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Quality Management System Certificate No.

EN ISO 13485:2016 Manufacturer:

Registration No, $X 2058336-1

Organization: Shanghai Apolo Medical Technology Co., Ltd
Room 301-310, Building 11, REPs Facility ID:
No. 388, Yindu Road, Xuhui District, > i
200231 Shanghai » Certification criteria:
P.R. China

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
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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

1S0 13485:2016

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

Brazil ROC 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)

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

May 28, 2020
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Shanghai Apolo Medical Technology Co., Ltd.

5 Claire Zhang

Manager

Shanghai Landlink Medical Information Technology Co., Ltd.
Room 703, 705 , Building 1, West Guangzhong Road 555, Jingan
District

Shanghai, 200071 Cn

Re: K200116
Trade/Device Name: PicoSecond Nd: YAG Laser 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 Il
Product Code: GEX
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Lighting Your Life Through Technology

Products: Medical Devices Dated: April 16, 2020
United States 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR807 — Received: April 27,2020

Subparts A to 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 Photodynamic Therapy Systems, Dermatological Dye
Laser Systems, Multiple Surgical CO2 Laser Systems, Ultrasonic
Skin Contouring Systems

(see attachnent for products included)
Dear Claire Zhang:
Replaces Approval, Registration No.: HD 60140612 0001
We have reviewed your Section $10(k) premarket notification of intent to m:
above and have determined the device is substantially equivalent (for the indications for use sta
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to M:
enactment date of the 1 Device Amendments, or to devices that have been reclassified i
otfed Body hereby declares that the requirements of Annex Il excluding section 4. of the drsctive with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
s:mzlszc have been met for the listed products. The above named manufacturer has sstablished premarket approval application (PMA). You may, m ore, market the device, subjec 0 the general

and applies a quality assurance system, which is subjoct to periodic survelliance, defined by Annox I, controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
section 5 of the aforementioned directive. For placing on the market of class lll dovices covered by some cleared products may instead be combination products. The 510(k) Premarket Notification Database
this certificate an EC design-examination certificate according to Annex I, section 4 is required. located at ht a data.fda. cfim identifies
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.

Expiry Date: 2024-05-26

=

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.: 244308845200

Issue Date: 2024-04-15

Effective Date: 2024-04-15

Notified Body.
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‘The Certification Body of TOV Rheinland LGA Pmducl: GmbH certiies that the organization has established and applies a Effective Date: 2020-03-31

iroments specifed n the abovementoned standard are flfed. The aually
management system is subject o yearly surveilance. Date: TR
Expiry Date: 2027-04-14

=

Report No.: 244361207-200 1 your device s classified (see above) into either class Il (Special Conirols) or class Il (PMA), it may be

Effective date: 2021-12-29
Expiry date: 2024-12-28
Issue date: 2021-12-12

_Of—

Certification offcer: Samuel Qi
TUV Rheinland of North America, Inc.

=4

Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nir!
TOV Rhein concerning your device in the Federal Register.

ber
land LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

L%

Dipl.-1
IV Rheinland LGA Products GmbH
(( DAkkS TillystraBe 2 - 90431 Numberg - Germany

Airsamenogstcte
DTw14IE3 0102

ISO 13485 MDSAP

MEDICAL DEVICE SINGLE AUDIT PROGRAM

TUV Rneinland of Noth Ameria,In., 400 Beaver Brook Road, Boxborough, AO1719, USA
Page 10f 1 el (925) 246.9123, Fax: (625) 2499124
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icosecond Laser

EC certificate 93/42/EEC FDA K200116 HS-298

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

Email : service@apolo.com.cn

Sales Network _
Web : www.apolomed.com www.med-apolo.com

‘ www.apolo-laser.com
e s conted congtane o e s conins st e Today, we deliver our innovative products and services to over 80 countries worldwide through our network of

manufacturer's continued compliance o the other conditions specified n Article
2052 MO (s oo oy (E0) 2025607 are showrs blowt
= 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)
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Business Stream Products. TOVRheinland*
ication Department AT
LGAR

Precisely Right.

