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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,
Multi-modality Skin Surface Treatment Systems, Skin Photodynamic
Therapy Systems, Dermatological Dye Laser Systems, Multiple Surgical
CO2 Laser Systems
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Notified Body Confirmation Letter
Reference. 006571

‘To whom it may concem,

Confimation of the status of  formal appicaton, writen sgreamant, and

appropriate surveillance in the framework of Regulation EU 2023/60

rvaniing Roguiatons (20) 20177745 and (£0) 20171746 a8 regards e
nd in

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, fnt sueragraph of Anex V) of DR ond has sioned 8 uritn
reement in accordance with Section 4.3, second subparagraph of Annex VIl of
VDR withth {olowing mandfacurer.
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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

oo, 49910535225
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‘assessment procedure in accordance with Article 59(1) of MDR or Article 97(1) of 9P
the MDR respectively, by March 20, 2023 for the relevant devices.
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Certificate TOVRheinland

Certificate No. MD 2058336-1-1
Manufacturer: Shanghai Apolo Medical Technology
Co, Ltd.

Building 11, Lane 1566, Nanle Road, Songjiang District,
201613 Shanghai
P.R. China

REPs Facility ID: F007106
Certification criteria: 1S0 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. 244308845-200
Issue Date: 2024-04-15
Effective Date: 2024-04-15
Expiry Date: 2027-04-14

= TUV Rheinland of North America, Inc.

The vaiidity
or calling 1-888-743-4652.

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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“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)

On behalf of the Notified Body

Jason Pan
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Shanghai Apolo Medical Technology Co., Ltd.
56 Felix Li

Regulatory Affairs

4F, Building A,

No. 388 Yindu Road

Xuhui District

Shanghai, 200231 China

June 17,2019

Re: K190936
Trade/Device Name: Q-Switched 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
Dated: April 4, 2019
Received: April 10,2019

Dear Felix Li

‘We have reviewed your Section 510(K) premarket notification of intent to market the device referenced
above a the device s subs (for the indications for use stated in the
enclosure) to legally marketed marketed in 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
conirols provisions of the Act. Although this lettr refers to your product as a device, please be aware that
some cleared products may instead be combination pmduua “The 510(k) P1 erarku Nulll'camm Database
located at hitps://www.accessdata fda.

product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good 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.

I your deviee i classified (see above) into cither class I (Special Controls) or class 11T (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

concemning your device in the Federal Register.

Plase be advised that FDA' issuanceof a substantial equivlence detmination docs not mean that FDA
fthe Act or any Federal

FDA K190936 HS-290K,HS-290EK

Sales Network

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

Notified Body hereby decares that the requirements of Annex Il excluding section 4 of the dir
wmszc ove beon met for the listed products. The above named manufacturer has sstablished -
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 Nirnber
Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

EC certificate 93/42/EEC

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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MEDICAL DEVICE SINGLE AUDIT PROGRAM

Shanghai Apolo Medical Technology Co.,Ltd.

You
Tube

1~6F, No. 11, Lane 1566, Nanle Road, Songjiang District, Shanghai, China.

Tel :

+86-21-34622842(REP.)

Fax : +86-21-34622840
Email : service@apolo.com.cn
Web : www.apolomed.com

Ce€ C(€oior TGA NMPA

TOVRheinland

www.apolo-laser.com

Management
System

EN ISO
13485:2016

www.tuv.com
1D 9000018316

+86-21-34622015(REP.)

www.med-apolo.com

www.sgs.com

1
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ANVISA

U.S.FDA (510K)

Lighting Your Life Through Technology

FROM 2001 TO 2026

Shanghai Apolo Medical Technology CO.,LTD

Global Medical & Aesthetic Expert



1064/532nm Q-S Nd:YAG Laser EO @-S Nd:YAG Laser (Nanosecond laser) Specifications(HS-290/290E) Long pulse Hair removal

