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Certificate TOVRheinland

Quality Management System
ENISO 13485:2016

Registration No, $X 2058336-1

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

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

The Certiication Body of TOV Rheiniand LGA Products GmbH certfies tha the organization has established and applies @
‘qualty management system for mecica devices.

Proof has been fumished that the requirements specified in the abovem

management system is subject (o yearly surveilance.

Report No.: 244361207-200
Effective date: 2021-12-29
Expiry date: 2024-12-28
Issue date: 2021-12-12
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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

_Of—

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

or calling 1-888-743-4652.
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TUV Rneinland of Noth Ameria,In., 400 Beaver Brook Road, Boxborough, AO1719, USA
Tl (25) 240-9123, Fax. (925) 2490124

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

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 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

TUV Rheinland LGA Products GmbH - TillystraBe 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.
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@ U.S. FOOD & DRUG July 15, 2020
ASMINISTRATION

Shanghai Apolo Medical Technology Co., Ltd.
56 Shelley Li

Director

Shanghai Landlink Medical Information Technology Co., Ltd.
Room 703, 705, Building 1, West Guangzhong Road 555
Jingan District, Shanghai, Shanghai 200071, China

Re: K201109
Trade/Device Name: CO2 Laser Therapy 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
Dated: April 16,2020
Received: April 27,2020

Dear Shelley Li:

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 o 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 hitps: ccessdata. fda. fdocs/cfy 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.

If your device is classified (see above) into cither class 11 (Special Controls) or class 111 (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.

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

ISO 13485 MDSAP

MEDICAL DEVICE SINGLE AUDIT PROGRAM

You
Tube

Lighting Your Life Through Technology
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EC certificate 93/42/EEC FDA K201109 HS-411/HS-411A

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

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

e e oo ot oo coars oo e 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
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Precisely Right.

www.med-apolo.com
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‘Shanghai Apolo Medical Technology Co., Ltd. 5 Mail: medical: 120.3c of MDR (as amended by (EU) 2023/607), are shown below:

Buiding 11, Lans 1566, Nanie Road, Songiang Distct, + May 26, 2026 for Class I custom-made implantabl devices

201613 Shanghai, owe s 26 224 « December 31, 2027 for Class i devices and Class llo implantable devices
Ghina excuding Welkestabished technologies (WET - sulures, staples, dental

fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins,

clips and connectors)

December 31, 2028 for other Class b devices, Class lla, Class | devices

piaced on the marke in terle condilon of have a measuiing funcion

December 31, 2028 for devices not requiring the involvement of a notified

body under MDD but requirng t under MDR (e.0. class | devices that

qualify as re-usable surgical instruments)
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right to your doorstep.

Notified Body Confirmation Letter
Ref 006571

To whom it may concen, On behalf of the Notified Body
Confirmation of the status of a formal application, written agreement, and
appropriate surveillance in the framework of Regulation EU 2023/607 o ”
‘amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the ! Jason Pan
nd in Certification 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
jon 4.3, first subparagraph of Annex VIl of MDR and has signed a witten the applicable Directive:
agreement in accordance with Section 4.3, second subparagraph of Annex VIl of Dovico name or Basic  MORDevico  If the MDR device  MDD/AIMDD
MOR with the following manufacturer: i i Cortifc

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

application) proposed by the  device, Reforence(s) of
Shanghai Apolo Medical Technology Co., Lid manufacturer  idantifcation of  the doy
Buiding 11, Lane 1566, Nanle Road, Songjang Distrct, andveifed st the cormaponding | under MOR
s applcation dovice thoNs

k] stage) Identification
SRN Number (i evalleble): CN-MF-000002804 | Diode Laser Therapy ~ Class IIb non- NA HD 60145599

7O Rowing ! Devices implantable o001,
formal application and the wit t mentioned NB#S197

above are identfied in the tables below. Table 1 identifes the devices for which " "
an MOR application has been received, written agreement concluded and for which 1ok - S
the NB Directive,  comany tass I on- 145
Table 2 identies the devices for which an MOR application has been 1eCoved pessqurtr Frequencydoubled  implantable oo0t,
and a written agreement concluded, but the NB has not yet taken the responsibilty ‘ {4¥5) Gokc-site NB#G197
for approprate. surveilance. of the corrosponding devices under the appicable 2 ] soer Syvioms
Direciive.

