Full Quality Assurance

No. CE 93142

Issued to:

Gambro Industries
7, Avenue Lionel Terray
BP126
689883 Meyzieu Cedex
France

Inrespectof: . .
Design, dovolopmont and mafiufacture of sterlle slnglo use haomodialym luomoﬂlurs, fistula
needles, sets for continuous renal repiacement therapy (CRRT); sets for; 5
ultrafilters for humoﬁltutlon (HF) and haunodhﬂllrnﬁon (HDF) and TIPSTOP wound

on the basis of our examination under the roqulremems of Councli Directive 93/42/EEC, Annex Ii, Seamn 32
For and on behalfofme British Standards Insutuuon . & Notified Bodyforlheabwe Dlrecﬂve(Notiﬁed Body Number
0086):

David Ford, Director, Hesithcare and Testing Services
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Expiration Date: 7 Feb 2015
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S

g

raising standards worldwide™

.

The British Standards Institution, MBBQ,imwmmhwmbywmmmmmmdwawmMly‘lndsmnue Hemel Hempstead HP2 45Q
United Kingdom Tel: +44 (0)8450 765600 Web: : 389 Chiswick High Road, London W 4AL Tet: +44 (0120 8996 9000. PS10230509/A%




List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

CE 93142
Certificate NO- 5 Folf 2010
Date: Gambro Industries
Issued to: e iﬂoyzicu ) .

France

Service{s) supplled
"

W e reriioation
IONISOS re Activites

Parc Dombes cotie

01120-Dagn®¥™

_France __———"
= Manufacture

Bi In Medint echnlk GmbH Manufacture
jon! ;' . 556 21
Max-Plan orf
D-51381 Friedric®d
_Gemany __———
Ltd Manufacture

PTE
M3 s'"gapom industriaf Park 1
440 Ang
569620
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List of Significant Subcontractors

Recognised as being involved in services relating to the product coverad by:

e rﬁﬁ‘”te No. CE93142

: 3 Feb 2010
::U ed to: Ggmm Industries
France

poontractor Servico(s) supplled

0 S.A Manufacture
Pla;ua de Longvic
& /1300 Chenove

Franoe e -~ iy
ﬁ Sterilization

'2’;‘; industrielle de l'Aubrée
Sablé sur Sarthe

Franc®
12309 ——

Page: 2 of 2 Q

mie

It

raising standards worldwide™

Wmu&-mmmuummwwcwwm its place of business at Kitemark House, Maylands Avenue, Hemel Hermpstead HP2 45Q
M%m Tet: +44 (0}8450 765600 Web: www.bsigroup.com. BSI Growp Headquarters: 389 Chiswick High Road, London W4 4AL Tel: +44 (0)20 8996 9000. PSI0230509AP
United




CE 93142

Certificate NO: b
Issue Date: 03 February 2010
Issued to:
o e
Customer Action
08 Februay 2005
29 July 2005 Addition of new products to supplementary information
03 November 2095 Addition of new products.to supplementary information. . .
23 Feb 2007 Addition of Prismaflex M150 Set to supplementary information
ebruary (under Sets for Continuous Renal Reptacement Therapy),
L
I 06 009 7314715 | Removed supplementary information to CE 93142 from certificate
March 2 and Implementation of a new scope ensuring that all devices
originally fisted in the supplementary information are included.
Furthermore some minor changes and the removal of Nipro
Corporation in the List of significant Subcontractors
— 2010 7297159 | Renewal and addition of IONISOS, Sablé sur Sarthe as a
03 February significant subcontractor and change of address for IONISOS in
Dagneux into Parc Dombes Cotiére Activités
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[Vertimas i§ angly kalbos/
Sertifikatas Aogotipas/

Visa kokybés uztikrinimo sistema
Nr. CE 93142

I3duotas:

»Gambro Industries*

7, Avenue Lionel Terray
BP126

69883 Meyzieu Cedex
Pranciizija

Apimama sritis:

Steriliy vienkartiniy hemodializatoriy, hemofiltry, fistuliy adaty, testinio inksty
funkcija pakeitiandio gydymo (CRRT) rinkiniy, plazmos filtravimo, ultrafiltry
hemofiltravimo (HF), hemodiafiltravimo (HDF) rinkiniy ir TIPSTOP Zaizdy
tvarstiy dizainas, kiirimas ir gamyba

remiantis misy atliktu tyrimu pagal Tarybos direktyvos 93/42/EEB II priedo 3.2 dalies
reikalavimus.

Brity standarty instituto (BSI), pagal minéta direktyva notifikuotosios istaigos (notifikuotosios
istaigos numeris 0086), vardu:

/parasas/

David Ford, direktorius, sveikatos prieZiaros ir tyrimo paslangos

Pirmg kartg iSduotas: 2005 m, vasario 8 d. Data; 2010 m. vasario 3 d.
Galioja iki: 2015 m. vasario 7 d. 2010 m. vasario 3 d.

