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Design and Development, Manufacture and Distribution of Diode Laser
‘Therapy Devices, Intense Pulsed Light Skin Surface Treatment Systems,
Dermatological Frequency-doubled (Nd:YAG) Solid-state Laser Systems,
Multi-modality Skin Surface Treatment Systems, Skin Photodynamic
Therapy Systems, Dermatological Dye Laser Systems, Multiple Surgical
CO2 Laser Systems
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Certificate

Certificate No.
Manufacturer:

REPs Facility ID:
Certification criteria:

iy ®
TUVRheinland

MD 2058336-1-1

Shanghai Apolo Medical Technology

Co., Ltd.

Building 11, Lane 1566, Nanle Road, Songjiang District,
201613 Shanghai
P.R. China

F007106

150 13485:2016

Australia Therapeutic Goods (Medical Devices) Regulations, 2002,
Schedule 3 Part 1 (excluding Part 1.6) — Full Quality Assurance
Procedure

Brazil RDC ANVISA n. 665/2022, RDC ANVISA n. 551/2021,

RDC ANVISA n. 67/2009

Canada Medical Devices Regulations — Part 1 - SOR 98/262
Japan MHLW Ministerial Ordinance 169, Article 4 to Article 68,
PMD Act (as applicable)

United States 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR807 —
Subparts Ato D

Design and Development, Manufacture and Distribution of Diode
Laser Therapy Devices, Intense Pulsed Light Skin Surface

Treatment Systems, Dermatological Frequency-doubled (N:YAG)
Solid-state Laser Systems, Multi-modality Skin Surface Treatment
Systems, Skin Photodynamic Therapy Systems, Dermatological Dye.
Laser Systems, Multiple Surgical CO2 Laser Systems, Ultrasonic
Skin Contouring Systems

TUV Rheinland of North America, Inc., an MDSAP recognized Auditing Organization, certifies that the
quality system of I i foun

Certification criteria for the Scope contained in this certificate. The quality management system is
subject to annual surveillance audit(s).

Project No.
Issue Date:
Effective Date:
Expiry Date:

244308845200
2024-04-15
2024-04-15
2027-04-14
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Certificate

EC Certificate TOVRheinland
Directive 93/42/EEC Annex I, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60145599 0001
Report No.: 15087436 013

|
| Manufacturer: Shanghai Apolo Medical

Technology Co., Ltd.

Room 301-310, Building 11

No. 388, Yindu Road, Xuhui District
200231 Shanghai

P.R. China

Products: Medical Devices
(see attachment for products included)

Replaces Approval, Registration No.: HD 60140612 0001

| Expiry Date: 2024-05-26

Notified Body hereby deciares that the requirements of Annex Il, excluding section 4 of the directive
wmszc have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by
this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

Effective Date: 2020-03-31

Date: 2020-03-31

{@ U.S. FOOD & DRUG
ASHiNigTEATION

July 2,2025

‘Shanghai Apolo Medical Technology Co., Ltd.

Felix Li

RA Supervisor

Building 11, Lane 1566, Nanle Road, Songjiang District
‘Shanghai, Shanghai 201613

China

Re: K251031
Trade/Device Name: Fiber Laser Treatment Systems (HS-232, HS-233)
Regulation Number: 21 CFR 878.4810
Regulation Name: Laser Surgical Instrument For Use In General And Plastic Surgery And In
Dermatology
Regulatory Class: Class 11
Product Code: ONG
Dated: March 26, 2025
Received: April 3,2025

Dear Felix Li:

We have reviewed your section $10(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)
10 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 (the Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subjeet 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 bc wmblm\l\m\ products. The 5 Il)(k) Premarket Notil ion Database
available at https:/ww ¢s fim identifies combination
product submissions. The guml wnlmlspmvxsxonsol 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 deviee is classified (see above) into either class II (Special Controls) or class 11T (PMAY), 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.

Lighting Your Life Through Technology
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1550+1927nm Laser
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EC certificate 93/42/EEC FDA K251031 HS-232, HS-233 Shanghai Apolo Medical Technology Co.,Ltd.

1~6F, No. 11, Lane 1566, Nanle Road, Songjiang District, Shanghai, China.
Tel : +86-21-34622842(REP.) +86-21-34622015(REP.)
Fax : +86-21-34622840

s symroes o \s \s sales Ne-l-work Email : service@apolo.com.cn

Web : www.apolomed.com www.med-apolo.com

www.apolo-laser.com
TS e g e oo o ARG o 7 s S gt s Today, we deliver our innovative products and services to over 80 countries worldwide through our network of

Shanghai Apolo Medical Technology Co., Ltd. Mail medical: 120.3¢ of MDR lls amended by (EU) 2023/607), are shown bs\uw

Building 11, Lane 1566, Nanle Road, Songjiang District, e = May 26, 2026 for Class Ill custom-made implantable devices

201613 Shanghai, b '+ December 31, 2027 for Class Ill devices and Class llb implantable devices

China ‘excluding Welk-established technologies (WET - sutures, staples, dental

fillings. dental braces, tooth crowns, screws, wedges, plates, wires, pins,
clips and connectors)

NotfodSodyCotimto Lt Becmer 31 2078 or e o equn o v o3 s right to your doorstep.

