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Certificate of Compliance

We hereby declare thai the technical file of product class 1 complied with the

requirement of the Medical Council Direetives 93M2EEC of dJune 19935,
Certificate No.:CE-25618

5 Manufacturer

Name : MDX Instruments Co. Inc
Address : Central Lane, Bridgeport - Connecticut, USA 06605
Products : e :~iru and Manufacture ﬂfL&b & Medical Devices

The Certification body has pevformed an audit of the above product quality syslem

covering the design, manufacture and final inspection of the certified products. The

quality svstem has been assessed, approved and is subject to continuous surveillance

aceording to Lhe directive Medical Conneil Directives 93/42/EEC of June 1993 of class L

Thas certifivate s issued under the following conditions:

1. Ti applies only to the quality system maintained in the manulacture of above referenced
mudels and il doss not substitute the design or type-examination procedures, if
requested.

2 The certificate remiame vabd woiil he manulacturiog conditions or the quahiy sysroimns

are changad.

The certificate validity is conditionad by positive resulls or surveillanee audits.

After fulfilling the relavant EU legislation of Class 1 in medical divective, the

munulsclaver shall affix to each device. of the refevenced models.

5, The OF mark as shown above can be usad, under the responsibality of the manufactures.
afier completion of an KC Declaraiion of conformity and compliance with all relevant KO
Directives in Class 1 product. The stgienwent i3 based on o single evaluation of ooge
sample of above mentioned products. It does not imply an assessment of the whule

o

production.
Date of initial registration 24t April 2018
Date of this certificate 24t April 2020
Certificate expiry 23rd April 2023

Recertification due tsubject to the company mainsaining 237 April 2024
Its system to the reguired standard)
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Authorised Signatory

This certificase is the proparty of UK Certificelion & Trspection irited and shull be retumed irunediately on request.
71-73 Shefon Steset, Covent Carden, London, WOZH 9300, Lnited Kingdom
Wehsite: - www ukeortifications.coak, smul- mfodukoeriifontioe s ook
Conpany No. HHS17947




