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Declarat:on of Confmmlty

PRI i’)UCT IDENTlFiCATiON

Product name Modetinumber
: MRS OREEN edulnipn s ik e A
Pyi@n Ab!Ag Test Devices - E
QuickProfile H, Pylori Antigen Test Card Yok | 71020
QuickProfile H. Pylori Anfibody Test Card Whole Blood (71024 :
QuickProfile H. Pylori Antibody Test Card-Serum §7 1048 |
QuickProfile H. Pylori Antigen Test Strip 71081
QuickProfile H. Pylori Antibody Serum Test Strip | 71064
QuickProfile H. Pylori Antibody W8 Test Strip 71088 %

_Name of company

Address Reprase ntatwa

LLumiQuick Diagnostics, Inc. 2046 Scott Bivd. lJeff Wang ‘§
Santa Clara, CA
195054
jusa - St e

AUTHORIZED

REPRESENTATIVE

Nam& of company Addres& __ Teiephonefeman!
Emefgf} Europe Prmsessegracht 20 +31.70.345.8570 - phone
2514 AP | +31.70.346.7299 - fax |
The Hague, Netherlands ' europe@emergogroup.com
....... TIREN ok 4 SRR TR L e b = A AP e

;conmmaw'

ASSESSMENT

Device classification Route to compliance &anders*%fpp'*eﬁ e
Class: Self-Certify Ann&x il of VDD QSK?Q;‘EC !SO 13485:2003 §

{Council Directive

i_umer{:;k Dtagﬁcshcs Inc. declares ti'\at the above m@tzt:oneﬁ prod.nc%s meet the provzs;on of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

TITLE: Quality Systems Manager siGNATURE: 7 ) A A/

¥ o, I
DATE: 28/ 04/2017 Digitally signed by Monastirschii Viorica g
Date: 2021.01.12 09:43:03 EET W&
Reason: MoldSign Signature
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