Certificate Certificate

L =
L =

L =

ILE
ILE
ILE

0

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

U.S. FOOD & DRUG

Quality Management System
ENISO 13485:2016
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Certificate TOVRheinland
Certificate No. MD 2058336-1-1
Menufacturer: Shanghai Apolo Medical Technology

Co., Ltd.
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Lighting Your Life Through Technology
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. Registration No $X 2058336-1
Registration No.: HD 60145599 0001
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Building 11, Lane 1566, Nanle Road, Songjiang District,
201613 Shanghai
P.R. China

REPs Facility ID: F007106

Certification criteria 1S0 13485:2016

‘Shanghai Apolo Medical Technology Co., Ltd.

56 Felix Li

Regulatory Affairs

4F, Building A

No. 388 Yindu Road

Xuhui District June 26,2019
Shanghai, 200231 China

Organization: Shanghai Apolo Medical Technology Co., Ltd
Room 301-310, Building 11,
No. 388, Yindu Road, i District,
200231 Shanghai
P.R. Chin

Report No.: 15087436 013
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Manufacturer: Shanghai Apolo Medical
Technology Co., Ltd.
Room 301-310, Building 11
No. 388, Yindu Road, Xuhui District
200231 Shanghai
P.R. China
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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. 67/201

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, Muli- modallly Skln Surface Treatment
Systems, Skin Therapy System: Dye
Laser Systems, Multiple Surgical '00% Laser Sys(ems Ultrasonic
Skin Contouring Systems

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

L2

Re: K190938
‘Trade/Device Name: Phototherapy System
Regulation Number: 21 CFR 878.4810
Regulation Name: Laser Surgical Instrument for use in General and Plastic Surgery and in Dermatology
Regulatory Class: Class I
Product Code: GEX
Dated: April 4, 2019
Received: April 10,2019
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Products: Medical Devices
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(see attachment for products included)

L=

L=

)

Replaces Approval, Registration No.: HD 60140612 0001
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Dear Felix Li:

‘We have reviewed your Section 510(k) premarket nofification of intent to market the device referenced
above and e device is equ (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or o 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 leared products may insteadbe combinationprducts. The 51006 Premarket Notifiaion Database
Tocated at hip: accessdata,fda

productsubmisions. The genealcontols provsions o he Actinclude rcqulmmcms for annual registration,
listing of devices, good , labeling, and t misbranding and
S, Do e CORI doc o s i sl o et liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

{

Expiry Date: 2024-05-26
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iotified Body hereby deciares that the requirements of Annex I, excluding section 4 of the directive
wmszc have been met for tod products. The above named manufacturer has ostablished

and applles a quality sssurance system. which 1o subject to periodic surveillance, defined by Annex II,
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.
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TUV Rheinland of Nonn Americs. . en MO anized Aucking Orgenieation,

OerlﬂK:a!Km Srtoriaor me Scope contained in this certificate. The quality man:;’;men( system is
subject to annual surveillance audi(s).

Project No. 244308845-200

Issue Date: 2024-04-15

Effective Date: 2024-04-15

Expiry Date: 2027-04-14

Effective Date: 2020-03-31

T Crifcaton By of TOV Rhsiand LGA Prodcts G s hat th rganizaon hs esalshed and appis &
quaty management sysem forme

Proo has soen Tamihe, that e Totdremerts spected i the abovemeniioned standard are flfd, The qulty
management syste is subject 0 yeary sunellance,
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Date: 2020-03-31

I your device is classified (see above) into either class 11 (Special Controls) or class IIl (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
conceming your device in the Federal Register
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Report No.: 244361207-200
Effective date: 2021-12-29
Expiry date: 2024-12-28
Issue date: 2021-12-12

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnber
TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.
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TUV Rheinland of North America, Inc.

Pleasebe advised that FDA's isuance of a substanial equivalence determination docs not mean that FDA
with other f the Act or any Federal
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or calling 1-888-743-4652.
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TUV Rneinland of Noth Ameria,In., 400 Beaver Brook Road, Boxborough, AO1719, USA
Page 10f 1 Tel (925) 246.9123, Fax: (625) 2499124

MEDICAL DEVICE SINGLE AUDIT PROGRAM
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FDAK190938 HS-770 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.) PD T L E D S e r’ e S
Fax : +86-21-34622840
sales Ne-l-work Email : service@apolo.com.cn

Web : www.apolomed.com www.med-apolo.com
www.apolo-laser.com
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Business Stream Products. TOVRheinland*
ication Department AT
LGAR

Precisely Right.
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OV Rheiniand LGA Products G « 51105 Koln Conte “The transiton timelines that apply to the devices covered by this ttr, subject to the
manufacturer's continued compliance o the other conditions specified n Article
120.5 of MDR (s amended by (E0) 20231607, are shown baow:
= May 26, 2026 for Class Il custom-made implantable devices
« December 31, 2027 for Class Il devices and Class Iib implantable devices
excluding Welkestablished technologies (WET - sutures, stapies, dental
filings, dental braces, tooth crowns, screws, wedges, plates, wires, pins,
clips and connectors)
December 31, 2028 for other Class b devices, Class la, Class | devices
placed on the market in sterile condition or have a measuring function
December 31, 2028 for devices not requiring the involvement of a nolifed
body under MDD but requiring it under MDR (.., class | devices that
qualfy as re-usable surgical instruments)

v medal.

