NANJING REDSUN OPTICAL CO.,LTD.

ADD: 18-304 South of XishangQiao Road of Yuhua Nanjing,China

TEL:0086-25-58575880

DECLARATION OF CONFORMITY

C€

We, the manufacturer:

Nanjing Redsun Optical Co.,Ltd.

NO.18 South of Xishangqgiao Road of Nanjing,China. Tel:
0086-25-58575880

EU Representative: LUXUS LEBENSWELT GMB Digitally signed by Antonova Anna
Date: 2025.05.21 14:14:28 EEST
Address: KOchstr.1, 47877, Willich, Germany Reason: MoldSign Signature

Location: Moldova
[MOLDOVA EUROPEANA |

Declare under our sole responsibility that:

Product: Auto Refractometer
Model Name: AR7610

Product Group: Ophthalmic Equipment
Classification: Class I (in compliance with Annex VIII,LRULE 1,, Medical Device

Regulation) Are in conformity with:

Essential Requirements of European Directive(s):

Medical Device Regulation (EU) 2017/745

Standard(s):EN60601-1:2006+A1:2013

Test report(s): TRS15060065
1S09001:2008

1SO13485:2003
The compliance with the European Directive (2017/745C) is under the monitoring of the Notified Body:

For and behalf of

NANJING REDSUN OPTICS{ohAtukd Prelen He

- - jﬁport Sale
/{;Wj "i Manager 2022-5-5

Authorized Signature
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REGISTRATION NO. 04717Q10000369

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

Nanjing Redsun Optical Co.,Ltd.

Registered Address: No.18 South of Xishangqiao Road of
Nanjing City, Jiangsu ,China.

Manufacturing Address: No.18 South of Xishanggiao Road of
Nanjing City, Jiangsu,China

Has been assessed and conformed to the following standard(s)
YY/T 0287-2017 idt ISO 13485:2016

The certificate is valid for the following scope:
The Design, Development, Production and Service of Slit
Lamp, Perimeter, Ophthalmic Ultrasound A/B Scan, Automatic

computer perimeter, Fundus Camera, Handheld Slit Lamp. IOL

Phaco Emulsification, Operation Microscope, Auto
Refractometer, Phoropter, Ophthalmic Laser ,Tonometer.

Date of issue: October 20, 2024
Date of expiry: October 19, 2027

Gencral Manager: jﬁ

BELJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

R

Note: This certificate will not be valid until the organization has been approved in the snnual audits. The certificate

information are available on the website of the certification and accreditation’ administration of the People's Republic aof

China (www.cnca.gov.cn) or the website of CMD (www.cmde.com.cn). Address: ™ floor of ZLhong Lian building, No.jia88,
o Dine Men Waistreet, Dongchenp dis Briline 100011 P.R. Chin: phone: 010-6 99
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