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Taizhou Shubeikang Medical Technology Co., Itd
200meters east of Oulusha Co., Ltd. Yunhu Village, Hengjie Town, Lugiao Distriet,
Taizhou City, Zhejiang, China
Has Completed With The U.S. Food And Drug Administration Pursuant To 21
CFR Part 807: Establishment Registration And Device Listing

Owner/Operator No.: 10074993

Listing Number  Code No. Proprietary Name Model
D406816 KPY Disposable Face Shield SP-3224, 5P-3228
D406815 HOY Disposable Goggles SP-800, SP-800

KN@5 masks BTG-800, BTG-900
D406808 KHA
Disposable Masks SP-500, SP-600

Huawin 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 18 terminated after issuance of this certificate.
Huawin 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 or establishment
by the U.S. Food and Drug Administration. Huawin assumes no liability to
any person or entilty in connection with the foregoing.

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

Expire Date: Dec. 31, 2020

Shenzhen Huawin Testing Certification Co., Ltd.
Add: 7F, U Center, No.743, Zhoushi Road, Bac'an, Shenzhen, China
Http:/Amww.huawinlab.com E-mail: info@huawiniab.com
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CERTIFICATE OF NOTIFICATION

This is to certify that, according to the European Council Directive 93/42/EEC, Riomavix S.L.
performed all notification duties and responsibilities as the European Authorized Representative:

MANUFACTURER: Taizhou Shubeikang Medical Technology Co.,Ltd.

ADDRESS: 200m east of oulusha Co., Ltd., Yunhu village, Hengjie Town, Lugiao District, Taizhou City,
Zhejiang Province, China

The manufacturer has provided Riomavix S.L. with all the appropriate declaration according
to the European Council Directive 93/42/EEC including the EC Declaration of Conformity
confirming that its medical device, as stipulated here below, is fulfilling the essential
requirements of the European Council Directive 93/42/EEC.

Devices: 1. Disposable Goggles 2. Disposable Face Shicld

Classification: |

Where the manufacturer affix the CE mark to the device listed they must ensure that all the
essential requirements of European Council Directive 93/42/EEC are met,

The notification of abovementioned device has been completed by the European Authorized
Representative in Spain. The Spain Competent Authority is notifed of the manufacture’s device
and has allocated registration. The registration number 1s RPS/759/2020

Issue date: 11/MAY/2020
Cert. No.: R20200527

Riomavix S.L.
Calle de Almansa 55, 1D, Madrid 28039 Spain



