher energy levels via 
longer pulse durations, creating a greater coagulation and thermal e�ect with 
minimal ablation and signi�cantly reduced patient downtime.

The deep thermal e�ect of the Pixel applicator makes it ideal for skin rejuvenation, 
treating �ne lines and wrinkles.

(f50mm,f100mm optional)

Surgical Handpieces..

Scan Handpieces

Gynecology Handpieces (f127mm)  
Rebuild vaginal mucosa, 
Tighten vagina and improve the vulva color.

HAND PIECE IDENTIFICATION AUTOMATICALLY
ERGONOMIC DESIGN, EASY TO OPERATE

Versatile fractional scanner for e�cient ablative procedures, 
ideal for skin texture and pigmentation

Super pulse mode provides the highest peak power with the shortest 
pulse duration, Enabling the deepest penetration with minimal residual 
thermal damage. This mode is designed for performing ablation 
without inflammation and achieves highly effective results with minimal 
downtime and enhanced patient comfort.

4. SUPER PULSE MODE:

MODES OF OPERATION...

3. REPEAT MODE:

2. PULSE MODE (SINGLE-PULSE):

1. CW MODE (CONTINUOUS WAVE):
Emits one continuous and consistent laser energy,  typically used for
excision or cutting.

Produces a single pulse of laser energy for more supervised and 
accurate energy delivery.

Produces a series of either short or long pulses of laser energy at 
variable speeds.

GYNEOCOLGY HANPIECES

LIGHT GUIDE ARM

Golden standard of anti anging treatment
acne and scar improvment 

SURGICAL HANDPIECE
( F50MM F100MM OPTIONAL )

Accurate energy
Skin tissue instant gasification

( F127MM )

Rebuiled vaginal mucosa, 
Tighten vagina and improve
The vulva color

01.

02.

03.

THE CO2 LASER SYSTEM OFFERS 4 MODES OF ENERGY DELIVERY



B U I L D   M U S C L E  &  B U R N   F AT

BODY 
CONTOURING

With latest generation technology, high-tech non-water cooling system, high quality insulat-
ed material, scientific magnetic pulses, automatic control system, one size is suitable for multi-
ple areas. EM-Code body workout activates over 90% of the muscles fibers at the same time 
and also deeper muscles are trained

EM-Code is an effective way to improve your fitness level, body image and well-being in far 
less time.

INTRODUCTION

NON-INVASIVE BUTTOCK PROCEDURE NO DOWNTIME NO PAIN BODY SCULPTINGNON RADIATION



BACK FAT

UNDERNEATH
THE BUTTOCKS
(BANANA ROLL)

UPPER ARM
BRA FAT

BELOW THE
JAWLINEUNDER 

THE CHINE

SIDE (FLANK)

ABDOMEN

THIGH

User Friendly Screen

Hight resolution interface
Free sliding operation
45  Adjustable for best viewing
Auto adjustment energy range when changing frequency
Smart control of total tesla per session
Safety low frequency waves without adverse effect

45

45

Pulse frequency 1-150Hz

0-100%

0-100%

6MHZ

285us

0.4 - 2.5T

Up to 60 min

40kg

Touch screen

Continuous

EM Energy

RF Energy

RF Frequency

Pulse Time

Magnetic Field strength

Treatment Time

Equipment weight

User Interface

Operation type

Technical Specification

Intelligent operation, time adjustable from 0 to 60 minutes; energy adjustable 
from 0 to 100%

Simple 1 - For people who seldom exercise with less muscle and more fatness 
Default frequencies are 30Hz 38Hz 5Hz

Simple 2 - For people who do regular exercise with more muscle and less fatness.
Default frequencies are 20Hz 29Hz 4Hz

Specialty 1- For professional practitioners to customize protocol A 
The frequencies of F1, F2, F3 are adjustable, and the energy adjustment range is 
automatically optimized according to the frequency

Specialty 2 - For professional practitioners to customize protocol B 
The frequencies of F1, F2, F3 are adjustable, and the energy adjustment range is 
automatically optimized according to the frequency

4 Working Modes



CoolSha e
C R Y O L I P O L Y S I S7th GEN

The latest in non-invasive full body contouring.

Coolshape uses state -of-the-art freezing technology removes excesss subcutaneous fat from a specific part 
of the body by dissolving fat cells using cool temprature without damaging the surrounding tissue. Once 
cold, fat cells will decompose natural and gently be eliminated through the body’s normal metabolic 
processes. designed with 360. surrounding cooling technology. the multiple cooling cups fit all curves and 
contours from as high as your chin all the wqay down tothe knees to deliver absolute, non-invasive body 
contouring your way.