The high peak power and short pulse duration delivers efficient destruction of the target chromophore such as tattoo Laser type EO Q-switch Nd:YAG laser Due to the weak absorption of water, hemoglobin, and melanin at c@/
e Crsmisnee] VAG [esrs sipeeiie HEveiengin pens iEtes ins 81 et EEeafling to ine insen; o SeEeie ink, pigment or collagen. The electro-optic (EO) Q-Switch, acting as a high-speed shutter, stores energy between Wavelength 1064/532, 585/650nm(optional) 1064 nm, the laser can penetrate the skin and reach subcutaneous Long pulse lens (1064nm)
SSBHINETERSS, STEES 10 PIgmEnize 6ale MM iy Brovss tiel ine (soel] e2m nemiE|ly &1 ssora, TS Broesss pulses enabling the laser to produce peak power output of 200MW in 6ns pulse width. It forces energy at a high rate, Operate mode Q-switched mode, SPT mode, Long pulse hair removal mode tissue (with a depth of up to 3 mm). This makes it ideal for hair
ClifECHyEl) FEmMRYEs TS 2ne euney plemenEen speis. Une Ybenm seiilng sneiiess 2nd Ereres blasikene bl the target chromophores vibrate and shatter, without harming the surrounding skin on all skin. Beam profile Flat-top mode removal on darker skin tones. The long pulse width allows for slow
pigments, while the 532 nm setting targets red, pink, purple, and brown pigments in tattoos or other pigmented 7 Pulse width <6ns (Q-switched mode), 300 us (SPT mode), heating of the hair follicles, preventing sudden temperature increases that could damage the epidermis.
areas — all without harming the surrounding healthy skin. 5~30 ms (Hair removal mode)
Q-switched Q-switched SPT mode Long pulse hair .
AeyalfeErion (1064nm) (532nm) (1064nm) removal(1064nm) % Other treatment handpleces (optional)
PP HS 290E Pulse energy Max.1200mJ Max.600mJ Max.2800mJ Max.60J/cm? A
S 1 Repetition rate Max. 10 Hz Max. 8 Hz Max. 10 Hz Max. 1.5 Hz ¢
Soft Peeling: Skin toning, Skin Rejuvenation Spotsize 2=10mm 2-10mm 2~10mm 6=18mm 585nm Dye laser Handpiece 650nm Dye laser Handpiece
- Energy calibration External & self-restoration
o7 Eyebrow tattoo removal, Lip liner (tattoo) removal
. ) ) Operating mode 1./2./3.pulse support
Vascular lesions: Telangiectasis... AP P
ptical aeliver rtculatea arm .
Epidermal/ Dermal lesion Pigmented: Freckles, £ , / Advanced operatlng syStem
. . b 4 Operate interface  11.6"/9.7"True color touch screen
Melasma, Seborrheic Keratosis; Nevus of OTA... ééé Aiming beam Diode 650nm(Red), brightness adjustable e ARM-A13 CPU, Android O/S 11, 2K HD screen.
87 ) . . . .
2 ;Zéé, Cooling system Advanced Air & Water cooling system, TEC cooling system (optional) e Supports 16 languages and features a color touch screen interface.
Z ZzZ#
Specifications (HS-ZZO) g Zé/ Power supply AC 100~240V, 50/60Hz e Easily adjustable treatment parameters ensure simple and precise operation.
Z Dimension 290: 79*43*88cm (L*W*H) 290E: 79*43*88cm (L*W*H)
Wavelength 1064nm & 532nm Weight 290: 72.5Kgs 290E: 72.5Kgs
Max. Energy 2400mJ (1064nm), 1200mJ (532nm) *  Optional: Long pulse hair removal handpiece i
Pulse width <10ns (single pulse) Advanced medical power supply (IGBT)
Spot size 1~5mm
: o IGBT power conversion efficiency is higher. It has lower power loss and
R iti 1~10H H
epetition rate OHz Fractional Lens array (DOE 6X6mm) lower heat generation.
Power 1000w @ The working frequency of IGBT power supply can reach several hundred
Operate interface  11.6" True color touch screen
kHz, and the response speed can reach tens of nanoseconds.
ARG S Dl (i () TUVRhelnIand c € . 49Pixel e IGBT modules have high integration, smaller size, and lower weight.
Cooling system Advanced air & water cooling system 0197 49Pixel
CERTIFIED : ot (532nm)
Power supply AC 100~240V, 50/60Hz U.S.FDA 510k TUV Rheinland Ce
8 n o AR SVRILN e A ARG AEeee e e 0197 ) L
Diemension 53*40*39cm (L*W*H) K190936 CERTIFIED e Flat-top beam profile ensures the energy is distributed evenly.
Weight 25 Kgs 100Pixel 100Pixel ® 6ns short pulse at peak power and 300us through 1064nm wavelength.
(1064nm) (632nm) @ Spot size adjustable from 1-10mm the energy density automatic conversion.
T— @ Professional mode & treatment mode.
i Collimating lens e The collimating Lens uses convex lenses or other method to convert divergent e IC management control design.
/ v d % incident light into parallel beams of energy to the target tissue with minimal
W / dispersion, regardless of distance from the skin. The fractional lens array creates pixel-sized perforations in a 5x5
// (Collimating Lens only for nanosecond system). é or 6x6 non-ablative pattern, evenly distributing energy across Covering tattoos of different colors
. 4 — _ : :
. S 1064nm Zoom lens  532nm KTP lens  Beam expander the treated area. It can also perform non-sequential scanning, .
andpiece (®1~5mm) (®1~5mm) (@ 7mm) which increases the interval between adjacent pulses and improves Black, blue, dark brown Red, purple, orange, light brown Sky blue  Green
Array lens e Array lens makes energy more concentrated, the pigment is shattered and heat dissipation. This process stimulates collagen production,
o Water filter ensure the clean and smooth water circulation (532nm+1064nm) metabolism more easily, besides, it will triggers neocollagenesis, and rejuvenates the target tissue. ~ - ‘ ‘

stimulate collagen to regenerate,

e Interlock design ensures the safety treatment environment 1064nm 585nm 650nm

532nm
Laser with different wavelengths has more advantages in removing tattoos of different colors.

@ Modularized design for convenient maintenance siecereingll 1 iepelr Scars andl reelee

e |C card management design, ARM-A13 CPU, Android O/S

wrinkles.
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