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Lighting Your Life Through Technology

Certificate TOVRheinland

EC Certificate TOVRheinland
Directive 93/42/EEC Annex II, excluding Section 4
Full Quality Assurance System
Medical Devices
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Certlfl Cate TUVRheinland
Certificate No. MD 2058336-1-1
Manufacturer: Shanghai Apolo Medical Technology

Co., Ltd.

Quality Management System
EN ISO 13485:2016
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Shanghai Apolo Medical Technology Co., Ltd.
Ms. Claire Zhang

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

Manager

Shanghai Landlink Medical Information Technology Co., Ltd.

20; Sé i Shanghai Room 703, 705, Building 1, West Guangzhong Road 555, Jingan District
ina

Shanghai, 200071 CN
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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: F0071068 Report No.: 15087436 013

Certification criteria: 1SO 13485:2016

Re: K200118
Trade/Device Name: Diode Laser Therapy Device
Regulation Number: 21 CFR 878.4810
Regulation Name: Laser Surgical Instrument For Use In General And Plastic Surgery And In
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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. 67/2009

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

Regulatory Class: Class Il
Product Code: GEX

Dated: January 15,2020
Received: January 21,2020
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Dear Claire Zhang:
Products: Medical Devices ¢
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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 hit accessdata.fda i cfin identifies combinat

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 an
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.
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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
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The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC 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 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 I, section 4 is required.

TUV Rheinland of North America, Inc., an MDSAP recognized Auditing Organization, certifies that the
qualit system of the b dited against and found

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

TUV Rheinland of North America, Inc.

Q@-
Q@-
Qa@-
Qa-

‘The Certfication Body of TUV Rheiniand LGA Products GmbH certifies that the organization has established and applies a
qualty 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.

If your device s classified (see above) into either class IT (Special Controls) or class ITT (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.

Effective Date: 2020-03-31

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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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
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TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnber

TOV Rheinland LGA Products GmbH is a Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.
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Dipl.-Ing. W. Hsu
V Rheinland LGA Products GmbH
(( DAKKS Tilystrae 2 - 90431 Numberg - Germany
Asiegstele TUV RherandofNorh Arara, I, 400 BeaverBook Road Bosborugh MADT715,USA
Dam14165.01.02 s Page 10of 1 el (925) 2406129, Fax. (625) 2499124
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The validity of be verified on
or calling 1-888.743-4652.
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MEDICAL DEVICE SINGLE AUDIT PROGRAM
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EC certificate 93/42/EEC FDA K200118 HS-817/818
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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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Business Sream Products TOVRheinland
ertification Department e
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Precisely Right.
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“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. oot medea.
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
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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
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
illance i ti 023/

wren 4

ppropr t
amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the

transitional provisions for certain medical devices and in vitro diagnostic
‘medical devices.

e
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on Pan
Cerification body

(e

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
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‘Table 1: Devices covered by this letter and for which the NB is also
of devi

| respor

‘Section 4.3, first subparagraph of Annex VIl of and has signed a written o the applicable Directive: 4

agreement in accordance wilh Seciion 4.3, second subparagraph of Annex VIl of Device name or Basic  MDR Device  Ifthe MDR device  MDDIAIMDD. —_— .
appication) proposed by the  device Reference(s) of

‘Shanghai Apolo Medical Technology Co., Lid. manutacurer * idonicatonof  th devces

Building 11, Lane 1566, Nanle Road, Songjiang District, and verifi o corresponding  undor

20113 Shangha, wowaon devea . hana

e stage) identifcation

SRl i es (€ svai b ez Diode Laser Therapy  Class lbnon-  NIA HD 60145559
vices impianiable
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The devices covered by the formal application and the writien agreemen menfioned  LaA raioas st
above are identiied in the tables below. Table 1 identiies the devices for which "
an MDR application has been received, writlen agreement concluded and for which 57163 ks

the NBis also for a under Directive,  Gemany

Table 2 identies the devices for which an MDR appication has been received

and a wiitten agreement concluded, but the NB has not yet taken the responsibity
for appropriate. sunvillance of the corresponding devices under the applicable
Direciive.

o001,
NB#197
Basic UDI-DI
60707459181v8

atological Glass llb non- HD 60145509
Frequency-doubled implantable. 0001,
(NG:YAG) Sold-state NB#0197
Laser Systems
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H\..:"' C€ C(C€oisr TGA NMPA
| :% ' L FROM 2001 TO 2026
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Basic UDI-DI

697074591202

Dermatological Class lib non- HD 60145509
(AIMDD) or Directive 93/42/EEC (MDD) that expired after May 26, 2021 but before  snuccamisasiy Frequency-doubled implantable.

March 20, 2023 without having been withdrawn, this letter also confims that (NG:YAG) Solid-state: NB#0197
the manufacturer either signed the written agreement under MDR by the date of aser Systems.

MDD/AIMDD certificate expiry; or provided evidence that a competent authority of

ron 4011 6555225
In the case of devices covered by certficates issued under Directive SOIBBS/EEC ™ cagdnscon
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Board o Managemert

Optng
Thomas Wegand Spokesman
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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 Articie 97(1) of

DpLkim
OF Jog Sciser
the MDR respectively, by March 20, 2023 for the relevant devices. ?
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NB#O187 Management

System
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EN ISO i
13485:2016 SGS RoHS —l

Cramancitne
Stporveory Bowrs

Basic UDI-DI

Orng Micrae Fts
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TOVRheinland www.sgs.com

www.tuv.com
1D 9000018316
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anvisa U.S.FDA (51 0 K) 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 CE approved, US FDA 510K cleared
3000W big spot size for selection

Handpiece with OLED optional

810 nm wavelength

The 810nm has a moderate melanin absorption level making it ideal for hair reduction. Its deep penetration
capabilities target the bulge and bulb of the hair follicle while moderate tissue depth penetration makes it ideal for
treating the arms, legs, cheeks and beard.