360 Cooling

Better Cooling effect and 
less treatment time.

Liquid Silicone
Soft and tender touch 
like a baby skin.

Dual Temperature
Exclusive patent assures
safety and efficacy.

Medical �exible LSR silicone cups
Whole shaped molding 360 cups dedicated 
and soft, comprehensive care for the skin.

7 IN 1 MULTI-SIZE APPLICATOR
Ergonomic design, skin-friendly �t the body arc 
meet the whole body fat reduction needs from 
the face to the legs

360O

INTRODUCTION

Coolshape treatment eliminate fat tissue in numerous areas allowing full body contouring. Mainly, it is a pain free, 
non-invasive and definitive treatment for the elimination of fat cells.

AIM OF THE TREATMENT



Love Handles
Flanks,

Outer Thigh,
Inner Thighs

Wing Max

Abdomen, Bra line,
Flanks, Love handles,
Below Buttocks

Wings Plus

Arc-T

Wing Mini
Double chin,
Axila, knees

Abdomen, Arms,
Inner Thighs

Flat 

Double chin,
Axila, knees

Flat Mini

Andome.Flanks,
Love Handles

Wing

Multiple combinations
in just one session.

ALL AREAS

ALL ANGLES

ALL TYPES OF TISSUE

ALL PATIENTS

The newly added RF energy promotes blood circulation, heats the cells in the deep layers of the skin, reduces the 
thickness of the subcutaneous fat layer, and makes the skin contour plum.

EFFECTIVE FAT REDUCTION

TREATMENT APPLICATION Unique Patented Technology Ensure Best Results,
comfortability and safety

You may struggle 
with stubborn fat 
even after jogging 
and dieting.

The coolslimming 
suction your skin 
and subcutaneous 
layer.

Cooling energy then 
freezes fat deposit 
to induce apoptosis.

Crystallized fat cells 
die o� through the 
body’s natural 
metabolism.

Remaining fat in the 
e target area 
became leaner and 
less dense.

Combine with your 
healthy regimen to 
look slimmer and 
con�dent.



EM-COOL Hybrid uses state -of-the-art freezing technology 
removes excesss subcutaneous fat from a specific part of the 
body by dissolving fat cells using cool temprature without dam-
aging the surrounding tissue. Once cold, fat cells will decompose 
natural and gently be eliminated through the body’s normal 
metabolic processes. designed with 360. surrounding cooling 
technology. the multiple cooling cups fit all curves and contours 
from as high as your chin all the wqay down tothe knees to deliv-
er absolute, non-invasive body contouring your way.

INTRODUCTION

With a simple press-and-release mechanism, 
the EM-Cool Hybrid allows maximum Conve-
nience and makes switching cooling cups as 
simple as possible. Detaching Cables or turn-
ing the system off is not requires even during 
treatments.

The part description is for reference only, 
please select the corresponding handle 
according to the individual body for 
actual operation.

Wing Mini
Double Chin,
Axilla, Knees

Flat Mini
Double Chin,
Axilla, Knees

Flat
Abdomen,Arms,

Inner Thighs

Arc-T
Outer Thighs,
Inner Thighs

Wing
Abdomen,Flanks,

Love Handles

Wing Plus
Abdomen,Bra Line,

Flanks,Love Handles,
Below Buttocks

Wing Max
Abdomen,Flanks,

Love Handles

FAST AND EASY
APPLICATOR EXCHANGE

APPLICATOR
INTRODUCTION

The Fourt- Generation applicators 
are upgraded with exclusive patent,
creating a core competitive 
advantage the is unique to 
EM-Cool hybrid

EM-COOL
C O N T O U R I N G

HYBRID



Multiple combinations
in just one session.

ALL AREAS

ALL ANGLES

ALL TYPES OF TISSUE

ALL PATIENTS

Basic operation
Type of equipment   Controlled cooling device for medical use

Technical characteristics
Minimum temperature - 11ºC
hand-pieces Straight  HP, Curved  HP, Tight HP

Double  HP, Tiny  HP, Oval

 

HP

Power supply 100-240 V
Maximum power 1000 W
Cooling capacity in each handpiece 90 W programming 0 ºC

 

with a Tamb of 25 ºC

Regulation
Class of equipment as standard Class I, type BF
classi�cation according to directive Class II a
Marking CE0051
The device complies with the requirements Directive 2007/47 CE (93/42/CE) 
Of directives (Medical Device)

Directive 2002/95 CEE (RoHS)
Directive 2002/96 ECC (RAEE) 

dimensions 540 x 440 x 550 mm
weight 39 kg
screen touch screen 10,4’’

Technical specifications

CERTIFIED BY

*

The newly added RF energy promotes blood circulation, heats the cells in the deep layers of the skin, reduces 
the thickness of the subcutaneous fat layer, and makes the skin contour plum.

