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Lighting Your Life Through Technology

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

Certificate M Certificate TOVRheinland

Quality Management System Certificate No. MD 2058336-1-1
EN ISO 13485:2016 . i
Manufacturer: Shanghai Apolo Medical Technology
Co., Ltd.
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Shanghai Apolo Medical Technology Co., Lid.

Felix Li

RA Supervisor

4F, Building A, No.388, Yindu Road, Xuhui District
Shanghai, Shanghai 200231

China

Registration No, SX 2058336-1 5 Building 11, Lane 1566, Nanle Road, Songjiang District,
201613 Shanghai
P.R. China

Registration No.: HD 60145599 0001
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Organization: ‘Shanghai Apolo Medical Technology Co., Ltd.
Room 301-310, Buiding 11, -
No. 388, Yindu Road, Xuhu District, § 2 /L)
200231 Shanghai > Certification criteria: 1S0O 13485:2016
P.R. China

Report No.: 15087436 013
Re: K200746

Trade/Device Name: IPL Treatment Systems

Regulation Number: 21 CFR 878.4810

Regulation Name: Laser Surgical Instrument For Use In General And Plastic Surgery And In

Dermatology

Regulatory Class: Class II

Product Code: ONF

Dated: March 9, 2020

Received: March 23,2020

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

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
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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, 5 .
Multi-modality Skin Surface Treatment Systems, Skin Photodynamic Canada Medical Devices Regulations - Part 1 - SOR 98/282
Therapy Systems, Dermatological Dye Laser Systems, Multiple Surgical | Japan MHLW Ministerial Ordinance 169, Article 4 to Article 68,
CO2 Laser Systems. 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
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Dear Felix Li:
Products: Medical Devices

We have reviewed your Section $10(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) Pmmnrkm Notification Database
located at https://www.accessdata.da.
product submissions. The general controls provisions of the Act include r\.qn\nmcnls 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.

(see attachment for products included)
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Replaces Approval, Registration No.: HD 60140612 0001

Expiry Date: 2024-05-26
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Notified Body hereby deciares that the requirements of Annex Il, excluding section 4 of the directive
SIAEES 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.

TUV Rheinland of North America, Inc., an MDSAP recognized Auditing Organization, certifies that the
quality system of be I n

an
Certification criteria for the Scope contained in this certificate. The quality management system is
subject to annual surveillance audit(s).

2 Project No. 244308845-200
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Notified Body If your deviee is classified (see above) into either class I1 (Special Controls) or class 111 (PMAY), 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.

Effective Date: 2020-03-31

Date: 2020-03-31
Expiry Date: 2027-04-14

Report No. 244361207-200 / é ﬂﬁ’«
Effective date: 2021-12-29 i
Expiry date: 2024-12-28 iz mﬁ
nand Grtifcatin offcer: Samuel Qin
Issue date: 20211212 v Coem TUV Rneinland of North America, nc.
ipl.-
IV Rheinland LGA Products GmbH
« DAkkS TillystraBe 2 - 90431 Numberg - Germany
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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

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnber
TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 019’

s
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The vaiidity
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

ISO 13485 MDSAP v

MEDICAL DEVICE SINGLE AUDIT PROGRAM
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EC certificate 93/42/EEC FDA K200746 HS-300C/620/650
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IPL& DPL Series
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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

B e e e ‘ ‘ sales Ne-l-work Email : service@apolo.com.cn
LGARY

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

TOV Rheinland LGA Products GmbH « 51105 Kain Contact The transition timelines that apply to the devices covered by this letter, subject to the H H H H N T
R ——— e ‘ oy ot 08 1 Al ‘ Today, we deliver our innovative products and services to over 80 countries worldwide through our network of
Building 11, Lane 1566, Nanle Road, Sonmlang District, ke L\ May 26, 2026 for Class Il custom-made implantable devices
gﬂéﬁé?‘::ﬂwhzi- Lot | »  December 31, 2027 for Class Ill devices and Class IIb implantable devices L . . . . .
» i il asvisnd wchrdoges WET_ s s dral » 115 partners. With our extensive international presence, we are proud to offer you our products and solutions
. Ao
ot Body Cotrmaton Lot et s e right to your doorstep.
Reference. 326006571 X body under MDD but requiring it under MDR (e.g., class | devices that
qualify as re-usable surgical instruments) :

‘To whom it may concer, On behalf of the Notified Body

Confimation of the status of  formal appicaton, writen sgreamant, and
appropriate surveillance in the framework of Regulation EU 2023/60; | ! 5
rvaniing Roguiatons (20) 20177745 and (£0) 20171746 a8 regards e Jason Pan

nd in Certification body

medical devices.

“This letter confirms that TOV Rheinland LGA Products GmbH, a Notified Body

against Regulation and g ovices covered by this letter and for which the NB is also
number 0197 on NANDO, has received a formal application in accordance with of devi
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agreement in accordance with Section 4.3, second subparagraph of Annex VIl of Dovico name or Basic  MORDevico  If the MDR device  MDD/AIMDD —_— 0
MR with the falowing manufactrer ( i i Cortificate v
application) proposed by the  device, Roforencal(s) of -