755 nm wavelength

The 755 nm wavelength is strongly absorbed by melanin, making it ideal for the widest range of hair types and
color--- especially light-colored and thin fine hair.

1064 nm wavelength

The 1064nm wavelength is characterized by lower melanin absorption, making it an effective solution for darker skin
types. Atthe same time, the 1064nm offers the deepest penetration of the hair follicle, allowing it to target the bulb
and papilla, as well as treat deeply embedded hair in areas such as the scalp, arm pits and pubic areas.

755nm

Triple-Wave / Dual-Wave Diode Laser 5770m S

810nm
It combines 3 wavelength(755+810+1064nm) /

2 wavelength(755+810nm) into a single handpiece,
which simultaneously target different depths of the

Absorption Coefficient

hair follicle to achieve better efficacy and ensure the Melanin S Fbo H20
safest & comprehensive hair removal treatment. ™~
—
™ HoR
Wavelength

Applications

Permanent hair removal and Skin rejuvenation _
* 810nm: Golden standard wavelength for all hair types.

* 755nm: Especially effective for blonde and fine hair. Diode laser hair removal, For skin type -6

* 1064nm: Specific effective for dark, tanned skin.

01

Specifications (HS-817)

Wavelength 810nm/Dualwave (755+810nm) / Triplewave
Laser output 800W 1200W

Spot size 12*20mm 12*30mm

Energy density 1~90J/cm? 1~43J/cm?

Pulse Width 10~300ms 10~200ms

Repetition rate 1~10Hz

Sapphire cooling  -4~4°C

Operate interface  15.6" True color touch screen

Cooling system TEC cooling TEC cooling system or
system compressor cooling system

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

Dimension 58.5*41*35.5(47)cm (L*W*H)

Weight 37.5Kgs HS'81 7

% Triplewave:755+810+1064nm

@ Medical standard components and strict medical standard testing make the equipment more reliable and safe

@ Paired with an advanced sapphire cooling system, the temperature of the hand treatment head is extremely low,
greatly reducing the pain of treatment and improving the user experience.

@ The software provides multiple treatment modes for better therapeutic effects.

Specifications (HS-818)

Wavelength 810nm/Dualwave (755+810nm) / Triplewave

Laser output 1600W/1800W 3000W

Spot size 12*14mm, dB6mm,12*12mm,
12*30mm 12*25mm,12*35mm

Energy density 1~72J/cm? 1~45J/cm?

Pulse Width 10~200ms 10~150ms

Repetition rate 1~15Hz

Sapphire cooling  -4~4°C

Operate interface

Cooling system

15.6"/18.5" True color touch screen

TEC cooling or compressor cooling system

Power supply AC 120~240V, 50/60Hz
Dimension 36(42)*42(50)*100(110)cm (L*W*H)
Weight 58.5Kgs

% Triplewave:755+810+1064nm

U.S.FDA 510k TUV Rheinland

k200118 CERTIFED <&
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Handpiece

A hand tool with 4 different sizes of treatment heads that can be quickly replaced.
The newly upgraded OLED screen can quickly adjust key parameters for treatment.

OLED 12X14mm 12x30mm 12X12mm, 12x24mm,
12X36mm, @5mm

Multiple Advantages

e Three wavelengths, strong epidermal cooling and SHR technology enable comfortable, effective hair removal
treatments for all skin tones - including tanned skin - and all hair types.

Diode module with output energy 3000W.

High power density, short pulse width.

Interlock design ensures a safe treatment environment.

Products fully upgraded with new sheet metal enclosure. IC card management design.

3 unique treatment modes for easy operation

SHR works by gradually heating the dermis to a temperature that effectively damages the hair follicles and prevents
re-growth, while avoiding injury to the surrounding tissue. Low energy pulses at a high repetition rate are delivered into
the dermis, achieving high accumulated energy and reaching effective heat build-up for hair follicle destruction, with
virtually no pain.

Stack mode is especially designed for small areas hard to reach, like finger, toe, hairline, temple, bikini area, etc..
SSR Mode means “Super Skin Rejuvenation”, designed mainly for whole body skin rejuvenation and skin toning.

e

, WZ

: : /N
\,{\\ X ﬂ
SHR Mode Stack Mode SSR Mode
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Water filter & Deionizing filter

Water filter and Deionizing filter can improve the water quality, enhance heat
dissipation efficiency and extend machine life.

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.

Advanced cooling system 1

TEC water tank cooling system and air compressor cooling system and cold sapphire window lead the light guide’s
temperature is reduced to 4°C during system operation.

—
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TEC water tank cooling system Advanced radiator system Compressor Water cooling
- ;\Vl\}ft

Advanced Cooling system 2 N

7’;5’03; e
The latest technology of the cooling module enables the temperature ‘/_,&//},?
of the hand treatment head to reach -4 °C, greatly reducing the pain A~4°C

during treatment.

Sapphire contact cooling

Before and After

Before After
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