EFFECTIVE FAT REDUCTION

NON-INVASIVE BUTTOCK PROCEDURE NO DOWNTIME NO PAIN BODY SCULPTINGNON RADIATION



CODE  308  SYSTEM 
UVB THERAPY & MONOCHROMATIC THERAPY WITH 308nm

Monochromatic UVB light therapy for Psoriasis and Vitiligo skin diseases.

Code 308 System

The code 308 system is a handheld system for intense monochromatic uvb therapy, treating autoimmune diseas-
es of the skin such as psoriasis and vitiligo. Using a 308nm wavelength which replicates the wavelength of the 
excimer laser, code 308 system allows you to treat patients quickly and effectively with  the benefits of a lighter 
weight system that offers greater flexibility, lower investment costs, no consumables and greater ease of use.

Clinically-proven with effectiveness matching that of an excimer laser

Focused treatment with maximum protection of surrounding skin

Pain-free with no downtime

Compact, portable system

Cost-effective with low operation costs and maintenance-free technology

DEVICE EXCIMER SYSTEM EXCIMER LASER

Wavelength

Clinical Results

Acquisition Cost

Maintenance Cost

Weight

308nm

Indicated Identical

Low

Minimum

Mobile and handheld system

308nm

High

High

60kg

EXCIMER SYSTEM VS. EXCIMER LASER



TECHNOLOGY

INDICATIONS

EXCIMER LASER TREATMENT CAN BE USED IN

Vitiligo: localised, few lesions.

Psoriasis: localised, palmoplanter, scalp psoriasis.

Alopecia areata

Cutaneous T cell lymphoma

Localised scleroderma

Granuma annulare

TREATMENTS

The code 308 system uses a 308nm wavelength 
to effectively target skin lesions. The 16 cm² spot 
can be applied directly into localized plaques, or 
masksmay be mounted to adapt the spot size 
and shape to smaller areas. A variable power 
density ranges from 50 to 6,000 mj/cm² and can 
be adapted to The needs of the individual 
patient. The system enables you to apply high, 
therapeutically-effective doses of monochro-
matic UVB light while leaving healthy skin unex-
posed and protected.

The 308nm wavelength is ideally suited for treatment of UV sensitive skin diseases such as psoriasis and vitiligo. The code 
308 system may also be used to treat other skin diseases that stem from immune system dysfunction. UVB radiation has an 
immune modeling effect  which can normalize pathologically altered cellular  activities. The ideal indications are persistent, 
localized lesions.

PRODUCT FEATURE

1. The 308nm Single Wavelength excimer light output via the medium XECI

2. High dose, highly effective and fast

3. Targeted treatment, Maximum protection of healthy skin

4. Up to 16cm2  spot said output windows to meet different body parts treatment demand in clinical practice   

5. Multiple spot size for short treatment times of larger areas, Fast Treatment

6. No Replacement consumables, Low Maintenance cost

7. User-friendly interface, Convenient and easy to operate

8. Handheld Designed excimer system mobile for therapy



 

FRACTIONAL RF applicator for non-invasive wrinkle reduction, 
suit the patients fear of needle, no down time, recovery soon.

TECHNICAL SPECIFICATION

System Type
Mono & Bipolar RF

Bipolar RF

Frequency 2MHz

Total RF treatment Level Upto Level 10

Dual Operation Mode
Fractional RF Micro-needle

Fractional RF Sub-Lative

Max.Engery 50W

Disposable Tip
Micro-electrode needle

Micro-electrode tip

0.5 - 3 mm (Adjustable)

Display 10.4 inch LCD

Switch Foot Switch

Dimension(mm) 280mm(W) x 505mm(L) x 1100mm(H)

Weight 20Kg

Electrical Requirements AC/100-240 V, 50-60 Hz

F - 3*3

Eyes Nose Area

Face Area

Body Area

F - 5*5

F - 9*9

Micro-needle Fractional RF system is an ideal 
technology for skin lifting, tightening and 
rejuvenation by applying precisely controlled 
RF energy directly into various depths of skin 
with minimally invasive micro-needles.

It can be applied to all skin types, with very 
low risk of skin burns and PIH. This is a key 
difference when compared to optical based 
treatments(e.g. IPL/Laser).

