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Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex li

Company Name : Oruba Medikal Teknoloji Arge Ig ve Dis Tic, Ltd. $t.

Company Address : ODTU Teknokent, GOmis Blok No:9 Cankaya ANKARA [ TURKEY

Related Directives and Annex  : MDD 93/42/EEC Medical Devices Directive - Annex ||
(Excluding Section 4)

Product : Oruflow - Self Operating Uroflowmeter Device - Class lla

Certificate Number : M.2016.106.7384
Report Number : MD.3337.18

Initial Assessment Date 1 28.11.2016
Registration Date 128122016
Revision Date /No to-

Expiry Date 27122021

UDEM Fersby declanss ihatl the recuirements of Annes I excluding seclion 4 of he clreciie $3EEEC
herees bean mel for he Isted procuchs. The obove named manufociuner hos establisned ond opples o
qually asurance syslem, whech B sublact 1o pedodic survelionce oudils, delined by Annex IL saciion 5
ol ihe forementioned dreclive, Acconding o Anrex I, section 4 an BEC design- sxaminalion ceffioole &
recuired for piocing he Class Il devices on the mokel. This cerfficate remaing a5 The progedy of UDEM
infamational Cerification Audiing Training Canine Incdusiny and Trodks Co. Licl 1o wihom [ must e miumed
Lpon recuest, The obove named cormpery and UDEW must keep a c of s carfificole for & yecrs from
il regsiration of the cefifcate. Usoge of e CF miark b ke th e Ity of s marufociuer wir ihe
cor flion ol BC Declanation of Corformily. The cloowve menoned compary musi noflfy of reskabed
with Ihe opproved procct ba UDEM, If LIDERN wil not renes 1he sxpiny cote of i cefficals in ouestion, e
meniicned company should stop pladng the produc! on the maonke). The cumency of the cerficals con
be chacked hrough www udermiicloom, I,
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