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No. QIN 16 03 24492

Holder of Gertificate:

Geftification

Scope of Certificate:

The Certification Body of TUV SIJD
above has established and is
requirements of the listed

Report No.:

Valid from:
Valid until:

Date, 2016-04-07

Page 1 of 2

TUV SUD Product Service GmbH

958

resenius Medical Gare AG & Go. KGaA
1346 Bad Homburg

n, Development and Production
Medical Devices and in-vitro-Diagnostics
Dialysis and Apheresis Therapies

)roduct Service GmbH certifies that the company mentioned
ining a quality management system, which meets the
). See also notes overleaf.

3077579

AkkreditlerunEs5telle
D-ZE-11321-01-00

Germany @

Product Service

Zertifizierstelle . RidlerstraBe 65 . 90339 Miinchen
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CERTIFICATE
No. QIN 16 03

d(s):

Facility(ies):

24492

Page 2 oI 2

fUV SUO Product Service Gmbl- Ze rtifizie rstelle RidlerstraBe 65 . 80339 Miinchen . Germany
@

Product Service

(tf
DI

958

fso 13485:2012 + AC:2012
ical devices - Quality management systems -

+
regulato
+ Cor. 1

o 'poses
1) )

EN ISO 13485:2012

Medical Care Deutschland GmbH
Plant
StraBe 6 - 8

St. Wendel, GERMANY

Medical Care Deutschland GmbH
Plant
Ihla

97, Schweinfurt, GERMANY

s MedicalCare Deutschland GmbH
-Erlenbach Plant

lstraBe 24
Bad Homburg / Ober-Erlenbach, GERMANY

Medical Care - SMAD
la Pontchonnidre
de la Chanade / Savigny
L'Arbresle Gedex, FRANCE

ius Medical Care UK Ltd.
Brook Road, Huthwaite

-Ashfield
mshire NG17 2HU, UNTTED KTNGDOM

s.p.A.
I

Palazo Pignano (CR), ITALY

Medical Care Espana S.A.
Vallderiolf km 0,4

La Roca del Vallis / Barcelona. SPAIN

GmbH
F
P.O

Trade Zone
Box 35

Antalya, TURKEY

ius Medical Care Srbija d.o.o.
radski put bb

Vdac, SERBIA

Medical Care Adsorber Tec GmbH
o

Krems, AUSTRIA

Akkreditierungsstelle
D-ZE-l1321-01-00
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No. Q4N 16 03 24492

Holder of Gertificate:

Gertification Mark:

Scope of Gertificate:

The Certification Body of TUV SUD
above has established and is
requirements of the listed standard(

Report No.:

Valid from:
Valid until:

Date, 2016-04-07

Page 1 of3

fUV SUO Product Service GmbH . ierstelle . RidlerstraBe 65

s57

resenius Medical Gare AG & Go. KGaA
1346 Bad Homburg

rketing, Sales and Servicing of
ical Devices and in-vitro Diagnostics

Dialysis and Apheresis Therapies

Service GmbH certifies that the company mentioned
a quality management system, which meets the

). See also notes overleaf.

che
Akkrcditierungstelle
D-ZE-r1321{1@

80339 Miinchen Germany @

Product Service
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CERTIFICATE
No. Q4N 16 03 244920'

ENd(s): Me

Facility(ies):

Page 2 of 3

fUV SUO Product Service GmbH Zertifizierstelle . RidlerstraBe 6b . 90339 Miinchen . Germany
@

(li
D

Fr

957

EN ISO 13485:2012

Medical Care GmbH
-StraBe 1

Bad Homburg, GERMANY

Medical Care UK Ltd.
Brook Road, Huthwaite

NG17 2HU, UNITED KINGDOM

us Medical Care Nederland BV
22

RG Nie kuijk, THE NETHERLANDS

nius MedicalCare Belgium N.V.

Willebroek, BELGIUM

Medical Care Portugal, SA
Boaviagem, 35

de Crestins - Moreira
0 Maia, PORTUGAL

Medical Care Magyarorsz6g Kft.
0t 35-37

Budapest, HUNGARY

ius Medical Gare eR, s.r.o.
423t178

Praha 6, CZECH REPUBLIC

us Medical Care Slovensko spol. s r.o.

ISO 13485:2012 + AC:2012
t systems -

60

TeF

1

F

Pie5fany, SLO K REPUBLTC

Medical Care Slovenija d.o.o.
, Dobrava 14

32tl REPUBLIC OF SLOVENIA

F us Medical Care Bulgaria GmbH
26 Lj
5308

ben Karavelov, Floor 4
abrovo, BULGARIA

F ius Medical Care Polska S.A.
13

60 1 Poznafi, POLAND

Akkreditierungsstelle
D.ZE-11321-01-00

Product Service
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CERTIFICATE
No. Q4N 16 03 24492

Facility(ies):

Page 3 of 3

TUV SUD Product Service GmbH ertifizierstelle . BidlerstraBe 6b . 80339 Mijnchen . GermanV V@

Product Service

Medical Care Romania S.R.L.
Bucuresti-Ploiesti Nr. 1 g-21

47,

Fa

01

Fn

des P6pinidres

Business Center, sector 1

Bucuresti, ROMANIA

ius MedicalCare France S.A.S.
Medicis

Fresnes Cedex, FMNCE

empresarial Euronova Tres Cantos
28760, SPATN

us edical Care Suomi Oy
ie bB
Helsinki, FINLAND

; Medical Care ltalia S.p.A.
a8

Palazzo Pignano (GR), ITALY

Medical Care DK A/S
Alt6 1

2630 'aastrup, DENMARK

F

F

6370 rf NW, SWITZERLAND

us Medical Care Austria GmbH
r Gasse 5

1210 n. AUSTRIA

F ius Medical Srbija d.o.o.
Jurija ina 11 - 11a
11 Beograd, SERBIA

Medikal HizmetlerA.$.
rbahge Mah. Cumhuriyet Cad.
rPlaza no: 39, Kat:7

Kavaclk lstanbul, TURKEY

ius Ecza Deposu A.g.

