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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or IlI)

No. G1 024492 2490 Rev. 00

Manufacturer: Fresenius Medical Care AG & Co. KGaA
61346 Bad Homburg
GERMANY

Product Category(ies): - Dialysers and Filters for haemodialysis
- Adsorber for therapeutic apheresis

- Tubing systems and accessories for haemodialysis,
peritoneal dialysis and apheresis therapies

- Catheters and Accessories for haemodialysis and
peritoneal dialysis

- Fistula needles

- Syringes

- Solutions

- Cleaning and disinfectant agents

- Concentrates and solutions for haemodialysis

- Dialysis fluid supply equipment

- Active medical devices for extracorporeal blood
treatment and peritoneal dialysis

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 L. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ill devices an additional Annex II (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713163830_1
Valid from: 2020-01-22
Valid until: 2024-05-26

KOPIJA TIKRA \

Date, 2020-01-22 c. @A‘\/

Christoph Dicks
Head of Certification/Notified Body
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TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH « Certification Body * Ridlerstraie 65 « 80339 Munich « Germany
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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 lil)

No. G1 024492 2490 Rev. 00

Facility(ies): Fresenius Medical Care AG & Co. KGaA
Else-Kréner-Str. 1, 61352 Bad Homburg,
GERMANY
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH - Certification Body + Ridlerstrafie 65 « 80339 Munich - Germany




EB Sertifikatas TUV

Pilna kokybés garantijos sistema [Zenklas]
(Direktyvos 93/42/EEC dél medicinos jrangos (MDD) Priedas II i$skiriant (4), Ila, IIb ar III
klasés medicios jraga)

Nr.: G1 024492 2490 Rev. 00

Gamintojas: Fresenius Medical Care AG & Co. KGaA
61346 Bad Homburg
Vokietija

Produkty

kategorijos: Dializatoriai ir filtrai, skirti hemodializei

Adsorberiai, skirti terapinei aferezei

Linijos ir priedai hemodializei, peritoninei dializei

ir aferezés procediiroms

Kateteriai su priedais hemodializei ir peritoninei dializei
Fistulinés adatos

Svirkstai

Tirpalai

Valymo ir dezinfekcinés medziagos

Koncentratai ir tirpalai hemodializei

Dializés skys¢iy apriipinimo jranga

Aktyviis medicinos prietaisai ekstrakorporinéms valymo
procediiroms ir peritoninei dializei

TUV Product Service GmbH sertifikavimo biuras tvirtina, kad minimas gamintojas yra jdieges kokybés
uztikrinimo sistema nurodyty produkty/produkty grupiy kiirimui, gamybai bei galutinei patikrai pagal
MDD II prieda. Si kokybés uztikrinimo sistema atitinka visus direktyvoje nustatytus reikalavimus bei yra
periodiskai tikrinama. III klasés produkty pardavimui biitinas papildomas Priedo I1.4 sertifikatas. Taip pat
zZioréti pastabas kitame lape.

Ataskaitos Nr.: 713163830 1
Galioja nuo : 2020-01-22
KOPIJA TIKRA
Galioja iki : 2024-05-26
VERTIMAS TIKRA%
[parasas] [Zenklas]
Christoph Dicks -
:

Data: 2014-01-29

TUV PRODUCT SERVICE GMBH yra registruota organizacija remiantis Tarybos Direktyva 93/42/EEC dél
medicinos jrangos, turin¢ios identifikacinj numerj 0123.



TUV
[Zenklas]
EB Sertifikato Nr. G1 024492 2490 Rev. 00

Imoné Fresenius Medical Care AG & Co. KGaA

Else-Kroner-Str. 1, 61352 Bad Homburg,
Vokietija

Psl. 2152

TUV S[:ID Produkty sertifikavimas GmbH yra notifikuotoji 3alis su identifikacijos numeriu Nr. 0123
TUV SUD Produkty sertifikavimas GmbH . Notifikuotoji $alis. Ridlerstrabe 65. 08339 Miunchenas. Vokietija



