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Director: Rafał Kalinowski

Warsaw, 18. 03. 2020

No. ICR Polska/M8912820

ICR PolskaCo. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa

www.icrpolska.com, e-mail: icrpolska@icrqa.com

Name and address of
certificate owner:

Supield Technology (Shanghai)Co.,Ltd.
Building 1,139 RongmeiRoad,Songjiang District,Shanghai,China

Name and address of
manufacturer:

Fuchen (Shanghai) clothingCo.,Ltd.
Room 101,Building 3,No.259,Shihui Road,Zhongshan street,Songjiang
Dstrict,Shanghai,China

Product name: SUPIELD microporous filter-filmmask
Product types: 95301,95303,95303-A,95303-B,95501,95503,95301K,95303K,

95501K,95503K,95701,95703
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 2016/425
EN 149:2001+A1:2009

The certification processhas been carriedout in accordancewith the programPC-P-07-07.
Evaluation has been carried out in accordance with test reports made by European Quality Test Co.,
LTD.

No. of test reports: EQT-2003-0336-PPE

Certificate issue date: 18.03.2020
Expiration date: 17.03.2025

The mutual obligations and rights of the certification are regulated by the contract No. ICR
Polska/2020-9028.

This certificate applies to products having the same attributes (parameters), intended use, that have
been evaluated andmeet the requirementsof the aforementionedstandards.

Form QAT_10-M04, version 00, effective since March 6th, 2020

Ente Certificazione Macchine Srl
Via Ca’ Bella, 243 – Loc. Castello di Serravalle – 40053 Valsamoggia (BO) - ITALY
+39 051 6705141 � +39 051 6705156 info@entecerma.it www.entecerma.itC
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Certificate of Compliance
No. 0H200330S.STC0O05
Technical Construction File no. XMT0202001020Q/PPE

Certificate’s
Holder:

Supield Technology (Shanghai) Co., Ltd
Building 1, 139 Rongmei Road, Songjiang District,
Shanghai, China

Manufacturer: Fuchen (Shanghai) clothing Co., Ltd
Room 101, Building 3, No. 259, Shihui Road,
Zhongshan street, Songjiang Dstrict, Shanghai,
China

Certification ECM
Mark:

Product: SUPIELD microporous filter-film mask
Model(s): 95301, 95303, 95303-A, 95303-B, 95501,

95503, 95301K, 95303K, 95501K, 95503K,
95701, 95703

Verification to: Standard:
EN 149:2001+A1:2009
related to CE Directive(s):
R 2016/425 (Personal Protective Equipment)

Remark: This document has been issuedon a voluntary basis andupon request of the manufacturer. It is our
opinion that the technical documentation received from the manufacturer is satisfactory for the
requirements of the ECM Certification Mark. The conformity mark above can be affixed on the products
accordingly to the ECMregulation about its release and its use.

Additional information andclarification about the Marking:

Themanufacturer is responsible forthe CEMarking process, and if necessary, must refer
to a Notified Body. This document has been issued on the basis of the regulation on
ECM Voluntary Mark for the certification of products. RG01_ECM rev.3 available at:
www.entecerma.it

Issuance date: 30 March 2020
Expiry date: 29 March 2025

Reviewer
Technical expert
Amanda Payne

Approver
ECM Service Director

Luca Bedonni

European
Conformity

Type
Approved

_________________________
AIKE TRADING INC
Date: Apr 8,2020

CERTIFICATE OF REGISTRATION

SUPIELD TECHNOLOGY (SHANGHAI) CO., LTD

BUILDING1, 139 RONGMEI ROAD, SONGJIANGDISTRICT SHANGHAI,SHANGHAI 201613 CHINA

Has completed the FDA Establishment Registration (as manufacturer) and Device Listing with the US Food &

Drug Administration, through

Owner/Operator Number: 10067123
Listing No Product Code Device Name
D385396 LYU ACCESSORY, SURGICALAPPAREL

Aike Trading Inc (Aike) confirms that such registration remains effective upon request and

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

terminated after issuance of this certificate. Aike makes no other representations or warranties, nor

does this certificate make sole benefit it is issued. This certificate does not denote endorsement or

approval of the certificate-holder’s device orestablishment by the U.S. Food and Drug Administration.

Aike assumes no liability to any person or entity in connection with the forgoing.

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. Aike is not affiliated with the U.S.

Food and Drug Administration.
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