Puslapis 1 i§ 1

Patvirtinimo sqlygos

Sio sertifikato galiojimo salyga — kokybés sistema turi nuolat atitikti Direktyvos
reikalavimus. Sis patvirtinimas netaikomas sertifikate nurodytos bendrovés vardu
trediyjy 3aliy sukurtiems ir (arba) pagamintiems gaminiams, i$skyrus atvejus,
konkregiai suderintus su BSI.

/raising standards worldwide/ Aogotipas/

Brity standarty institutas, dar vadi BSL, tai bendrové, iregistruota Jungtinés Karalystés karali$kuoju aktu,
versla vykdanti adresu: Kitemark House, Maylands Avenue, Hemel Hempstead HP2 4SQ, Jungtiné Karalyste, tel.
+44 (0)8450 765600, interneto svetainé Www.bsigroup.com. ,,BSI Group® centriné bistiné: 389 Chiswick High
Road, Londonas W4 4AL. Tel, +44 (0)20 8996 9000. PS1023/0509/AP
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Sertifikatas

Reik¥mingy subrangovy sgraSas

PripaZinta, kad 3ie subrangovai dalyvauja teikiant paslaugas, susijusias su produktu,
kuriam taikytinas: ’ ’

Sertifikatas Nr. CE 93142

Data: 2010 m. vasario 3 d.

I$duotas: »Gambro Industries*
69883 Meyzieu Cedex,
Pranciizija

Subrangovas Teikiama paslauga (-0s)

»Gambro Dialysatoren GmbH* Konstrukcija
Holger-Crafoord Strasse 26

72379 Hechingen

Vokietija

~IONISOS* Sterilizacija

Pare Dombes Cotiere Activites
01120-Dagneux
Pranciizija

»MS Co. Ltd“ Gamyba
12-17 Kako-Machi, Naka-Ku

Hiroshima - shi, Hiroshima

730-8652

Japonija

»Bionic Medizintechnik GmbH* Gamyba
Max-Planck-Strasse 21 D-61381
Friedrichsdorf Vokietija

»MS Singapore PTE Ltd* Gamyba
440 Ang Mo Kio Industrial Park 1
569620

Singaparas

Puslapis 1 i§ 2
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Brity standarty institutas, dar BSI, tai bend: Jungtings Karalysté karaliskuoju aktu,

versly vykdanti adresu: themark House, Maylands Aveuue Hemel Hempstead HP?2 48Q, Tungting Karalyste, tel.
+44 (0)8450 765600, interneto svetainé www.bsigroup.com. »BSI Group“ centriné biisting: 389 Chiswick High
Road, Londonas W4 4AL. Tel. +44 (0)20 8996 9000. PS1023/0509/AP




eik$mingy subrangovy saragas

P" pazintz, kad Sic subrangovai dalyvauja teikiant Paslaugas, susijusias su produktu,
kuriam taikytinas:

Sertifikatas Nr. CE 93142

Data: 2010 m. vasario 3 d.

I¥duotas: »Gambro Industrics®
69883 Meyzieu Cedex,
Pranciizija
Subrangovas Teikiama Paslauga (-os)
»Plasto S.A.“ oyt
44 Rye de Longvic
F.21300 Chenove

Prancizija

Zone industrielle de I'Aubree
Sable sur Sarthe

Pranciizija

72300

-

Puslapis 2 i§ 2
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ftutas, dar vadinamas BSL, tal bendrove

Brity standarty in iregistruota Jungtinés Karalystés karaliskuoj u
versla vykdanti adresu: Kitemark House, Maylands Avenue, Hemel Hempstead HP2 4SQ, Jungtine Karal;sr:lfg;’
+44 (0)8450 765600, ip.com. ,,BSI Group centring b

stiné: 389 Chiswick High

Road, Londonas W4 4AL. Tel. +44 (0)20 8996 9000, PS1023/0509/AP



_/ Sertifikatas
/' Kokybés uitikrinimo sertifikato istorija

Sertifikatas Nr, CE 93142
Data: 2010 m, vasario 3 d.
I3duotas: »Gambro Industries*
69883 Meyzieu Cedex,
clizija

Pirma karts iduotas pakeitus »Hospal Industric™ pavadinimg
i »Gambro Industries*. Remiantis CE 00359 pirma kartg
sertifikatag »~Hospal Industrie«, Meyzieu, i§duotas 1994 m,
gruodzio 5 d.

2005 m. lapkri®io 3 4.

2007 m. vasario 23 .
2009 m. kovo 6 d. 7314715 s

2010 m. vasario 3 d, 7297159 acija ir reik§mingy subrangovy sarasg
X ¢ ,,JONISOS*, Sable sur Sarthe, pakeistas

»Prismaflex
pakeitiangio

: i§ Dagneux i Pare

1 puslapis i 1
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Brity standarty insti , dar BSL tai bendrove, fregi Jungtings Karalystés karaliskuoju aktu,
verslg vykdanti adresu: Kitemark House, Maylands Avenue, Hemel Hempstead HP2 48Q, Jungtiné Karalysts, tel,
+44 (0)8450 765600, i svetainé www.bsigroup.com. ,.BSI Group* centrine bastiné: 389 Chiswick High
Road, Londonas W4 4AL, Te], +44.(0)20 8996 9000, P81023/0509/AP