Ce€ (C€oior TGA NMPA

| FROM 2001 TO |
Shamanciie Basic UDI-DI System - .
oy Sovs B o EN ISO
: ol o0 SGS | RoHS —
| - | TUVRheinland

s | anvisa U.S.FDA(510K)

sseunio
s e
In the case of devices covered by certificates issued under Directive 90/385/EEC ‘service@s tuv.com Dermatological Class IIb non- HD 60145599
(AMO] o D SSAEEE SD) ke oy 56 S0t sl e S el |

K 20" 5555 i v, oo icrawne s b oo et tempres | e, Nsrer
the manufacturer either signed the written agreement under MDR by the date of s Laser Systems.

MDD/AIMDD certiicate expiry; o provided ovidence that a competent authority of  26s%ueons spsesnan

‘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. " okl modetty, S e HD B0148560
Nronberg 0 25013 ek 5
VAT B Brtssssso Systems NB#O197

Management

& TOV.TUE. TV gt et Osin nd ot s el

Shanghai Apolo Medical Technology CO.,LTD

Global Medical & Aesthetic Expert
Extension confirmation letter by TUV Rheinland
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Principle ificati . . . :
P Specifications Fractional Handpiece & Normal handpiece Multiple Advantages
The COz2 laser system generates light at a 10,600 nm wavelength, which is readily absorbed by water in human tissue. Wavelength 10600nm . ) ) . .
- - . . ) ) Fractional laser beam allows for faster healing so you get immediate results and avoid unwanted effects.
The laser energy heats up the water until it reaches a boiling point causing the evaporation of the affected tissue. Some Laser medium RF sealed-off CO2 laser . ' ' . .
e Designed strictly in accordance with medical standards.
heat is absorbed by tissue adjacent to the ablated target area, causing tissue coagulation, which induces hemostasis Beam delivery Articulated arm - .
e Fully optimized internal structure.
(the cessation of bleeding) as well as thermal stimulation of deep skin layers, which induces fibroblast stimulation and Function mode: Fractional/vaginal care :
e Larger screen (upgraded from 9.7 to 11.6), more convenient to use.
I is (the f i f Il . . ,
neocollagenesis (the formation of new collagen) Model No. HS-411 HS-411A —m e® The casing material has been completely changed from plastic to sheet metal, making it more environmentally
How Fractional Resurfacing works Laser Power 35W 55W M friendly and durable.
’ , ; p— . ezl 0L elel 0= s elel ; e Interface upgrade and optimization, layout more concise and clear.
Energy 1~300mJ/dot
Density 25~3025 PPA/cm* (12 level) Fractional handpiece (Treatment shapes displayed on OLED screen) Normal handpiece (50mm,100mm)
Scan area 20*20mm
Shape OEAO®® 2 (freedrawing) Vagi | h doi Advanced operating system
Pattern Array,Random aginal care nandapiece
acl ulse O e laser creates a micro-thermal ollagen remodelin: akes place in the second treatment creates adaitiona icro ach treatment session covers only abou % oOf i . . . . . . . . . ARM_A1 3 CPU1 Andr0|d O/S 1 1v 2K HD SCreen
Eea?mpen‘t zor:ethsnw‘a\.ler thanta human hatirrj. whiclh aT”Z.gand a smda\\l p?u; I:)f M‘ijlcro Ep\di]rma\ ‘IA'her.male;[)neé (MTtZs)va; the?:?)lt\agey;ﬂrom :Ehe thin’stsurfatce. Typically, 4-6 slgss'\sonsfsa/ce; ) FunCt|On mOde.. Normal EleCtnC prObe Wlth hyglemC| S|n9|9 use S|eeVe deSlgn(Optlona|) S rt 16 | d f t | t h . t r'f
spares the surrounding normal tissue. ld\l:;::nc Debris(MEND)flakes off in a few :gizgz;t{s:tsn:j':l session remodels and about one week apart are needed for best results. Operatlng mode CW /S|ng|e Pulse /Pulse/S.Pulse/U.Pulse _ @® oupports anguages an eatures a Color toucn screen Interface.
Pulse width Pulse Single pulse S.Pulse  U.Pulse /Zé Normal physiological processes such as childbirth, age-related hormonal dysfunction, and weight changes may e Easily adjustable treatment parameters ensure simple and precise operation.
- - = damage collagen, alter the muscle tone of the vaginal wall, and lead to symptoms that affect women's quality of life.
Co2 dot matrix laser emits laser through dot matrix mode, forming a small thermal injury zone on the surface of the skin, 5~500ms 1~500ms 1~4ms  0.1~0.9ms Zgéég Thi dg ) ¢ » ‘ q ) ) Igt' o i i/ .p tand| | t'q Y "
i : : . ZZ is device provides a safe and non-invasive solution, ensuring immediate improvement and long-lasting results.
initiating collagen recombination and epidermal renewal, and achieving skin remodeling. CO2 lattice laser belongs to Aiming beam Diode 655nm(Red), adjustable brightness 225222 P 9 P ¢ 9
i " ZZ2
the "ablative laser" category, which can accurately penetrate the surface of the skin and vaporize some tissues, while Operate interface  11.6" True color touch screen %%222
= =
dispersing energy through the "lattice mode" to reduce damage to surrounding normal skin. This' damage repair ' Power supply AC 100~240V, 50/60Hz 22%%;% % G Metal RF tube COz2 lasers VS glass tube CO:2 lasers
9 . . == 3 3
mechanism can promote collagen regeneration, improve skin texture and concave scars. Compared to traditional lasers, Cooling system Air cooling system 2245// QFF/MODE M» ) ) ) )
. . . _ o . Di . . x o FWD/REV Control e Metal RF tube COz2 laser: adopts a sealed off design, that is, the laser's through-hole and working gas are sealed in
it has deeper penetration and stronger stimulation, making it suitable for moderate to severe skin problems. ITESIon 50*45*113cm(L*"W*H) . o ,
Weight 65kgs the same tube. This laser has the characteristics of small size and compactness, and uses a low-voltage power

