Certificate

Full Quality Assurance
No. CE 01933

Issued to

Gambro Dasco SpA
Sondalo Plant

Via Stelvio, 94

IT 23035 Sondalo (SO)
italy

In respect of:
The design, development and manufacture of sterile and non-sterile dialysis concentrates and

sterile dialysis fluids, dialyzer rinsing solutions and citrate anticoagulant solutions for use in
extracorporeal circuits.

on the basis of our examination under the requirements of Council Directive 93/42/EEC, Annex I, Section 3.2,

For and on behalf of the British Standards Institution, a Notified Body for the above Directive (Notified Body Number
0086):

;

Alastair Trivett, Man'iié;_i?'ng Director, BS! Product Services — Global

T ——

First Issued: 29 May 1998 Date: 16 May 2008
Expiration Date: 28 May 2013

Page: 1 of 1

Conditions of Appraoval

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Direcuve.
This approval excludes all products designed and/or manufactured by a third party on behalf of the company named
on this certificate, unless specifically agreed with BSI.
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Versta i$ angly kalbos

EB sertifikatas
BSi

Gaminiy tarnyba
VisapusiSkos kokybés uztikrinimas

Nr. CE 01933

Kam isduotas:

Gambro Dasco S.p.A.
Sondalo gamykla

Via Stelvio, 94

IT 23035 Sondalo (SO)
Italija

Objektas:
steriliy ir nesteriliy dializés koncentraty ir steriliy dializés skys¢iu, dializatoriaus plovimo tirpalus ir
citratiniy antikoaguliavimo tirpaly, skirty naudoti ekstrakorporiniuose kontiiruose, projektavimas,

tobulinimas ir gamyba,

remiantis miasy patikrinimu, atliktu pagal Tarybos Direktyvos 93/42/EEB II priedo 3.2 dalies
reikalavimus.

Uz Didziosios Britanijos standarty institutg (BSI), — notifikuotajg istaiga pagal pirmiau minéta,
Direktyva (notifikuotosios jstaigos Nr. 0086), — ir BSI vardu:

[Parasas]
Alastair Trivett, BSI Tarptautinés gaminiy tarnybos generalinis direktorius

Pirma karta iSduotas: 1998 m. geguzés 29 d. Data: 2008 m. geguzés 16 d.
Galioja iki: 20013 m. geguzés 28 d.

I psl.is 1

Patvirtinimo salygos

Sis sertifikatas galioja su salyga, kad kokybés sistema yra palaikoma pagal Direktyvos reikalavimus.

Jei tai néra specialiai suderinta su BSI, §is patvirtinimas netaikomas jokiems gaminiams, tre¢iosios Salies
suprojektuotiems ir/arba pagamintiems nurodytos §iame sertifikate kompanijos vardu.

BSI gaminiy tarnyba
[Institucijos rekvizitus Zr. originale]