' . Taufacurer | idenificationof  the
e e | et | S Sric
e pe- MoOAMED " applcation, and
Spphestion heNs
nifcaton
SRN Number (f avalble): CNHIF-000002904 Dido Laser Thoapy o I - HDaorasss
p— Doves impariatls 0001,
rmal licatic d the writte 't mentioned - NB#0197
above are identified in the tables below. Table 1 identifies the devices for which "~ . "
o DR ppicaton nas bon ecovad, wiln oteemen concuded and o whih 4551 & - —
Directive,  Gomeny m fass b non-
e it e davns o e . MER apmiaton, has peen resuvad unter X requency-doubled implantable 0001
and a wiion ogreement concludad, bu the NB has i yet taken e responsiilty | (NSVAG) Sostate News17
for appropriate. survellance of the corresponding devices under the applicable L2 e —
Drechve

H\..:"' Ce€ C€oisr TGA NMPA
:N(Jig% ' FROM 2001 TO 2026

Basc oL

b earorasaizaz,
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A U.S.FDA(510K) Shanghai Apolo Medical Technology CO.,LTD

Global Medical & Aesthetic Expert

L)

— N

Extension confirmation letter by TUV Rheinland
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IPL SHR Principle

Intense pulsed light (IPL) is a type of intense, broadband, non-coherent light source which has a wavelength spectrum
of 420 nm ~1200 nm. With these special properties, the IPL has a wide application in non-ablative therapies based on
theory of human skin tissue's selective absorption and photothermolysis of light sources. Meanwhile, IPL treatment is
effective with minimal downtime and can allow patients to recover more quickly than conventional therapies.

Removable

«— Cutoff filter

.. 288,

Capacitor
Charging
Power Supply]

Exclusive SSR technology

SSR means “Super Skin Rejuvenation”, it utilizes broadband light technology
and heat upper layers of skin. The heat absorbed by targeted areas will
stimulate skin cells to generate new collagen. This will help restore skin to

its natural beauty, blending its natural colors and making it smoother, vibrant
and younger looking. In addition, the photothermal energy will target and

eliminate many of the fine vessels that cause redness and the unwanted
melanin responsible for pigmented lesions. Usually the most popular

treatment areas are: face, neck, back of the hands, chest and shoulders etc.. IPL Handpiece

IPL Application

o \
N\ g y
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e
Hair Removal(HR) Skin Rejuvenation(SR) Pigmentation Therapy(PT) Acne Therapy(AT)

Vascular Treatment(VT) Wrinkles Therapy (WT) Breast Enhancement(BE)
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DPL Principle

420nm, 510nm, 560nm, 590nm, 640nm, 695nm, 420~520nm, 500~600nm, 550~650nm
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Narrow Spectrum Light (DPL) refers to a novel optical skin rejuvenation technique with a spectrum range of 500-600nm

Ny

A

or 550-650nm. Unlike traditional photon rejuvenation techniques (IPL, Intensity Pulse Light), narrow spectrum light
technology can excite selected narrow spectrum pulse light in the 100nm wavelength band, which contains absorption

peaks of melanin, oxygen, and hemoglobin.

This accurately concentrates the effective therapeutic energy and can quickly and efficiently solve facial pigmentation
and telangiectasia (red face syndrome) problems. DPL narrow spectrum light rejuvenation is hailed as a
groundbreaking technology in optical skin rejuvenation due to its significantly superior efficacy compared to photon
rejuvenation and significantly shortened treatment cycle.

Finesse Adapters: 15X50mm,15x35mm,15x15mm, ® 10mm

DPL Advantage

Dual lamp technology provides higher energy.

New Cool comfort technology for higher treatment comfort.

Smaller size, lighter weight, and better operating experience.

Multiple finesse spot adapters are available and can be quickly replaced

e 9 wavelength of filters suitable for different treatment symptoms

Low

Fast Large area Comfortable i .
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Specifications

Handpiece
Spot size
Wavelength
Filter

IPL energy density
SHR repetition rate
Operate Interface
Cooling system
Power supply

Dimension

Weight

1*IPL SHR / DPL

12*35mm, 15*50mm
420nm~1200nm
(420/510/560/610/640)nm~1200nm,
690nm~950nm, SHR

1~30J/cm? (10~60 level)

1~5Hz

15.6" True color touch screen
Advanced Air & Water cooling system
AC100~240V, 50/60Hz

HS-300C: 60*42*42cm (L*W*H)
HS-620: 61*40*42cm (L*W*H)
HS-650: 52*39*106cm (L*W*H)
HS-300C: 48Kgs HS-620: 47.7Kgs
HS-650: 66Kgs

*  Optional: Various spot size & fiters selectable

HS-620

® Medical standard design

@ Different treatment application for selection
@ Professional mode & SSR/Stack/Smart mode

U.S.FDA 510k

K200746

TUV Rheinland
CERTIFIED

C€o197

HS-300C

Multiple Advantages

Auto-detect handpiece with multiple spot size & filters.

SHR mode with 15*50mm / 12*35mm spot size for fast efficient hair removal.
e Advanced adjustable contact cooling for comfortable & painless treatment.
e Water filter ensure smooth & clean water circulation.

e Modularized design/USB for convenient maintenance.

e |C card management design. Multi-languages supported.

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

ARM-A13 CPU,Android O/S

Advanced Cooling technology for equipment

TEC water tank cooling system and copper radiator

gy
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TEC water tank cooling system Advanced radiator system

provide dual heat dissipation, resulting in better heat
dissipation and more stable machine operation with a

longer service life.

Advanced Medical Power supply (IGBT)

® The working frequency of IGBT power supply can reach several hundred kHz,
and the response speed can reach tens of nanoseconds.

e |IGBT modules have high integration, smaller size, and lower weight.

e IGBT power conversion efficiency is higher. It has lower power loss and lower

heat generation.

Multiple treatment modes

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.

Stack Mode SSR Mode
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