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EC Certificate

Fub Qualty Assursnce Systen
Divwctive Q3M2EEC on Medcal Devoss (MDD, Asnex Il axdudng (4)
(Dwvices o Class e 11k or 110

No. G1 082883 0014 Rev. 00

Ptct Soves

Manufacturer: Guangzhou Berrcom

Medical Device Co., Ltd
No. 38 Husrzhen xi Roed

Town, Nansda
511470 Guangzhou, Guangdong
PEQPLE'S REFUBLIC OF CHINA

F“”‘M'“): Guangzhou Berrcom Medcal Device Co_ Lid
No.38 Huarzhen xi Road, Dagang Town Nansha, §11470
Guangzhou. Gusngdong, PEOPLE'S REPUBLIC OF CHINA

. « Nos-<contact Infrared Thermometer, Digital Thermometer, E
Product Category(ies): Thermometer, Nasal Aspirator 3

Tre Certidcation Boay of TUV SUD Product Service Gmibi declaees that the sforementioned
manufacturer has mplemented a quaity sssurance sysien for design. mansfaciure and final
inspection of e respecive devices | devics calegorms in accordancs with MDD Annex & This qusity
ASAUANOE syitam canfiorrs 10 the regquitemants of this Directive and is sulyect to penosical
surveilance For marketing of dass 8 devices an asditional Arnex i (4) certifcate & mandalory. See
alse nowes overieal.

Report No.: GZ1E0490N1

Valid from: 20190515

Valid unsil: 20230728

Date. 20190515 / / 2 '
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TN SUD Prodect Serwce GmbH 5 NosSed Body with identicaton no. 0123

TV SUD Prodect Serace Gt « Certficston Body » Rawrsale 65 » 0330 Nurich « Gemmany
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Certification of FDA Registration Service

This document provides notification of the registration number assigned to the
client’s establishment.

Establishment: Guangzhou Berrcom Medical Device Co, Ltd
Address: No.38 Huanzhen xi Road, Dagang Town, Nansha
Guangzhou, Guangdong, CHINA 511470

Owner/Operator No.: 10032524
Registration No.: 3608355508

Listing No. Premarket Product Dewice Name Activities
Submission Codes
Nao,
D362541 | K191570 FLL Thermometer, Foreign Exporter
electronic, dinical Manulacturer
DZ0a752 | K130232 DXN SYSTEM, Foreign Exporter
MEASUREMENT, Manufacturer
D204750 | K130231 FLL Thermometer, Foreign Exporter
electronic. dinical Manufacturer
DZ17608 | Exempt KMA IRRIGATOR, Foreign Exporter
POWERED NASAL Manufacturer
DINSZH2 | Ki63603 FLL Thermometer, Forelgn Exportor
electronic, cinical Manufacturer
Jold b
Mr Field Fu
SHENZHEN JOYANTECH CONSULTING CO, LTD
www.cefda.com

Cortification Noo FDA 200011-013 Validity: Dec 20, 2019 -D Dec 31, 2020
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