DNV

Management System Certificate

Certificate No.: 10000422254-MSC-NA-CHN Initial Certification Date: 18 May 2021 Valid Until: 18 May 2024

This is to certify that the quality system of:
ChongQing Sunkingdom Medical instrument
Co., Ltd.

No.1 XinMao Road (Free Trade Zone), BeiBei District, ChongQing, China.
(Unicode: 915001097874714975)

and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 13485:2016/NS-EN ISO 13485:2016

This certificate is valid for the following scope:

DESIGN, DEVELOPMENT, MANUFACTURE, DISTRIBUTION, SERVICE AND SALES OF
FUNDUS CAMERA, PERIMETER, OPHTHALMIC SLIT LAMP MICROSCOPE,
OPHTHALMIC ULTRASOUND EXAMINATION INSTRUMENT, VISUAL
ELECTROPHYSIOLOGY, LENSMETER, OCULAR SURFACE ANALYZER AND
APPLANATION TONOMETER.

Digitally signed by Matei Andrei
Date: 2022.08.18 11:10:55 EEST
Reason: MoldSign Signature
Location: Moldova

Place and date:
Havik, 18 May 2021

For the issuing office:
DNV Product Assurance AS
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il ficate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.
Accredited Body: DNV Product Assurance AS, Veritasveien 3, 1363 Havik, Norway, Tel +47 67 57 88 00, www.dnv.com ICP-4-5-i1-1SO013485-f1,

rev.0


http://www.dnv.com/

DNV

Certificate No.: 10000422254-MSC-NA-CHN Rev. 0.0

Place and date: Havik, 18 May 2021

Site name

Site address

Site specific scope

ChongQing Sunkingdom
Medical instrument Co., Ltd.

No.1 XinMao Road (Free
Trade Zone), BeiBei District,
ChongQing, China

Legal Registered Address

35-2, Ying Tian Guang Dian
Gong Gu, Cai Jia Gang
Industrial Zone, BeiBei
District, Chongqing, China

Design, Development, Manufacture,
Distribution, Service and Sales of
Fundus Camera, Perimeter,
Ophthalmic Slit Lamp Microscope,
Ophthalmic Ultrasound Examination
Instrument, Visual Electrophysiology,
Lensmeter, Ocular Surface Analyzer
and Applanation Tonometer.

End of Certificate

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.

Accredited Body: DNV Product Assurance AS, Veritasveien 3, 1363 Hgvik, Norway, Tel +47 67 57 88 00, www.dnv.com

ICP-4-5-i1-1SO13485-f1,

rev.0
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DNV-GL

EC CERTIFICATE

Full Quality Assurance System

Certificate No.: Project No.: Valid Until:
10000326476-PA-NA-CHN Rev.0.0 PRIN-176150-2019-PA-CHN 27 May 2024

This is to certify that the quality system of:

Chongqing Sunkingdom Medical
Instrument Co., Ltd.

No.1 XinMao Road (Free Trade Zone), BeiBei District, Chongqing, China

For design, production and final product inspection/testing of:

OPHTHALMIC ULTRASOUND EXAMINATION INSTRUMENT,
APPLANATION TONOMETER

Has been assessed with respect to:

THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN
ANNEX II EXCLUDING SECTION 4 OF COUNCIL DIRECTIVE
93/42/EEC ON MEDICAL DEVICES, AS AMENDED

and found to comply.

Further details of the product(s) and conditions for certification are given overleaf.

Place and date: For:
Hgvik, 06 October 2020 DNV GL PRESAFE AS

Notified Body No.: 2460

J’Zl ozél\ (; ,;Q% SSar

Sholeh Gheissar

The certificate is digitally verified by blockchain
technology. For more info, see
www.dnvgl.com/assurance/certificates-in-the-
blockchain.html

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.
NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 997 067 401 MVA .
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DNV-GL

Certificate No.: Project No.: Valid Until:
10000326476-PA-NA-CHN Rev.0.0 PRIN-176150-2019-PA-CHN 27 May 2024
Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om Medisinsk Utstyr”
by the Norwegian Ministry of Health and Care Services.

Certificate history:

Revision Description Issue Date

0.0 Original Certificate 06-10-2020

Products covered by this Certificate:

Product Description Product Name Class
Ophthalmic UltgiSopind SK-3000A, SK-2000AP Ila
Examination Instrument

Applanation tonometer SK-T, SK-Q, SK-R IIa

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Site Name Address

Legal Registered Address: No.1 XinMao Road (Free Trade Zone),
Chongging Sunkingdom BeiBei District, Chongqing, China
Medical Instrument Co., Ltd.

Manufacturing Address: 35-2, Ying Tian Guang Dian Gong Gu, Cai Jia
Gang Industrial Zone, BeiBei District, Chongging, China

EU Representative
MedNet EC-REP GmbH, Borkstrasse 10, 48163 Muenster, Germany

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 997 067 401 MVA .
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DNV-GL

Certificate No.: Project No.: Valid Until:
10000326476-PA-NA-CHN Rev.0.0 PRIN-176150-2019-PA-CHN 27 May 2024

Terms and conditions

The certificate is subject to the following terms and conditions:

m Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his
product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective
products.

B The certificate is only valid for the products and/or manufacturing premises listed above.

B The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold
it so that it remains adequate and efficient.

B The Manufacturer shall inform Presafe of any intended updating of the quality system and Presafe will
assess the changes and decide if the certificate remains valid.

B Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the
quality system. Presafe reserves the right, on a spot basis or based on suspicion, to pay unannounced
visits.

The following may render this Certificate invalid:

B Changes in the quality system affecting production.
B Periodical audits not held within the allowed time window.

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC declaration of
conformity and legally affix the CE mark followed by the Notified Body identification number of Presafe.

End of Certificate

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 997 067 401 MVA .
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