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Certificate TOVRheinland

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

Certificate TOVRheinland

Quality Management System Certificate No, MD 2058336-1-1

EN ISO 13485:2016
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Manufacturer: Shanghai Apolo Medical Technology
Co., Ltd.

Registration No. $X 2058336-1 Building 11, Lane 1566, Nanle Road, Songjiang District,

201613 Shanghai
R. China

Registration No.: HD 60145599 0001
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Organization: Shanghai Apolo Medical Technology Co., Ltd
Room 301-310, Building 11,
No. 388, Yindu Road, Xuhui District,
200231 Shanghai
P.R. China

REPs Facility ID: F007106
Certification criteria: 1SO 13485:2016

Report No.: 15087436 013

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 98/282

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 (Nd:YAG)
Solid-state Laser Systems, Multi-modality Skin Surface Treatment
Systems,Skin Photodynarmic Therapy Systems, Dermatological Dye
Laser Systems, Multiple Surgical CO2 Laser Systems, Ultrasonic:
Skin Contouring Systems

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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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,
Mult-modality Skin Surface Treatment Systems, Skin Photodynamic
Therapy Systems, Dermatological Dye Laser Systems, Multiple Surgical
CO2 Laser Systems
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Products: Medical Devices
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(see attachment for products included)
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Replaces Approval, Registration No.: HD 60140612 0001
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Expiry Date: 2024-05-26

'd
'd
'd

The Notified Body hereby declares that the requirements of Annex Il excluding section 4 of the directi
93/42/EEC have been met for the i . e

TUV Rheinland of North America, Inc., an MDSAP recognized Auditing Organization, certifies that the
uali system of the b

Certification criteria for the Scope contained in this certificate. The quality management 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

5 irective. For placing on the market of class lll devices covered by
this certificate an EC design-examination certificate according to Annex I, section 4 is required.
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‘The Certfication Body of TUV Rheiniand LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been fumished that the requirements specified in the abovementioned standard are fulfled. The quality
management system is subject to yearly surveilance. i

Effective Date: 2020-03-31
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Date: 2020-03-31
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Report No. 244361207-200
Effective date: 2021-12-29
Expiry date: 2024-12-28
Issue date 2021-12-12
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TUV Rheinland of North America, Inc.
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TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnber
TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

Dipl.-Ing. W. Hsu
UV Rheinland LGA Products GmbH
(( DAKKS TillystraBe 2 - 90431 Numberg - Germany
Nirednersngsiele
bt e

The validity of be verified on
or calling 1-888.743-4652.

TUV Rheinland of North Ameria,Inc., 400 Beaver Brook Road, Boxborough, A 01719, USA
Page 1 of 1 Tel (925) 246.9123, Fax: (625) 2499124
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MEDICAL DEVICE SINGLE AUDIT PROGRAM

ISO 13485 MDSAP 00
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EC certificate 93/42/EEC 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
sales Nei-work Email : service@apolo.com.cn
Web : www.apolomed.com www.med-apolo.com
www.apolo-laser.com
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Precisely Right.
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TOV Rheinand LGA Products GmoH » 51105 Kein “The transition timelines that apply to the devices covered by this letter, subject to the.
manufacturer’s continued compliance to the other conditions specified in Article:
120.3¢ of MDR (as amended by (EU) 2023/607), are shown below:
= May 26, 2026 for Class Il custom-made implantable devices
« December 31, 2027 for Class Iil devices and Class Iib implantable devices.
excluding Welk-established technologies (WET - sutures, staples, dental
filings, dental braces, tooth crowns, screws, wedges, plates, wires, pins,
clips and connectors)
December 31, 2028 for other Class Ilb devices, Class lla, Class | devices
placed on the market in sterile condition or have a measuring function
December 31, 2028 for devices not reqiring the involvement of a notified
body under MDD but requiring it under MDR (e.g., class | devices that
quality as re-usable surgical instruments)

Shanghai Apolo Medical Technology Co., Ltd.