THE  NEWEST GENERATION IN ADVANCE 
MICRONEEDLING 

• Medical Grade Sterilization
• Gold Plate 
• Single Use

FRACTIONAL RF APPLICATOR

NODD Fractional RF Microneedle is designed specially for delivery RF energy directly to epidermis or 
dermis layer in order to stimulate and re-model collagen effectively by either RF microneedling mode(in-
vasive) or RF matrix mode(non-invasive).

It can be used for both epidermal application and dermal applications in one platform without 
change any operational environment.

INTRODUCTION



SCAR WRINKLELIFTING TIGHTENINGPORE

APPLICATIONS



M E S O  S K I N J E C T O R

MESO SKINJECTOR

Water mesotherapy is to inject hyaluronic acid into skin. Hyaluronic acid contains moisture, 200-300 times as rich as 
one's body. So that it makes the skin smooth, soft, bright and hydrated after the injection. In order to keep the skin 
hydrated, ladies always choose varied skin care products. Actually, skin care products only hydrate moisture on the cutin. 
So that over smearing those products cannot deeply provide moisture for the skin. As we know, acne, wrinkle and inelas-
ticity would appear if skin lacks moisture. Water mesotherapy will solves all the problems by reason of lacking moisture, 
such as sallow skin, color spot, wrinkle... And it will supply moisture for dermis. Therefore water mesotherapy will works 
well on whitening, moisturizing and renewing inelasticity.

Negative pressure injection
Lock in moisture and 
rejuvenation the skin

Nutrient solution 
Direct infusion base

Lock in nutrients 
from the source

Statrum
corneum

Basal layer

Dermis

Micro-needle mesotherapy gun using voice vacuum 
technology, accurately provides nutrients needed for skin 
in the depth of 1.28mm under the dermis. It is the principle 
of lifting the skin slightly by using sound pressure before 
micro-needle entered. The needle injects nutrients (such 
as hyaluronic and collagen) by using multi-needle sticking 
in the accurate depth after keeping skin tight. Injection 
rate can be easily adjusted through the button on OLED 
panel behind the device. Further more,the pressure of 
syringe had been liberalized before micro-needle was 
out,it will not bring the loss of nutrients.

TREATMENT PRINCIPLE

Vacuum FloW

Voltage

TECHNICAL SPECIFICATION

1 10V/240V 50Hz/60Hz

DA 12V/5A

Power 50W

Display 4.3 inches LCD touch screen

Multi-needle 3 needles, 4 needles, 5 needles, 9 needles

Mode Low speed / High speed / 10-250 times/min

Advantage Sing needle, Multi-needle, Vacuum, 3 in 1

Single needle caliber 0.25mm, Depth: 0.25~10mm

Multi-needle caliber 0.25mm, Depth:0.25~5mm

25L/min Pressure: 90Kpa

Back�ow Bock Structure
Back�ow Bock 
Structure

Needle

Designed for preventing
back�ow of drug or blood



1

2

3

4

Infancy

60 Years old

40 Years old

20 Years old

The molecular particles are smaller than the pore diameter 
and can penetrate deep into the basal layer

Choose the right nutrient solution for di�erent skin problems

Nutrients go directly under the skin, hydrating and locking in 
water

Using the principle of negative pressure adsorption, the nutrition-
al factors are instantly injected into the skin to replenish nutrients 

1. Our handle is South Korea imported, as well as the needles.
2. It has 5 pins injection technology which can speed up the treatment process.

3. Adjustable injection depth, doses, speed and suction intensity.

4. Anti-back flow technology is applicative for medicine and blood.

5. Language: Chinese,English,Russian,French,German,Arabic.

ADVANTAGE

Needle

Syringe

Syringe holder

Position holder

Display 
panel

Move Forward 
button

Standby/ready 
button

Move backward 
button

Trigger

THE EFFICACY OF NEEDLE MESOTHERAPY

Micro-needle mesotherapy use of the minimally 
invasive ways to stimulate bone colleagen, the 
skin without damaging the epidermis.

Multi - Pin

Mode 002

1-0 MM

cc

0-0 ML

0000

Depth

Dose

Syringer

Syringer

HANDLE DISPLAY



N o n - I n v a s i v e  S k i n  T i g h t e n i n g  Tre a t m e n t

FACECODE A non-invasive treatment, goes deeper to stimulate production
of your body’s own collagen and elastin, for natural looking results without
surgery or downtime.

HIFU
FACECODE

Non-Invasive Skin Tightening
Treatment

HIFU treatment Mechanism

HIFU is delivered into SMAS(Superficial Muscular Aponeurosis 
System),Fascia, deep dermis and substaneous fibrous tissue and gen-
erates the temperatureincreased, when the temprature grows more 
than 47oc (the Threshold of protein denaturation), the coagulation 
zone is generated. the zone is filled out by the tissue/muscle 
surrounded  and in this moment, the skin muscle gets elastic and the 
wrinkle is tightened.