‘Shanghai Apolo Medical Technology Co., Ltd.

Building 11, Lane 1566, Nanle Road, Songjiang Distrit,

201613 Shanghai, Dats Apri 25,2004
China

Today, we deliver our innovative products and services to over 80 countries worldwide through our network of
115 partners. With our extensive international presence, we are proud to offer you our products and solutions
right to your doorstep.
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Notified Body Confirmation Letter
Ref 006571

L@
L

‘To whom it may concem,

On behalf of the Notified Body

=
r:_

Confirmation of the status of a formal application, written agreement, and

appropriate surveillance in the framework of Regulation EU 2023/607

‘amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the
nd in

Jason Pan
Certiication body

4
4

medical devices.
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“This letter confirms that TOV Rheinland LGA Products GmbH, a Notified Body
against Regulation and
number 0197 on NANDO, has received a formal application in accordance with
ckon 4.3 st subparagrahof Arnex V1 of DR end has sind a rkten
reement n accordance with Section 4.3, second subparagraph of Annex VIl of
VDR withth {olowing mandfacurer.
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‘Table 1: Devices covered by this letter and for which the NB is also
of devi

{
{

the applicable Directive:
Dovice namo or Basic  MDR Device 1the MDR deica | MDDIAWDD

appiication) proposed by the X
Shanghai Apolo Medical Technology Co.,Ltd manufacturer  identifcation of
Building 11, Lane 1566, Nanle Road, Songjang Distrcl, andveried st thecomsponding
201613 Shangha

PR, Chin

SAN Nomber (1 availabl): CN-MF-000002604

un
pro- application, and
application the NB.

stage) Identification
Diode Laser Therapy  Class IIb non- HD 60145599

TOV Rhorind Devices. implantable.

by the formal application and the writc  mentioned
above are identiied in the tables below. Tablo 1 identies the devices for which "o
an MOR application has been received, witen agreement concluded and for which 473 o &7 - sooren
Directive. ol tass 1 non- 145
il 2 daniiot the oo o whicn an MDA appcaon . boen roceved e Frequency-doubled implantable

and a written agreement concluded, but the NB has ot yet taken the responsiblty ‘ (NAYAG) Solic-state Naviror

for appropriate. survellance of the corresponding devices under the applicable L2 ‘ taser Systems
Directv

0001,
NB#0197
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Ce€ (€oor TGA NMPA
' R 3 FROM 2001 TO 2026

Prone. +49 911655 5225 Basic UDLOL
Far 140011 655 5226 6970745912021
In the case of devices co certficates issued under Directive 90/385/EEC “enicogua o com Dermatological Giass I non- HD 60145509
(AMDD) o Dteci 3SIEEC (MDD) tr oxpre aer My 26, 2021 o bafte e i Frequency-doubled implantatle 0001
March 20, 2023 wihou having been wilhirawn, s et also conims thal oo rgerms | (NG-YAG) Solic-state: NB#o197
the manufacturer either signed the written agreement under MOR by the date of " Laser Systems
VDBIAMDD sorcats oxgiy. of providen oudence ihat & sompolent authory of S5

‘assessment procedure in accordance with Article 59(1) of MDR or Article 97(1) of ~ §P5km -
the MDR respectively, by March 20, 2023 for the relevant devices. " duty modalty Sk Ao HD B0148560
Nronberg 0 25013 .

VAT B Brtssssso yatem Neworer

Chamancithe
Suparey Boos
O, MichelFus
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' \ TOVRheinland %125(2016 . . SGS 5&}—:98; com _l S - -
| ANVISA USFDA(51 0K Shanghai Apolo Medical Technology CO.,LTD

Global Medical & Aesthetic Expert
Extension confirmation letter by TUV Rheinland

www.tuv.com
1D 9000018316
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Medical CE approved

Max. 18W energy per lamp, 200 Lamp

Flexible panels and easily adjusted arm
ARM-A13 CPU, Android O/S 11, HD screen (2k: 1920x1080)

Principle

LED light penetrates into the subcutaneous tissue, where cellular mitochondria absorb the photon energy and become
energized. These stimulated mitochondria produce more ATP (the cell’'s energy molecule), causing cells to regenerate
faster and behave like younger cells. The high-intensity light also boosts cellular metabolism and stimulates
microcirculation in the blood. As cell activity increases and blood flow improves, the skin produces more collagen and
elastin. This leads to fewer wrinkles and faster healing, helping the skin recover to a younger, plumper, and healthier

appearance..

