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ertificate

Production Quality Assurance System Approval
Annex V of the Directive on Medical Devices

ECM, Bismarckstr. 106, 52068 Aachen, notified to £C under 0481 herety = @ C [T
decliares that on examination of the under mentioned quality ossurance
system has been corried out following the requirements of annex V of the

Directive 93/42/EEC.

This certificate is issued on behalf of:

Manufocturer

Laboratorium Dr. Deppe GmbH
Hoogheweg 35; 47906 Kempen, Germany

¥

ECM certifies mu!i'the quality ossuronce system under which the products
listed in annex | tq this certificote are manufactured conforms with the
reguirements of annex V of the Directive 93/42/EEC on medical devices.

The approved quality assurance system is subject 1o periodic surveillance
os defined by Annex V, section 4.

This Certificate is only valid for the products mentioned acbove. Special
ferms of validity are described in annex | to this cerfificate.

e ]

Any substaniial changes of the quality assurance system or the listed
products which might cffect conformity o annex V of the Directive
93/42/EEC have 1o be notified to ECM ond cre subjec! {0 0 separate

gssessment
Report Number Registered under Valid until
128-17-516 Z/17/04088E June, 10, 2022
Aachen, June 11, 2017
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Vertimas i3 angly kalbos

SERTIFIKATAS

Produkcijos kokybés sistemos uztikrinimo patvirtinimas
Medicinos prietaisy direktyvos Priedas V

ECM, Bismarckstr 106, 52066 Aachen $iuo liudija EC pagal 0481 ir $iuo deklaruoja, kad Zemiau
nurodytos kokybés uztikrinimo sistemos jvertinimas buvo atliktas vadovaujantis Direktyvos
93/42/EEC Priedo V reikalavimais.

Sis sertifikatas idduotas:
Gamintojas

Laboratorium Dr. Deppe
Hoogheweg 35, D-47906 Kempen Vokietija

ECM patvirtina, kad kokybeés uztikrinimo sistema pagal kurig gaminami §iuo sertifikato I priede
nurodyti produktai atitinka Direktyvos 93/42/EEC (skirtos medicinos prietaisams) Priedo V

reikalavimus.

Sis sertifikatas galioja tik auks¢iau nurodytiems produktams. I3skirtinés galiojimo salygos yra
aprasytos $iuo sertifikato I priede.

Bet kokie esminiai kokybés uztikrinimo sistemos ar i§vardinty produkty pakeitimai, galintys jtakoti
atitikt] Direktyvos 93/42/EEC Priedui V yra atskiro vertinimo dalykas ir turi biiti patvirtinti ECM.

Prane$imo numeris Uzregistruota Galioja iki
128-17-516 Z/17/04088E birzelio 10, 2022

Aachen, birzelio 11, 2017

(parasas)

Jgaliota jstaiga
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