Reference. 326006571 K body under MDD but requiring it under MDR (e.g., class | devices that

qualify as re-usable surgical instruments)

115 partners. With our extensive international presence, we are proud to offer you our products and solutions
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medical devices.
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Medical standard design

Optical fiber conduction

New desighed handpiece with OLED screen

1550nm Erbium Fiber Laser----Deep remodeling

The 1550nm fractional laser works deep within the skin to smooth, refine, and renew from the inside out. By stimulating
fresh collagen and remodeling damaged tissue, it helps soften fine lines, reduce pores, improve texture, and visibly

diminish acne and surgical scars for lasting rejuvenation.

1.Before treatment, a severe 2.The 1550nm fractional fiber laser ~ 3.Thousands of fractional thermal 4.Eventually, an obvious skin
deficiency and disorder of performs a scan of the target area,  zones are formed, stimulating a rejuvenation result can be expected.
collagen cells result in poor leaving pixel-like treatment zones, massive increase in collagen

skin conditions like aging and which ensures effective treatment. cells.

dull skin tone.

1927nm Thulium Fiber Laser ----Superficial renewal

The 1927nm thulium fiber laser focuses on the skin’s surface, brightening and refreshing the complexion by targeting
pigmentation such as sunspots, melasma, and acne marks. Often nicknamed the “BB Laser” for its radiant results, it
also creates tiny micro-channels that enhance the absorption of serums and skincare products, amplifying

post-treatment benefits.

Together, these two wavelengths deliver a powerful combination of deep renewal and surface radiance, offering patients

noticeable improvements in tone, texture, and overall skin health.

The 1927nm laser is mainly suitable for superficial skin problems. Laser has minimal damage to the skin and a short
recovery time. When used in combination with 1550nm laser, it can achieve full layer treatment for different skin layers

(superficial pigments and deep wrinkles/scars).
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Specifications .

Wavelength
Laser power

Laser output

Pulse width

Density

Scan area
Operate mode
Operate interface
Cooling system
Power supply

Dimension

Weight

=
1550+1927nm 1927nm
15+15W 15W
1~120mJ/dot 1~100mJ/dot  1~100mJ/dot
(1550nm) (1927nm)
1~20ms 0.4~10ms 0.4~10ms
(1550nm) (1927nm)

9~225 PPA/cm? (13 level)

Max. 20*20mm

Array, Random

15.6" True color touch screen
Advanced air cooling system
AC 100~240V, 50/60Hz

232: 44*40*36¢cm (L*W *H)

232: 44*40*114cm (L*W *H) *
233: 46*44*104cm (L*W *H)
232: 27.5Kgs 232: 64.5Kgs *
233: 35Kgs

* Optional: Air cooling system

HS-233

U.S.FDA 510k
K251031 CE

L t»"/_
uuunuﬁm/:
"""""""""" e® Energy can penetrate into the dermis, achieving better skin
regeneration effects
e The lattice distribution of the light beam causes minimal thermal
damage to the skin, ensuring a short recovery period for treatment.

e Handpiece with OLED screen

HS-232
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Air cooling system(HS-232A)

Cooling Temperature -25°C

Therapy Airflow 5 adjustable levels

Power Output 700 W

Function Modes Temperature Control, Refrigeration, Defrosting

Treatment Tube Length 2.5 m

Power Supply 100-240V
Dimensions 48*48*80cm (L*W *H)
Weight 37Kgs

The cooling air cryotherapy system could reduce pain and thermal damage

Advanced cooling system

during laser or dermatological treatment, it also provides temporary topical

anesthetic relief with injections.

Fractional handpiece

Switch The doctor can easily switch and
Amplification P P Q} view the shape of the treatment
/ graph from the handpiece OLED.

Shrink ,p
(Y

Shapes adjustment buttons allow // i

quick, intuitive operation during
treatment.

Multiple shape patterns selectable

Multiple scanning patterns can be selected according to the treatment area and tissue. Choosing accurate energy and

position location for different treatment tissues helps to effectively achieve skin resurfacing.
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Square Rectangle Triangle Rhombus circular Line Hand-drawing function

Hand-drawing function

The unique hand-drawing function can provide you with all kinds of graphics you want, which can be better used

for some special treatment areas, especially the corners of the eyes, both ears, and so on.
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Application

@ Skin rejuvenation e Stretch mark improvement
® Skin resurfacing ® Acne scar correction

@ Wrinkle reduction e® Hair growth stimulation

e Skin toning and tightening

Multiple Advantages

Makes selecting specific treatment areas easy; irregular areas can also be configured.
Compact handpiece design for comfortable, easy treatments.
Touch the screen to easily adjust treatment settings for optimal results.

Stable energy output ensures a great result.

RF ID management control design provides different business operation modes.

Medical Standard Design

Engineered to rigorous medical standards, the system is equipped with a
medical-grade power supply, ensuring reliable performance and consistently
effective results.

Android Control System

o ARM-A13 CPU, Android O/S 11, 2K HD screen.

e® Supports 16 languages and features a color touch screen interface.

e Easily adjustable treatment parameters ensure simple and precise operation.

Before and After

Before After Before After Before
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