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EC Certificate
FUll Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or Hi)

No. G1 037570 0019 Rev. 00

Manufacturer: RanD S.p.A.

Via Statale 12 n. 62
41036 Medolla (MQO)
ITALY

ility(ies): RanD S.p.A.
Facility(ies) Via Statele 12 n. 62, 41036 Medolla (MO), ITALY

Product Category(ies): Equipment for extracorporeal circulation and for perfusion
of warmed fluids in intracorporeal cavities; disposable
devices for extracorporeal circulation and cell separation;
disposable devices for perfusion of fluids in intracorporeal

cavities; infusion and drainage catheters for intracorporeal
cavities.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical

surveillance. For marketing of class Il devices an additional Annex |l (4) certificate is mandatory. See
also notes overleaf.

Report No.: ITA1288738 ‘
Valid from: 2019-06-05

Valid until: 2024-05-26

Date, 2019-06-05

[ o]

Stefan Preil
Head of Certification/Notified Body
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body * Ridlerstralle 65 + 80339 Munich « Germany
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EC-SERTIFIKATAS

Kokybés uztikrinimo sistema

Pagal Medicininiy prietaisy (MDD) Direktyvos 93/42/EEC II prieda iSskyrus (4 )
(Prietaisai Ila, 16 ar I1I klaséje)

Nr. G1 037570 0019 Rev. 00

Gamintojas: Rand S.p.A
Via Statale 12 n. 62
41036 Medolla (MO)
ITALUJA

Adresas: Rand S.p.A

Via Statale 12 n. 62, 41036 Medolla (MO), ITALIJA

Produkto kategorija (-os): Iranga ekstrakorporalinei apytakai ir paSildyty tirpaly
perfuzijai kiino ertmése ir organuose;
Vienkartiniai prietaisai ekstrakorporalinei apytakai ir
lasteliu separatoriui;
Vienkartiniai prietaisai tirpaly perfuzijai kiino ertmése ir
organuose;
Infuziniai ir drenazo kateteriai kiino ertméms ir organams

TUV Product Service GmbH liudija, kad anks¢iau paminétas gamintojas jdiegé kokybés uztikrinimo sistema
atitinkamy prietaisams/ prietaiso kategorijy dizainui, gamybai ir galutinei apzitrai pagal MDD II prieda. Si

prietaisams privalomas papildomas Il priedo (4) sertifikatas.

Raporto Nr.: ITA 1288738

Galioja nuo: 2019-06-05

Galioja iki: 2024-05-26
(parasas)

Data, 2019-06-05

Stefan Preiss

TUV PRODUCT Service GmbH yra notifikuotoji jstaiga su identifikacijos nr. 0123.



