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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 621938

Issued To: Medprin Biotech GmbH
Gutleutstrafle 163-167
60327 Frankfurt am Main
Germany

In respect of;

Design, development and manufacture of absorbable dural repair patches Regenerative
Dural Repair Patch (ReDura™).

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex I excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.
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Frank Lee, EMEA Compliance & Risk Director
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EC SERTIFIKATAS — Pilnos kokybés uztikrinimo sistema
Medicinos prictaisy dircktyva 93/42/EEC, II Pricdas iSskyrus 4 skyriy

Nr. CE 621938

[Sduotas: Medprin Biotech GmbH
Gutleutstrasc 163-167
60327 Frankfurtas prie Mcino
Vokictija

Atsizvelgiant
Dizainas, absorbuojamo kietojo smegeny dangalo kiirimas ir gamyba: Regcneracinis kietojo
smegeny dangalo lopas (ReDura™),

Remiantis musy kokybés uztikrinimo sistemos eksperimentavimu laikantis Tarybos Direktyvos
93/42/EEC, I Priedo i8skyrus 4 skyriy reikalavimy. Kokybés uztikrinimo sistema atitinka
direktyvos reikalavimus. Norint tiekti rikai IIT klasés produktus, reikalingas IT Pricdo 4 skyriaus
sertilikatas.

BSTvardu ir vardu, Notifikuotas Organas auks¢iau minimai Direktyvai (Notifikuoto Organo Nr.
0086):

(paraSas)

[rank Lee, EMEA atitikimo ir rizikos direktorius

Pirmo i8davimo data: 2016 vasario 12 Data: 2016 licpos 26 Galioja iki: 2021 kovo 24
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