A
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TOV Rhainand LGA Products GrbH + 51105 Kein Cortact

‘Shanghai Apolo Medical Technology Co., Ltd. oo medal.

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

201613 Shanghai, Dats Apri 25,2004
China

115 partners. With our extensive international presence, we are proud to offer you our products and solutions
right to your doorstep.

Notified Body Confirmation Letter
Ref 006571

‘To whom it may concer, On behalf of the Notified Body
the status of a formal application, writt t, 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

medical devices.

“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
VIOR i thefolowing mamuoctur

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

the applicable Directive:
Dovice namo or Basic  MDR Device 1 the MR dovice  MDDIAIMDD
s a substi Cortfic

‘application) proposed by the  davice, Roforenco(s) of
manufacturer  identification of  the doy
and verified at  the corresponding  under MOR
MDD/AIMDD application, and
the NB.

Shanghai Apolo Medical Technology Co., Ltd
Buldng 11| L ne 1566, Nanie Road, Soaglang Distc
201613 81

P.R_Chin

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

pro-
application device
stage) dentification

DiodeLaserTherapy ~ Classllbnon- N HD 60145599

TOV Rvwnang Devices implantable

by the formal application and the witg  mentioned

above are identiied in the tables below. Tablo 1 identies the devices for which "o

an MOR appication has been received, witen agroemen concluded and for which suns i

Directive.

il 2 daniiot the oo o whicn an MDA appcaon . boen roceved e

and a written agreement concluded, but the NB has not yet taken the responsibilty

for appropriate surveillance of the corresponding devices under the applicable 303 Nea eeg

Directive

0001,
NB#0197

M CE C€oor TGA NMPA ‘
. "% ' FROM 2001 TO 2026

Management J L
_ o
1EaN4:355c:)2016 SGS ROHS _l ;_
|

s | awwvisa U.S.FDA (510K

Class lIb non- HDeot4s589
implantable

(N&:YAG) Solid-state Neworar

Laser Systems

oo, 49910535225

In the case of devices covered by certiicates issued under Directive O0/38S/EEC ™  iaweatyss s som

(AMDD) o Dteci 3SIEEC (MDD) tr oxpre aer My 26, 2021 o bafte e i Froquency-doubled implantable

March 20, 2023 wilhout havig been withdawn, (s lter lso confims hal s stmeres | (NAYAG) Solid-state NB#O197
iho manufacurer eithar signed the written agreement under MDR by tho date of = Laser Systems

VDBIAMDD sorcats oxgiy. of providen oudence ihat & sompolent authory of S5

Basic UDI-DI
6970745912021
atological Class Ilb non- HD 60145508

DY

assessment procedure in accordance with Article 59(1) of MDR or Article 97(1) of

Opikim.
e — non-
the MDR respectively, by March 20, 2023 for the relevant devices. & sﬂl;‘u b i eocess
Nrember 78 26015

VAT B Brtssssso

Neworar

Chamancithe
Suparey Boos

Basic UDI-DI

O, MichelFus

TOVRheinland
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Shanghai Apolo Medical Technology CO.,LTD

=0

=g e=Re—ge—tc—¢e:

Global Medical & Aesthetic Expert
Extension confirmation letter by TUV Rheinland
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20X array lens for enhanced skin rejuvenation

Ultra-short 350 ps pulse duration
Powerful 500 mJ pulse energy
Fractional lens array (DOE)

Principle

The picosecond laser is the first safe and effective aesthetic
laser specifically designed to treat tattoos and pigmented
lesions. This innovative system delivers ultra-short bursts of
energy to the skin in trillionths of a second. These pulses
create a photomechanical effect, targeting ink while sparing

surrounding tissue. The ink is shattered into tiny dust-like

Traditional Laser Picosecond Laser

particles, which the body naturally eliminates.