Main Body

Display

Smiple & Smart Design

LCD with touch screen

Hand Piece

Transducers
Super Thin

Thinner & Curved line.
Very comfortable to handle
Double switches.



For Facial Treatment

Mutifunctinal, a real low invest, high return machine.

DS10-1.5
(Optional) (Optional)

DS3-7.0 DS2-13.0DS7-3.0

For Body Slimming

DS4-4.5

(Optional) (Standard) (Standard)

Suitable for what kind of Conditions ?

APPLICATION

Treat sagging skin, aging phenomenon for any 
areas such as forehead, eye brow, cheekbones, 
apples muscle, cheeks, neck and body

Skin tightening and rejuvenation
Non-Invasive Lifting for Face
Body Contouring and tightening

DS 7-3.0 DS 4-4.5

Optional

DS 3-7.0

Optional

DS 2-13.0

HIFU is a non-surgical radio frequency procedure that can rejuvenate your skin, help smooth, 
tighten and contour skin and decrease the sagging skin of aging on the face and body.

HIFU procedure stimulates collagen production by delivering energy to the skin's foundational 
layer typically addressed in cosmetic surgery-without cutting or disrupting the surface of the 
skin. Coagulation zone into 4.5mm Depth(SMS layer) and 3mm.

Make the higher temperature than 400°F, triggers a natural response under the skin, 
immediately tightening effect, jump starting the regenerative process that build collagen 
& elastin.

THEORY

Irradiation Type High Intensity Focused Ultrasound
4MHz, 7MHz

2.0j/m2

15 Inch True Color Touch LCD ADSS System

4MHz 4.5mm, 7MHz 3.0m---10,000 shots
2MHz 13mm(Body/Reduces Fat)

3MHz 7mm(Body/Reduces Fat)
10MHz 1.5mm(Eye Area)

Face 5~25mm(1mm step)
Body 5~25mm(7.0mm, 13mm)
AC110-220V 50/60Hz

Frequency

Max Energy

LCD Screen

Standard Cartridges

Optional Cartridges

Length

Voltage

Technical Specifications



Visage
The Latest Facial Treatment To Revitalize 

Skin in a Non-Invasive Way

Visage targets & lifts frontalis muscles, corners of the mouth, zygomaticus major and minor muscles, match-
ing the contours of every patient's face, activating & contracting these individual muscles. Meanwhile, special 
temperatures induce new colla- gen & elastin growth to resist aging. The combined effects re- store and 
elevate the support of facial tissues, leading to an over- all improvement in facial lifting.



Visage works on the framework of the face from the inside out and targets 
facial layers with complicated cutting-edge tech. It restores and elevates the 
support of facial tissues by selectively stimulating muscles and increasing the 
density and quality of muscle structure, enhancing the facial structure, and 
simultaneously remodels and smooths the skin by in- creasing collagen and 
elastin fibers, which results in a reduc- tion of wrinkles and fine lines while 
tightening the skin. With EM Time treatment, you can enjoy long-lasting bene-
fits and a rejuvenated, lifted, toned, and strengthened appearance.

2  Technologies In  1  Treatment

Muscles 

Skin
&



Technical characteristics

Technical specifications

Diode Laser
1600W (160w x 10pcs)
755nm+808nm+1064nm

15” Color Touch LCD Display

300W

2-150ms adjustable

2-100 j / cm2 adjustable
1-10 Hz

Close- Cycle water cooling
Water+air+semiconductor
0~3o C

AC 220V/50Hz

Laser type
Basic Operation

Laser Bars Power
Wavelength

Display

Output power

12x 20 mmSpot Size
Pulse width

Energy
Frequency

Cooling mode
Cooling
Temperature of Probe

Voltage

Diode laser hair removal machine is a laser that produces a larger beam of highly concentrated light. The laser 
beam is well absorbed by the pigment located in the hair follicles. During the procedure, the laser pulses for 
a fraction of a second, allowing the hair to absorb the energy and heat up. As it heats up, the hair shaft and 
bulb are damaged which significantly impedes its ability to re-grow. And with the large spot size,  the process 
treats numerous hair follicles simultaneously, making the treatment much faster than traditional IPL and 
other hair removal alternatives.

INTRODUCTION

PRO-X

Safety Painless Simple 
Operation

Hair Removal

808nm

755nm

1064nm

3 Combined Wavelengths
Larger Spot Size

Suitable for dark skin.