4 color lights for various applications

Infrared Light Detailed Benefits — IR (850nm)

The 850 nm band is a near-infrared light that can penetrate deep into the skin to promote cell regeneration and reduce
inflammation and pain. It is highly effective for enhancing post-exercise recovery and stimulating skin and tissue
regeneration. Studies have shown that the 850 nm wavelength has a positive impact on bone repair and regeneration.

Some data indicate that 850 nm light can also reduce scarring and fibrosis. This may be crucial for rebuilding skin
collagen after acne or other wounds. In addition, some studies report successful treatment of eczema, nevus of Ota,

and hyperpigmentation with this wavelength.

Infrared light truly sits at the intersection of surface skin rejuvenation and deep therapy. Many studies have examined
IR light's ability to reduce inflammation and pain while promoting blood circulation and wound healing. It can also
stimulate collagen production and complement red-light therapy, thereby improving the skin’s elasticity and strength.
Beyond facial skincare, IR light can be applied to various parts of the body, helping to reduce skin inflammation,
alleviate muscle fatigue, and relieve joint pain.

Painless Quick No Downtime
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Specifications

Light source PDT LED

Color Red Green Blue Yellow Infrared
Wavelength (nm) 660 520 420 595 850
Output density (mW/cm?) 280 80 180 50 140
Lamp type Multiple Lamp type (6 LED colors light / lamp)
Number of SLD 5 panels: 200pcs

Lamp power 3W per LED color light; 18W per lamp

Treatment area 8.5"20*5cm=850cm?

Operate mode Professional mode & Treatment mode

Operate interface 11.6" True color touch screen

Power supply AC 120~240V, 50/60Hz

Dimension 55*52*145cm (L*W*H)

Weight 62Kgs

The energy of the lamp bead has been increased to 18W,

resulting in @ more significant therapeutic effect.

U.S.FDA 510k TUV Rheinland

********* k190938 CERTIFIED <€

In addition to facial skincare, it can also be applied to various
parts of the body, helping to reduce skin inflammation, alleviate
muscle fatigue, and relieve joint pain.

HS-770
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Application

Red light (660nm)

Reduces wrinkles and increases skin elasticity, improves skin brightness,
and accelerates wound healing and bruise resolution.

Green light (520nm)

Improves blood circulation to help treat vascular lesions, bruises, and swelling,
and enhances skin radiance (e.g. post-plastic-surgery)

Blue light (420nm)

Provides a sterilizing effect for acne treatment.

Yellow light (590nm)

A non-invasive treatment that improves lymphatic circulation and assists in

body contouring.

Infrared light (IR, 850nm)

Reduces inflammation for pain relief.

% The IR function can be used alone or in combination with other colored lights.

Double the red light power

Red light (630-660 nm) is a core component of photodynamic therapy (PDT). Red light is absorbed by photosensitizers
and triggers a photochemical reaction, which can selectively destroy abnormal cells (such as excessively proliferating
sebaceous gland cells). In addition, red light can stimulate fibroblast proliferation, accelerate collagen synthesis,

improve wound healing, and inhibit the release of inflammatory factors.
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Multiple Advantages

Multiple light sources (five LED colors + IR) to meet various clinical needs.

Telescopic cantilever system adjusts the lamp head’s angle and height as needed.

Precise targeting: photosensitizers preferentially accumulate in diseased tissue, minimizing damage to normal cells.
Fewer side effects: short-term redness, swelling, or scabbing are common and usually subside within 2-3 days.

Provides continuous and pulse irradiation modes to meet different clinical requirements.

11.6" touch high-definition screen with a newly upgraded GUI design.

Efficient Cooling system

The dedicated heat-dissipation module ensures the normal operation
of the high-power LED lamps. An automatic temperature control system
provides safer treatment conditions.

Advanced operating system

e ARM-A13 CPU, Android O/S 11, 2K HD screen.
® Supports 16 languages and features a color touch screen interface.

e Easily adjustable treatment parameters ensure simple and precise operation.

Faster, more versatile treatment procedures

Multiple quick modes are preprogrammed

Tet o2 = » o 1=, & X
for common conditions, making treatment <) €L 3 - A 2 /;
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more convenient.

Before and After

Skin rejuvenation Acne healing

Before After Before
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