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PrcductSErvtce

EC Certificate
Full Quality AsSurance System
Drcclive 93142/EEC on Medical Devices ([rDD) Annex ll excluding (4)
(Devrces rn Class lla. llb or lll)

No. Gl 037570 0019 Rev, 00

Man ufactu rer: RanD S.p.A.
Via Statale 12 n. 62
4'1036 liledolla (Mo)
ITALY

'=a
Facility(ies ): RanD S.p.A.

V:a Statale 12 n. 62, 41036 Medolla (MO), ITALY

The Cedification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for desjgn, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex ll. This quality
assurance system conforms to the requirements of this Directive and is subiect to periodical
surveillance. For marketing of class lll devrces an additional Annex ll (4) certificate is mandatory. See
also notes overleaf.
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Valid from:
Valid until:

2019-06-05
2024-05-26

Date, 2019-06-05

Stefan PreiB
Head of Certilicationi Notified Body
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TUV SUD Product Service GmbH is Notafied Body wrth rdentification no. 0123
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TUV SUD Product Servrce GmbH . Certifrcatron Body ' Ridlerstra8e 65'80339 Munich 'Germany TUry'@
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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.

tTA1288738
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Vertimas i5 anglq kalbos

EC
Kokvb6s uZtikri
Pq$af Mlnici?iq
tPrietaisai Ila, l16

TI FIKATAS
imo sistema
sq (MDD) Direktyvos 93142/EEC II priedq i5skyrus (4 )

20 l9-06-05
2024-05-26

ar III e)

Nr. Gl 57 0019 Rev. 00

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

Adresas: Rand S.p.A
Via Statale 12 n.62,41036 Medolla (MO), ITALIJA

Produkto kategorija (-os): Iranga ekstrakorporalinei apytakai ir pa5ildytq tirpalq
perfuzijai kiino ertm6se ir organuosel
Vienkartiniai prietaisai ekstrakorporalinei apytakai ir
l4steliq separatoriui;
Vienkartiniai prietaisai tirpalq perfuzijai ktino ertm6se ir
organuose;
Infuziniai ir drenaio kateteriai ktino ertm6ms ir organams

TUV Product Service GmbH liudija, kad anksdiau pamindtas gamintojas idiege kokybes uZtikrinimo sistem4
atitinkamq prietaisams/ prietaiso kategorijq dizainui, gamybai ir galutinei apZifirai pagal MDD II priedq. Si
kokybes uztikrinimo sistema atitinka Direktyvos s4lygas ir turi biiti periodiikai priZi[rima. III klases
prietaisarns privalomas papildomas Il priedo (4) sertifikatas.

Raporto Nr.: ITA 1288738

Galioja nuo:
Galioja iki:

(paraiqs)

Data, 2019-06-05

Stclan l)rL-i5s

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