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

201613 Shanghai, Date Aori 25,2024
PR 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. 980"' 1470nm Laser
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Notified Body Confirmation Letter
eference. - 326006571
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To whom it may concen,

On behalf of the Notfied Body

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

ppropr illance i ti 023/607
amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the
transitional provisions for certain medical devices and in vitro diagnostic
‘medical devices.
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Cerification body
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Tris lettr confirms that TOV Rhinland LGA Products GmbH, a Notfied Body
(NB) designated against Regulation (EU) 2017/745 (MDR) and identified by the
number 0197 on NANDO, has received a formal applicaton in accordance with
Section 4.3, ist subparagraph of Annex VIl of MR and has signed a witen
agreement in accordance with Section 4.3, second subparagraph of Annex VI of
MDR with the following manufacturer
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Table 1: Devices covered by this letter and for which the NB is also
of dovi
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irective:

Basic  MDRDovico  Iftho MDR dovice ~ MDDIAIMDD
UDIDI (undor MDR  classification (as s a substtute  Certficate
application proposed by the dovi Ref s) o
‘Shanghai Apolo Medical Technology Co., Ltd. Enalacikurs: o ““:"‘;' o e oG
Building 11, Lane 1566, Nanle Road, Songjang District, e corresponding . under
201613 Shanghai, MDD/AIMDD applcaion, and
PR China
'SRN Number (f available): CN-MF-000002904
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stage) Identification
Diode Laser Therapy  Classllbron-  NA HD 60145598
vices. implantable.

10V Rraians
The d d by the formal appi d the wtt {t mentioned

o001,
NB#197
above are identified in the tables below. Table 1 identiies the devices for which

Basic UDI-DI
60707459181v8

an MDR application has been received, wiitten agreement concluded and for which  Srics can

the NBis under irective.
Table 2 identifies the devices for which an MDR application has been received yesquarer
and a witten agreement concluded, but the NB has not yet taken the responsibility
for appropriate survelllance of the corresponding devices under the applicable
Directive.
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M CE C€oor TGA NMPA
l "% ' FROM 2001 TO 2026

Management I
o

Glass llb non- HD 60145509
implantable. 0001,
(NG:YAG) Sold-state NB#0197
Laser Systems

045 Mooy
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Basic UDI-DI

697074591202

Dermatological Class lib non- HD 60145509

Frequency-doubled implantable.

(NG:YAG) Solid-state: NB#0197
aser Systems.

rane, 45911655 5225
In the case of devices covered by certifcates issued under Directive SO/38S/EEC ™ Lanenisesrcom
(AIMDD) or Directive 93/42/EEC (MDD) that expired after May 26, 2021 but before o

March 20, 2023 without having been withdrawn, this ltter also confirms that
the manufacturer either signed the written agreement under MDR by the date of
MDD/AIMDD certiicate expiry; o provided evidence that a competent authority of
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Board o Managemert

Optng
Thomas Wegand Spokesman

Basic UDI-DI

69707459125Y6

Muti-modaty Skin Class lib non- HD 60145538
ment implantable. o001,

assessment procedure in accordance with Article 59(1) of MDR or Article 87(1) of  BPN. ...
the MDR respeclively, by March 20, 2023 for the relevant devices.
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NB#187

Cramancitne
Stporveory Bowrs

Basic UDI-DI

System
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TOVRheinland www.sgs.com
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www.tuv.com
1D 9000018316
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A U S FDA (51 0K Shanghai Apolo Medical Technology CO.,LTD

Global Medical & Aesthetic Expert
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Extension confirmation letter by TUV Rheinland
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Medical standard design

Dual wavelength, wider treatment range

Max. 30W energy output

980nm Laser

Based on theory of “selective laser photothermal”, 980nm diode laser system uses specific 980nm wavelength to
penetrate into skin for vascular treatment. The laser irradiation lesion, under laser irradiation, hemoglobin and red
pigment capillaries to maximize absorption of laser energy, solidification occurs, blocking blood vessels, capillaries
shrink, leading to intravascular coagulation, finally metabolic degradation.Due to the specific 980nm wavelength of the
laser, it assures normal intact skin tissue architecture in the greatest degree during the vascular treatment and also

ensures a good therapeutic effect without damaging superficial skin.

1.Dilated blood capillary 2.Under exposure of 0.5mm diameter 3.Damaged blood vessels.
light spot,oxyhemoglobin absorbs
laser energy.

980nm Laser for treating spider veins

The 980 nm wavelength is excellent for treating spider veins because it penetrates to an effective depth, is optimally
absorbed by blood (hemoglobin) and water, and has minimal melanin absorption. In fact, 980 nm light is absorbed by
skin pigment about one-third as much as the 810 nm wavelength, allowing it to target blood vessels while avoiding the

skin’s melanin.