Suitable for Peaple with 
fair skin, good effect on 
eyebrow and upper lip.

Suitable For Yellow skin 
or light skin.



The diode laser system can emit laser light of 808nm wavelength. It can be absorbed by the melanin 
located in the hair folicile  so as to destroy the hair follicle. The hair shaft can also absorb the  energy 
from laser light ,so as to be destroyed and gasified. then the unwanted hair can be removed com-
pletely and permanently.

THEORY

Exposure to pules 
of laser light

Before The Melanin Absorbs
the  light and heats up

After

755 nm Alexandrite Laser

808 nm Diode Laser

1064 nm DIode-Yag Laser

3 Wave Technology 
Featuring its exclusive 3 wave technology, wavelength 
pro-x combines the three most effective laser wave-
lengths into a single applicator, simultaneously target-
ing different tissue depths and anatomical structures 
within the hair follicle. By combining the absorption 
and penetration levels of different wavelengths, along 
with extended treatment coverage, increased comfort 
and low maintenance requirements, wavelength pro-x 
is the safest and most efficient hair removal treatment 
available today 3 Dimension technology for one supe-
rior hair removal solution.

Powerful absorption, combined with continuous cooling, Treatment coverage, comfort, 
and low maintenance, Enables the treatment of a wide range of hair types and colors, 
Especially light-colored and thin hair.

Complete more treatment sessions in less time with this large spot size applicator. Treat larger 
areas faster, while offering patients a safe and highly effective hair removal procedure.

The YAG 1064 uses a diode laser based on an ND : YAG wavelength, allowing for moderate 
energy absorption by the melanin chromosphere, and is optimally suited for patients with 
darker skin tones.

�wave�ree in one



DEPARTMENT OF HEALTH & HUMAN SERVICES  Public Health Service
 

 
Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Center - WO66-G609 
Silver Spring, MD  20993-0002
 

October 5, 2016 
 

Beijing Adss Development Co., Ltd 
 Ray Wang 

General Manager 
Beijing Believe Technology Service Co., Ltd. 
5-1206, Build 332, Dafangju, No.25 Banbidian Rd., 
Liyuan Town, Tongzhou District, Beijing,  101121 CN 
 
Re: K161925 

Trade/Device Name: CO2 Laser Therapy Machine 
Regulation Number:  21 CFR 878.4810 
Regulation Name: Laser Surgical Instrument For Use In General And Plastic Surgery And 

In Dermatology 
Regulatory Class:  Class II 
Product Code:  GEX 
Dated:  July 11, 2016 
Received:  July 13, 2016 
 

Dear Mr. Wang: 
 

Sincerely, 

For Binita S. Ashar, M.D., M.B.A., F.A.C.S. 
Director 
Division of Surgical Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health Enclosure 

y,

Jennifer R. Stevenson -A

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced above and have determined the device is 
substantially equivalent (for the indications for use stated in the enclosure) to legally marketed predicate devices marketed in interstate commerce prior to 
May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the provisions of the 
Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). You may, therefore, market the 
device, subject to the general controls provisions of the Act. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and adulteration. Please note:  CDRH does not evaluate 
information related to contract liability warranties. We remind you, however, that device labeling must be truthful and not misleading. If your device is 
classified (see above) into either class II (Special Controls) or class III (PMA), it may be subject to additional controls. Existing major regulations 
affecting your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register.       

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA has made a 
determination that your device complies with other requirements of the Act  or any Federal statutes and regulations administered 
by other Federal agencies. You must comply with all the Act's requirements, including, but not limited to: registration and listing 
(21 CFR 

Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device- related adverse events) (21 CFR 
803); good manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if 
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please contact the Division of 
Industry and Consumer Education at its toll-free number (800) 638-2041or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm Also, please note the regulation entitled, 
"Misbranding by reference to premarket notification" (21 CFR Part 807.97). For questions regarding the reporting of adverse 
events under the MDR regulation (21 

CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office of Surveillance and 
Biometrics/Division of Postmarket Surveillance.  