supply to avoid the drawbacks of high-voltage power supply.

Disposable sleeve FWD/REV Indicator light

Applications

e The beam quality of metal RF tube COz2 lasers is usually better

Rotati le ob ti . .
= e than that of glass tube CO2 lasers, with smaller light spots and

Skin resurfacing (Rough skin, coarse pores, dark skin, light damage...) . "
Wrinkles removal (Crow's feet, head lines, Sichuan characters, Decree lines) USFDA510K TUVRhelnland C €0197 HS-41 1 /H S'41 1 A higher accuracy.

Pigmented nevus, epidermal pigmentation (freckles, etc.), K201109 CERTIFIED
Epidermis (all kinds of warts) cutting
Scar Repair (acne scar, hypertrophic scar, burn scar, sunken scar, etc.)

Over time, especially after childbirth, vaginal tissue may lose its elasticity and strength, leading to true relaxation and
causing dissatisfaction during sexual activity. This device directly acts on the mucosa of the vaginal wall, improving
tissue sensitivity, stimulating collagen regeneration, and ensuring a reduction in vaginal diameter..

e The service life of metal RF tube CO2 lasers can usually reach
tens of thousands of hours or more, while the service life of glass

Other applications (syringoma, condyloma, seborrheic, etc.) tube CO2 lasers is relatively short.

Multi shape patterns selectable

: . Super-pulse technology (S.Pulse & U.Pulse )

Vaginal care (Vaginal wall tightening, collagen remodeling, thicker and more resilient, labium whitening)

Before and After

U :::::: :::: o.o -::::o 0%, : :
3 treatment modes for easy operation oo sesese sasiin : R R

. . = | c I ol | | . ] : The thermal relaxation time of skin tissue is approximately 0.8ms. Super-pulse technology achieves a higher energy

i i i ' uare ectangle riangle olygon circular semicircle ine ine '

Based on the Android system, a complete set of independently developed software programs and main control ' ] < ¢ e 1 density within a shorter pulse width (less than 0.8ms) by shortening the pulse width, thereby achieving deeper
hardware system. - ! . : : . . .

' : penetration at lower energies, reducing thermal damage, and shortening the recovery period. Using super-pulse

' j Multiple scanning graphics, which can be selectedaccording to the treatment part and ! technology to achieve precise treatment, with minimal trauma, minimal bleeding, and fast postoperative recovery.

Vel G . the tissue area. Choosing accurate energy and position location for different treatment : For example, when treating acne scars, the small thermal injury area promotes collagen regeneration with a low
Normal Mode Fractional Mode Mode ' Hand-drawing function tissue so as to realize skin resurfacing. ' incidence of adverse reactions.

’ Before After Before After
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