50 nanosecond laser beam . Picosecond laser beam

Surface detritus
\ '

5

Photochemical ablation

Recast material

Tiny crack Heat affected zone

Photothermal action

Comparison between picosecond laser and general laser shattering melanin granules

Before and After

Before After Before After Before After
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Specifications

Wavelength 1064/532nm
Pulse width 350~450ps
Pulse energy 500mJ:1064nm
250mJ: 532nm
Spot size 2~10mm
Repetition rate 1~10Hz

Optical delivery Articulated arm %

Operate interface  11.6" True color touch screen

Aiming beam Diode 650nm(red), brightness adjustable
Cooling system Air & water Advanced cooling system,

TEC cooling system (optional)

Power supply AC 100~240V, 50/60Hz
Dimension 96*48*95cm(L*W*H)
Weight 109Kgs

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

U.S.FDA sk TUV Rheinland
K200116 CERTIFIED 0197

HS-298

Why Picosecond

e Using dual wavelengths (1064nm & 532nm), pigments are shattered more completely in an extremely short time,
resulting in higher removal rates.

® Picosecond laser freckle removal employs ultra-short pulses with very high peak power, producing minimal heat
(photothermal effect) and therefore causing no damage to surrounding skin tissue.

e Skin reactions after picosecond laser treatment are very mild, and the risk of post-treatment hyperpigmentation is

greatly reduced. Treated areas also recover quickly after each session.

Covering tattoos of different colors

1064nm 532nm
Blue, brown, gray, black(dark) Red, tan, orange, purple
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Array lens tip (5632nm+1064nm)

The array lens makes the energy more concentrated, so
pigment is shattered and metabolized more easily. It also
stimulates collagen regeneration to help repair scars and

reduce wrinkles.

Fractional Lens array (DOE 6X6mm)

The fractional lens array creates pixel-sized perforations in a
5x5 or 6x6 non-ablative pattern, evenly distributing energy
across the treated area. It can also perform non-sequential
scanning, which increases the interval between adjacent
pulses and improves heat dissipation. This process stimulates

collagen production, triggers neocollagenesis, and rejuvenates
the target tissue.

(Geveves) .
}| aopixel é%:'::]')
sessses) (1064nm)
TYIIIIII
100Pixel 100Pixel
(1064nm) (532nm)

Multiple Advantages

Advanced Medical Power Supply (IGBT)

® The working frequency of the IGBT power supply can reach several hundred
kHz, and its response time is on the order of tens of nanoseconds.

® |GBT modules offer high integration, smaller size, and lighter weight.

® |GBT power conversion efficiency is higher, with lower power loss and heat

generation.

03

Advanced operating system

e 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.

Advanced cooling system

The powerful built-in heat dissipation device improves “““““‘“““

—
the machine’s heat dissipation efficiency, ensuring a ,,‘. ““ “m||||||||||||||||||||| o

Wi

stable operating state and extending the machine’s “‘ll“““““““m"lﬂlll“}""mlil 5

M- &

service life.

e Dual-wavelength (1064nm / 532nm) system supports both fractional and non-fractional treatment modes.

Two pulse modes (picosecond and nanosecond) in one unit, offering a wide range of medical and surgical applications.

@ High peak power and ultra-short pulses with minimal discomfort and faster recovery time.
e Stimulates collagen regeneration to repair scars and improve fine lines.

® Spot size adjustable from 2-10 mm, with automatic energy density conversion.

o RF ID management control design provides different business operation modes.

Application

Tattoo (multi-coloured) Age Spot

- T

N

e —
Post Inflammatory Nevus of OTA and Ito Skin Rejuvenation Skin Resurfacing
Hyper-pigmentation (Array Lens 20x)

Melasma

B, e

- “- "a
%

Nevus spillus
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