You may obtain other general information on your responsibilities under the Act from the Division of Industry and Consumer 
Education at its toll-free number (800) 638-2041 or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm

 
 
 
 
 
 
 

July 30, 2018
 

Chongqing Peninsula Medical Technology Co., Ltd. 
℅ Cassie Lee 
Manager 
Guangzhou GLOMED Biological Technology Co., Ltd. 
Suite 306, Kecheng Mansion, No.121 Science Road 
Guangzhou Science Park 
Guangzhou,  510000 Cn 
 
Re:  K172273 

Trade/Device Name: 308nm Excimer System 
Regulation Number:  21 CFR 878.4630 
Regulation Name:  Ultraviolet Lamp For Dermatologic Disorders 
Regulatory Class:  Class II 
Product Code:  FTC 
Dated:  June 30, 2018 
Received:  July 5, 2018 

 
Dear Cassie Lee: 
 

Sincerely, 
 
 
 
 For Binita S. Ashar, M.D., M.B.A., F.A.C.S. 
Director 
Division of Surgical Devices 
Office of Device Evaluation
Center for Devices and Radiological Health Enclosure  

y,

A h M D

Jennifer R. Stevenson -
S3

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced above and have 
determined the device is substantially equivalent (for the indications for use stated in the enclosure) to legally marketed 
predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment date of the Medical Device 
Amendments, or to devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and 
Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). You may, therefore, market 
the device, subject to the general controls provisions of the Act. Although this letter refers to your product as a device, 
please be aware that some cleared products may instead be combination products. The 510(k) Premarket Notification 
Database located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination product 
submissions. The general controls provisions of the Act include requirements for annual registration, listing of devices, 
good manufacturing practice, labeling, and prohibitions against misbranding and adulteration. Please note:  CDRH does 
not evaluate information related to contract liability warranties. We remind you, however, that device labeling must be 
truthful and not misleading. 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA has made a determination 
that your device complies with other requirements of the Act or any Federal statutes and regulations administered by other 
Federal agencies. You must comply with all the Act's requirements, including, but not limited to: registration and listing 
(21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-related adverse 
events) (21 CFR 803) for devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products 
(see https://www.fda.gov/CombinationProducts/GuidanceRegulatoryInformation/ucm 597488.htm ); good 
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820) for 
devices or current good manufacturing practices (21 CFR 4, Subpart A) for combination products; and, if 
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 
CFR 1000-

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 807.97). For 
questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 803), please go to 
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htmFor comprehensive regulatory information 
about medical devices and radiation-emitting products, including information about labeling regulations, please see 
Device Advice https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn  
http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division of Industry and Consumer 
Education (DICE) to ask a question about a specific regulatory topic. See the DICE website 
http://www.fda.gov/DICE) for more DICE@fda.hhs.govinformation or contact DICE by email ((1-800-638-2041 or 
301-796-7100). (1-800-638-2041 or 301-796-7100). 

DEPARTMENT OF HEALTH & HUMAN SERVICES  Public Health Service
 

 
Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Center - WO66-G609 
Silver Spring, MD  20993-0002
 

March 24, 2017 
 

Beijing Adss Development Co., Ltd 
 Ray Wang 

General Manager 
Beijing Believe Technology Service Co., Ltd 
5-1206, Build 332, Dafangju, No. 25 Banbidian Rd. 
Liyuan Town, Tongzhou District, Beijing,  101121 CN 
 
Re: K161692 

Trade/Device Name: Diode Laser Therapy Machine 
Regulation Number:  21 CFR 878.4810 
Regulation Name: Laser Surgical Instrument For Use In General And Plastic Surgery And 

In Dermatology 
Regulatory Class:  Class II 
Product Code:  GEX,  
Dated:  October 13, 2016 
Received:  October 17, 2016 
 

Dear Ray Wang: 
 
This letter corrects our substantially equivalent letter of November 16, 2016. 
 

Sincerely, 

For Binita S. Ashar, M.D., M.B.A., F.A.C.S. 
Director 
Division of Surgical Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health Enclosure 

y,

Jennifer R. Stevenson -S

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced above and have determined the device is substantially 
equivalent (for the indicationsfor use stated in the enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,  and 
Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. The  general controls provisions of the Act include requirements for annual registration, listing of adulteration. Please note:  
CDRH does not evaluate information related to contract liability warranties. We remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be subject to additional 
controls. Existing major regulations affecting your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 
898. In addition, FDA may publish further announcements concerning your device in the Federal Register.Please be advised 
that FDA's issuance of a substantial equivalence determination does not mean that FDA has made a determination that your 
device complies with other requirements of the Act or any Federal statutes and regulations administered by other Federal 
agencies. You must comply with all the Act's requirements, including, but not limited to: registration and listing (21 CFR   

Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 
803); good manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if 
applicable, the electronic productradiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.  

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please contact the Division of Industry 
and Consumer Education at its toll-free number (800) 638-2041 or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please notethe regulation entitled, "Misbranding 
by reference to premarket notification" (21 CFR Part 807.97). For questions regarding the reporting of adverse events under the 
MDR regulation (21 CFR Part 803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the 
CDRH's Office of Surveillance and Biometrics/Division of Postmarket Surveillance.    

