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User guide of the
medical equipment
Manufacture/ : 4006668810
rec?::;:rcn;ne Nanchang Yidun Technology Co., Ltd Tel. 18397912796
Limin Jiayuan No.2 Public Building,
Chaoyangzhou Middle Road, Xihu
Address District, Nanchang City, Jiangxi Postal code 330000
L Province L
Production and o : o : .
q : Limin Jiayuan No.2 Public Building, Chaoyangzhou Middle Road, Xihu
a e:r-§alcs SCIVICE | District, Nanchang City, Jiangxi Province
unit address s {
i Blue-white, window-shades, small goggles
The general name C with soft edges, full ¢l f fi 1
Safety Goggles R ! gc¢s, Iull closc ol four pearis,
of the product e |  specification and full close in the big frame
Recording :
; Ganhong equipment
ceruficate ::mmber recording No. After-sales Nanchang Yidun Technology Co., Ltd
of medical 20200075 service unit
equipment
: - Production
Pmducf techncial ?::::;3 erg:}upmem recording Ganhong equipment production recording
requirement 202000735 ' certificate | N0.20200011
|Product description]

It is composed of shields made from high polymer matenals, foam bars, and fixed devices. It is nonsterile and
disposable for developing a protective role for checking and treatment in medical institutions. It obstructs body
fluid, blood splashing or spilling.

[Range of application]
It is used for the outpatient services, wards, and checkout rooms in medical institutions for common isolation.
[How to use]

Open the package, take out the isolate eye patches, check completeness, and wear it on the head to protect eyes.
[Compilation and modification date of the user guide]

The user guide was compiled on February 16, 2020.

|Contraindications, attentions, warnings, and indicative instructions)
1. If the package is broken, don’t use it;
2. The product is disposable, plcase destroy it after using;
3. The product specification, quantity, date of production or batch number of production see the package or label.
4. The product is not disposed by sterilization with the validity of three years.
[ Explanations of graphs, symbols and abbreviations fused by the medical instrument labels)

A 3 m A

uhcm L5
[Product maintenance and conservation method, special storage conditions and methods]
It should be stored in the room with relative air humidity no less than 80%, no corrosive materials and good
ventilation.

Production batch number: 20200326 Date of production: 20200326
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Qualified Certificate

Nanchang Yidun Technology Co. , Ltd.

The product is allowed to leave the

factory after passing the inspection

Product name: Safety Goggles

Product specifications: Four beads
Product model: YD 2006

Product specifications: 14.99cm x 7.18cm

Product material: Picture frame (PVC)
Lens (PC)

Product description: Non sterll ‘disposabli

iHﬁﬂﬁﬁ ®
Date of production: April 20, 20

Shelf Life: 3 years
Production grade: Qualified produc

Batch number: 20200420

Inspector: 01-023
Place of Origin: Nanchang JiangXi

Production company: Nanchang Yidun
Technology Co., Ltd

Address: Building No.2 Gongjian,Liming
Jiayuan,Road Chaoyangzhou

Nanchang City,Jiangxi Province
China
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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

NANCHANG.YIDUN TECHNOLOGY CO.LTD

Building No.2 Liming Jiayuan,Chaoyangzhou Road Middle, Nanchang
City, JIANGXI, 330000, CHINA

has completed the FDA Establishment Registration and Device Listing with the US Food & Drug
Administration, through

HEALREG SERVICE INC

Owner/Operator Number: 10066254

Device Listing#: See annex

HEALREG SERVICE INC will confirm that such registration remains effective upon request and

: presentation of this certificate until the end of the calendar year stated above, unless said registration is

- terminated after issuance of this certificate. HEALREG SERVICE INC makes no other representations or

" warranties, nor does this certificate make any representations or warranties to any person or entity other than
" the named certificate holder, for whose sole benefit it is issued. This certificate does not denote endorsement or
. approval of the certificate-holder s device or establishment by the U.S. Food and Drug Administration.
. HEALREG SERVICE INC assumes no liabili ty to any person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, “Registration of a device establishment or assignment of a registration number

" does not in any way denote approval of the establishment or its products. Any representation that creates an
~ impression of official approval because of registration or possession of a registration number is misleading and
- constitutes misbranding.” The U.S. Food and Drug Administration does not issue a certificate of registration,

" nor does the U.S. Food and Drug Administration recognize a certificate of registration, HEALREG SERVICE

" INC is not affiliated with the U.S. Food and Drug Administration.

Chief engineer
[ssued: April 1, 2020
Expiration Date: December 31, 2020

=



ertificate

No. ICR Polska/M6007033 c €

Name and address of Nanchang Yidun Technology Development Coporation Ltd
certificate owner: Building No.2 Liming Jiayuan,Chaoyangzhou Road Middle,
Nanchang City,Jiangxi Province

Name and address of Nanchang Yidun Technology Development Coporation Ltd
manufacturer: Building No.2 Liming Jiayuan,Chaoyangzhou Road Middle, Nanchang City,

Jiangxi Province

Product name: Safety Goggles
Product types: YDZ2001,YD2002,YD200X (X=3 to 10)

This certificate confirms that the product meets the requirements of the following standards
and within limits of its standards gives presumption of conformity with essential requirements
of Regulation MDD 93/42/EEC

EN 166:2002

The certification process has been carried out in accordance with the program PC-P-07-07.

Evaluation has been carried out in accordance with test reports made by Shanghai MICEZ Equipment
Testing & Technical Co., LTD Laboratory.

No. of test reports: MICEZ-2005-0324S-MDD
Certificate issue date: 20.03.2020
Expiration date: 19.03.2025

The mutual obligations and rights of the certification are regulated by the contract No. ICR
Polska/2020-0124.

This certificate applies to products having the same attributes (parameters), intended use, that have
been evaluated and meet the requirements of the aforementioned standards.

Director: Rafat Kalinowski

Warsaw, 20. 03. 2020

ICR Polska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa
www.icrpolska.com, e-mail: icrpolska@icrga.com
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Introduction.

3203692-Test Report.

This report has been prepared by S Macdonnell and relates to the activity detailed below:

Job/Registration Details Client Details

Job number: 3203692 Nanchang Yidun Technology Co.,Ltd
Job type: Testing Samples Submitted Limin Jiayuan No.2 Public Building,
Start Date: 29 April 2020 Chaoyangzhou Middle Road,

Test type: Direct Xihu District,

Sample ID: 10189584 m"g

Registration: CE 728519 China

Scheme: PPE Regulation and EU recommendation
2020/403

Protocol: PR323
Scheme Mgr: Nathan Shipley

The report has been approved for issue by M Mayo - Testing Team Manager

Approved For Issue
A

Issue Date: 1 May 2020

Objectives.

This is limited testing to only certain clauses or sub-clauses of the standard but these have been followed in full, as defined. This
technical specification is applied to safety eyewear for use by healthcare workers, first responders and other personnel involved in the
efforts to contain the COVID-19 virus and avoid its further spread and in relation to the EU Commission recommendation sheet
2020/403.