Absorption spectra
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Higher hemoglobin absorption
Wavelength(um) for better results in spider veins
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Specifications W
Laser output power 980nm 1470nm
HS-895 15W 15W

HS-895A 30W 15W
Output modes CW, Single or Repeat pulse
Pulse width 10~3000ms
Pulse Repetition Rate 1,2, 3,5, 10~50Hz
Single pulse Energy 0.1~12J, 0.1~6J
Repeat pulse Power 0.1~18W, 0.1~9W

Transmission system Fibers of 200, 300, 400, 600, 800,
1000 pm, with SMA 905 connector

Aiming beam Diode 650nm(red), <2mW
Cooling system Air cooling

Control mode 11.6" True color touch screen
Power supply AC 100~240V, 50/60Hz
Dimensions 40*44*34cm(L*W*H)

Weight 20.5Kgs

HS-895/895A

1470nm laser

The 1470 nm diode laser is strongly absorbed by tissue but penetrates only 2-3 mm deep, which means it delivers
very concentrated effects and causes virtually no harm to the surrounding healthy tissue.

The 1470 nm laser is highly efficient for surgical cutting because its energy is absorbed by both hemoglobin and water
in the tissue, concentrating heat in a very small area. This results in rapid vaporization and breakdown of the target
tissue, which is ideal for delicate work on small structures like nerves, blood vessels, or tiny skin lesions. Additionally,
because the laser’'s energy acts directly on vessel walls, it can seal blood vessels completely and evenly, making

procedures more thorough, safe, and minimally invasive.

Handpiece

Medical CE approved
Max. 30W energy output 980nm diode system c €

Multiple treatment heads to choose from, meet different treatment needs
ARM-A13 CPU, Android O/S 11, HD screen (2k: 1920x1080)

02

Application

e Vascular Lesions Therapy o Proliferative Lesions e Pain relief

e Spider Veins ® Linear anitelectasis e Physiotherapy
e Cherry Angiomas @ Linear anitelectasis e Fatremoval

Nails fungus removal

This laser system is also indicated to increase clear nail growth in patients with onychomycosis (for example, fungal
nail infections caused by dermatophytes such as Trichophyton rubrum or T. mentagrophytes, and yeasts like Candida
albicans)

Vascular veins removal

980nm laser is the optimum absorption spectrum of Porphyrin vascular cells. Vascular cells absorb the high-energy
laser of 980nm wavelength, solidification occurs and finally dissipated.

The laser instantly breaks up the hemoglobin in the capillaries, converting it into small molecular clusters that are
absorbed by the tissues, and the dilated capillaries instantly shrink and coagulate. The originally visible red blood

streaks disappear immediately, and the treatment effect is immediate.

’ Weakened walls

\ /
| -
Valve does not
close properly Valve closes
Inflammation

Varicose veins Healthy veins

Blood flow

Physiotherapy

® Analgesic effect, as laser physiotherapy greatly increases the pain threshold.

e Anti-inflammatory effect.

e The effect of accelerating healing. As a biostimulant, laser can accelerate the m
healing of injured tissues by increasing metabolism and lead to wound closure
without surgical indications.

o Relaxation effect, laser physiotherapy has a relaxing and relaxing effect on
tissues due to the microthermal effect and increase in metabolism.

Laser Lipolysis

The disposable lipolytic fiber treatment needle accurately locates excess fat in the body, directly hitting the fat cells in
the target tissue, quickly dissolving and liquefying them.

Cannula

Skin
Liposuction — -
Epidermis . a-u
2
e

Dermis

P 5
Muscl - ) . .
Uelis Aspiration of fat Handpiece (optional)

Multiple specifications of optical fibers are available (200um, 300um, 400pm, 600pumM, 800pumM, 1000UM ), among
which 200 pm and 300 um micron fibers are very suitable for lipolysis treatment of body parts rich in tiny blood
vessels, such as facial lipolysis.

Multiple Advantages

Golden Standard for vascular treatment
30-45 minutes treatment procedure, no downtime

Minimally invasive technology, fast recovery, not easy to leave surgical scars.

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

Temperature monitoring system to ensure instrument and patient safety.

°

°

°

e |t directly acts on the target tissue, and the effect is intuitive.

°

e Multiple therapeutic handpiece to meet different functional needs.
°

Independently designed integrated circuit with laser system, the quality is
reliably guaranteed.

Before and After

Before After Before
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