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FDA registration certificate

FDA JEMHIERH
Fiscal Year 2020
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Huzhou Duofang Medical Devices Co., Ltd.
Northern side of east side of Yubu Bridge, Tangbei
road, Shuanglin town, Nanxun District, Zhejiang
Province
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%%8 Owner/Operator Number: 10073706 %8
ATz A
A2 @;‘
%}8 Device Listing#: @f\.
@*’% Listing No | Code | Device Name Proprietary Name @‘,’%
@’r QKR FACE MASK (EXCEPT N95 RESPIRATOR) @3\‘
% D401748 FOR GENERAL PUBLIC/HEALTHCARE Face Mask N
%% PERSONNEL PER IIE GUIDANCE %
:3:: D401749 OEA Non-Surgical Isolation Gown Protective clothing :::
%8 401750 HQY Sunglasse§.(Non-Prescription Including Goggles 8‘8
X Photosensitive) X
(@8 ERYTHROCYTE SUSPENSION, MULTI %
@% D401751 LHW SPECIES, SEROLOGICAL REAGENT AND New Crown Reagent v;v
Gl EQUIPMENT it
#\8 D401752 LRJ Disinfectant, Medical Devices Alcohol. Disinfectant *8

CCTC 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. CCTC
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. CCTC assumes no liability 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, CCTC is not affiliated with the U.S. Food and Drug
Administration.
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B RLE ¢ https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm

Issued Date: 05/13/2020
Expiration Date 535 H #i: 12/31/2020
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Web: http://www.fda. %ov Tel: 1-888-INFO-FDA (1-888-463-6332) e -mail: webmai /goc fd

a.gov
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=543883&lpcd=OEA
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4366
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=645689&lpcd=HQY
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=645689&lpcd=HQY
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=628508&lpcd=LRJ
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
mailto:webmail@oc.fda.gov