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please contact the Division of Industry 
and Consumer Education at its toll-free number (800) 638-2041 or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please notethe regulation entitled, 
"Misbranding by reference to premarket notification" (21 CFR Part 807.97). For questions regarding the reporting of adverse 
events under the MDR regulation (21 CFR Part 803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProb-
lem/default.htm for the CDRH's Office of Surveillance and Biometrics/Division of Postmarket Surveillance.    

You may obtain other general information on your responsibilities under the Act from the Division of Industry and 
Consumer Education at its toll-free number (800) 638-2041 or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm

U.S. Food & Drug Administration 
10903 New Hampshire Avenue  D o c  I D #  0 4 0 1 7 . 0 5 . 0 0  
Silver Spring, MD 20993  
www.fda.gov 

Beijing ADSS Development Co., Ltd. 
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Re:  K220268 
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U.S. Food & Drug Administration
10903 New Hampshire Avenue D o c  I D #  0 4 0 1 7 . 0

6 0 3Silver Spring, MD 20993
www.fda.gov

July 7, 2023

Beijing ADSS Development Co., Ltd.
℅ Boyle Wang
Official Correspondent
Shanghai Truthful Information Technology Co., Ltd.
RM.1801, No.161, East Lujiazui Rd., Pudong
Shanghai, Shanghai 200120
China

Re:  K231318
Trade/Device Name: Electromagnetic Stimulator Device (Models: EM Contouring and Tesla Duet)
Regulation Number:  21 CFR 890.5850
Regulation Name:  Powered Muscle Stimulator
Regulatory Class:  Class II
Product Code:  NGX
Dated:  May 8, 2023
Received:  May 8, 2023

Dear Mr. Boyle Wang:

Sincerely,

for Heather Dean,  Ph.D.
Assistant Director, Acute Injury Devices Team
DHT5B: Division of Neuromodulation and 
Rehabilitation Devices 
OHT5: Office of Neurological

and Physical Medicine Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological HealthEnclosure 

Tushar 
Bansal -S

Digitally signed by 
Tushar Bansal -S 
Date: 2023.07.07 
14:27:15 -04'00'

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced aboveand have determined 
the device is substantially to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the 
accordance with the approval application (PMA). You may, therefore, market the device, subject to the general controls provisions 
of the Act. Although this letter refers to your product as a device, please be aware that some cleared products may instead be 
combination products. The 510(k) Premarket Notification Database located at identifies combination product 
submissions. The general controls provisions of the Act include requirements for annual registration, listing of devices, good 
manufacturing practice, labeling, and prohibitions against misbranding and adulteration. Please note:  CDRH does not evaluate 
information related to contract liability warranties. We remind you, however, that device labeling must be truthful and not 
misleading. If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be subject 
to additional controls. Existing major regulations affecting your device can be found in the Code of Federal Regulations, Title 
21, Parts 800 to 898. In addition, FDA may publish further announcements concerning your device in the Federal Register

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA has made a 
determination that your devi ce complies with other requirements of the Act or any Federal statutes and regulations 
administered by other Federal agencies. You must comply with all the Act's requirements,  including, but not limited 
to: registration and listing (21 CFR Part 807); label ing (21 CFR Part 801); medical device reporting (reporting of medical 
device related adverse events) (21 CFR 803) for devices or postmarketing safety reporting (21 CFR 4, 
Subpart B) for combination products (see https://www.fda.gov/combinationproducts/guidanceregulatoryin-
formation/postmarketingsafetyreporting-combinationproducts); good manufacturing practice requirements as set forth in 
the quality systems (QS)r egulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, 
Subpart A) for combination products; and, if applicable, the electronic product radiation control provisions (Sect ions 531

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 807.97). For 
questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part please go to 
https://www.fda.gov/medical devices/medical devicesafety/medicaldevicereportingmdrhowreportmedicaldeviceproblems For 
comprehensive regulatory information about medical devices and radiation emitting products, including information about 
labeling regulations, please see Device Advice (https://www.fda.gov/medicaldevices/deviceadvicecomprehensiv-
eregulatoryassistance)and CDRH Learn https://www.fda.gov/trainingandcontinuingeducation/cdrh). 
Additionally, you may contact the Division of Industry and Consumer Education (DICE) to ask a question about a specific 
regulatory topic. See the DICE website (https://www.fda.gov/medicaldevices/deviceadvicecomprehensiv-
eregulatoryassistance/contactusdivisionindustryandconsumereducationdice) for more information or contact DICE by email 
(DICE@fda.hhs.gov) or phone (1800-638-2041 or 301-796-7100).

USFDA CERTIFIED
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