EC Certificate TOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60151346 0001

Report No.: 17050363 010
Manufacturer: Foshan COXO Medical Instrument
Co., Ltd.

BLDG 4, District A

Guangdong New Light Source

Industrial Base, South of Luocun Avenue
Nanhai District

Foshan

528226 Guangdong
Products: P.R. China

Active dental devices
(see attachment for products included)

Replaces EC Certificate No. DD 60150762 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V 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 V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class lll devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2020-12-06

Date: 2020-12-06

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197,

Digitally signed by Jighili Tatiana
Date: 2022.07.04 13:46:05 EEST
Reason: MoldSign Signature
Location: Moldova

10/020d 0408 ®  TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



Certificate

T ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 2182788-1

Foshan COXO Medical Instrument

Co., Ltd

BLDG 4, District A, Guangdong New
Light Source Industrial Base,

South of Luocun Avenue, Nanhai District,
Foshan

528226 Guangdong

P.R. China

Manufacture and Distribution of Root Apex Locators, Endo motors, Pulp
Testers, Dental handpieces, Dental Implantation Systems, Dental Electrical
Motors, LED Curing Lights, Dental Alginate mixers, Amalgamators, Gutta
Cuts, Caries Detection Devices, Endodontic Obturation Systems, Dental
Operating Lights

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.
Proof has been furnished that the requirements specified in the abovementioned standard are fulfiled. The quality

management system is subject to yearly surveillance.

Report No.:
Effective date:
Expiry date:
Issue date:

~ Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

((:i;aéiv\kks

10918988-100
2021-12-09
2024-12-08
2021-12-03

Dipl.-Ing. W. Hsu
JV Rheinland LGA Products GmbH
TillystralRe 2 - 90431 Nurnberg - Germany
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WIDE SPECTRUM
LED Curing Light Units

X7 lite m

Technical Parameters:

Light zource: S blue violet LED: T

Wavelength range: 3B5-515nm;

Light intensity: =-1,700mWjem?;

Batttery: Lithiem ion battery (battery full
power running time: at least 90
minutes)

Power adapter

Input: 100-2400 AC 50/60H2

Output: 5V OC 14

Charger time: About 90 minutes.

..Ll;s,i

i
.

Order code:
wihte-10317 black-10312 pink-10313

LED Curing Light Units

X7 lite

Technical Parameters:

Light source: 5W CREE LED;

Wavelength range: 420-4%0nm;

Light intensity: =1,300mWjcm?;

Batttery: Lithium ion battery (battery full
pawer rurning time: at least 60
minutes)

Power adapber

Input: 100-2400 AC 53/e0Hz

Output: 5v DC 1A

Charger time: Abowt 60 minutes

Can also buy 2 kinds of light quides for different
climical aperation

Order code:
wihte-10411 black-10412




		2022-07-04T13:46:05+0300
	Moldova
	MoldSign Signature




