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Full Quality Assurance System
Directive 93/ ‘on Medical Davices (MDD}, Annex i exeluding (4)

(Devices in Class ila, b or i}y

No. G115 1137570 015

Manufacturer: Rand S.r.L
Via Statale 12 n. 62
41036 Medolla (MO)
ITALY

Factl!ty(Les)' Rand Sur.f
Via Statale 12 n. 82, 410386 Medclia (MQ), ITALY

Eqmpment forextracorporealcirculation
r perfusion of warmed fliiids in

inﬂmrpqraaﬁ 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

Tmmamm *Body of TV SUDProdugt Sewvice GmbH declares that the aforementioned
has-implemenited-a quality assurance system for design, manufacture andfinal
msoecﬁun of the respective devicés / device categories in accordance with MDD -Annex [I. This
quality assurance system conforms te the requirements of this Directive and is subject lo
periodical surveillance. For marketing of class il devices an additional Annex Il (4) certificate is
mandatory. See alsc notes oveérleal.

ReportNo.: ITA266558
%ﬁi&?fmm: 2046:01:04
Valid until: 2021.01-08
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Date, 2016-12-11
Hans-Hsiner Junker

TUV SUD Product:Service GmbH is Notified Body with identification ne. 0123
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TOV-S{iD Product Service GmbH - Zertifisierstelie - RidlerstraRe.65 - 80339 Miinchen + Germany
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2n1Kekypgs uztikrinimo sistema

“Pagal Medicininiy prietaisy (MDD) Direktyvos 93/42/EEC 11 priega i8skyrus (4 )

(Prietaisai [la, ITb ar 111 klaséje)
e

§

i i

" Nr. G115 11 37570 015

Gamintojas: Rand S.r.L
Via Statale 12 n. 62
41036 Medolla (MO)
ITALUUA

Adresas: Rand S.r.l.

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

Produkto kategorija (-os): Iranga ekstrakorporalinei apytakai ir pagildyty tirpaly
perfuzijai kiino ertmése ir organuose;
Vienkartiniai prietaisai ekstrakorporalinei apytakai ir
lasteliy 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 jdiege kokybés uztikrinimo sistema
atitinkamy prietaisams/ prietaiso kategorijy dizainui, gamybai ir galutinei apZitrai pagal MDD II prieda. Si
kokybeés uztikrinimo sistema atitinka Direktyvos sglygas ir turi biiti periodiskai prizitrima. III klasés
prietaisams privalomas papildomas Il priedo (4) sertifikatas.

Raporto Nr.: ITA 266558

Galioja nuo: 2016-01-04

Galioja iki: 2021-01-03
(parasas)

Data, 2015-12-11

Hans-Heiner Junker

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



