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uProdact name = Mode!/number
Fecak Occuit Btood Tebt Devices | |
QuickProfile Fecal Occult Blood Test Card S . 72001

QuickProfile Fecal Occult Blood Test Strip

MANUFACTURER

Name of company ‘Address Representative ;

?Lumz{}uzck Dlagﬂostlcs Inc. !2946 Scott Blivd. | Jeff Wang

| 'Santa Clara, CA f
195054 §
USA

AUTHORIZED

REPRESENTATIVE

‘Name of company A{idmss Telephonel/email

Emergo EUFODG‘ Prmsessegrachf 20 +31.70.345.8570 - phon&
12514 AP +31.70.346.7299 - fax !
iThe Hague Neiheriands ear&;}e@emergogroup com §

i i

CONFORMITY

ASSESSMENT _

Device classification Raui& to compliance Szandards applied
IClass Self-Certify \Annex Il of IVDD 98/79/EC so 13485:2003

Councti Directive

1 s it s i

Lumtauzck Dnagnasizc& ine declares that tfz& above ment;oneﬁ producls meet the pmvzsacn 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: {) a (Jj L)
T s fon. S\
e o )

Reason: MoldSign Signature
Location: Moldova
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