Kavaclk lstanbul, TURKEY

cne
Akkredhierungs5telle
D-zE.11321.01{0

Frese
RUzg



No. Q4 16 04 24492 0,1

Holder of Gertificate:

Organisational

Gertification Mark:

Scope of Gertificate:

Applied Standard(s):

The certification Body of TUV SUD
above has established and is mai
meets the requirements of the listed

Report No.:

Valid from:
Valid until:

Date: 2016-04-07

Page 1 of 1

fUV SUO Product Service GmbH

Product Service

Marketing, Sales, QREM
(Quality, Regulatory irs & ManagementSystems)

Fresenius Medical Gare AG & Go. KGaA
61346 Bad Homburg, GERMANy

- Design, Development, production,
Marketing, Sales and Servicing of Medical
Devices and in-vitro Diagnostics for
Dialysis and Apheresis Therapies

- Dialysis Services

EN ISO 13485:2012 + AC=2012
EN ISO 9001:2008
EN ISO 14001:2004

rct Service GmbH certifies that the company mentioned
an INTEGRATED MANAGEMENT SYSTEM which

rd(s). See also notes overleaf.

713077579

2016-04-11

2019-04-10

RidlerstraBe 65 . 80339 MUnchen . Germany V@



T(JV S[)D Managemenr Seruice

-check
Tt,VO

e

Fres

RTIFICATE
The Gertification Body

fUV SUO Management Service GmbH

certifies that

ius Medical Gare AG & Go. KGaA
Else-Krciner-StraRe 1

61352 Bad Homburg
GERMANY

including the
sites and scope of application

see enclosure

has established and applies
a Quality Management System.

audit was performed, Order No. 70095541

has been furnished that the requirements
according to

ISO 9001:2015

are fulfilled.

is valid from 2019-01-18 untit 2022-04-18.

ificate Registration No.: 12 100 24924 TMS.

f
f . I t

*f , T6.A\4-

-

Product compliance Managemenl 
ruEdh

Munich, 2019-01-21

Page 1 of 3

r Zertifzierungsstelle . Hidlerstrasse 57 . gfil3g Mijnchen . Germany



Management Servic

Enclosure of Certificate No.:

12100 24924 TMS

Sites Scope of application

Fresenius Medical Gal
Else-Kroner-Stra8e 1

61352 Bad Homburg, G

AG & Co. KGaA

RMANY

Management Board including
Management of Research & Develooment
and Manufacturing Operations;
Human Resources and eREM
(Quality, Regulatory Affairs &
Management Systems)

Fresenius Ecza Depos
RUzgarhbahge Mah. Cur
Hasoglu Plaza no:39, Ki
34805 Kavacrk lstanbul,

Fresenius Medical Car
Jurija Gagarin a 11-11a
'l 1000 Beograd, SERB|I

Fresenius Medical Gar
Else-Kroner-StraBe 1

61352 Bad Homburg, Gl

Fresenius Medical Carr
Teplick6 99
92101 Pie5t'any, SLOVT

Fresenius Medical Gar
Parc Medicis 47, avenue
94832 Fresnes Cedex, F

Fresenius Medical Carr
Nunn Brook Road, Huthr
Nottinghamshire NG '17 

:

Fresenius Medical Carr
Mandenmaker 22
5253 RC Nieuwkuijk, Tt-1

Fresenius Medical Can
Brownfieldlaan 15
2830 Willebroek, BELGII

Fresenius Medical Carr
Rua da Boaviagem, 35 lL

4470-210 Maia, PORTUT

Fresenius Medical Care
Magyarorsz6g Eg6sz6s
1037 Budapest,
Sz6pvolgyi Ut 35-37, HUI

A.S.
rhuriyet Cad.

IURKEY

Srbija d.o.o.

GmbH

RMANY

Slovensko spol. s.r.o.

( REPUBLIC

France S.A.S.
Ces P6pinidres
IANCE

(uK) Ltd.
aite Sutton-in-Ashfield
HU, UNITED KINGDOM

Nederland B.V.

: NETHERLANDS

Belgium N.V.

M

Portugal, SA
rgar de Crestins - Moreira
AL

liigyiKft.

GARY

Marketing, Sales and Servicing of
Medical Devices for Dialysis
and Apheresis Therapies

SUD Management Service

f . t Iy''| , /%------T-------
Product compliance Management ":::- &ztuE*rh

Munich, 2019-01-21

Page 2 of 3

. Zertifizierungsstelle o Ridlerstrasse f/ . 8033g Miinchen r Germanv
tuev-sued.de/certifi cate-validitv-check

Servicrr

rtTV@



l\4artagement Servic

Enclosure of Certificate No.:

12100 24924 TMS

Sites Scope of application

Fresenius Medical Carr
Evropskd 4231178
160 00 Praha 6, CZECI-I

Fresenius Medical Care
Gaji 28
3000 Celje, REPUBLIC (

Fresenius Medical Care
Krzywa 13
60-1 1 8 Poznai, POLAN I

Fresenius Medical Care
Oldenburg Al16 1

2630 Taastrup, DENMAF

Fresenius Medical Gare
Valimotie 13 b B
00380 Helsinki, FINLANt

Fresenius Medicat Care
Aawasserstrasse 2
6370 Oberdorf NW, SWtl

Fresenius Medical Gare
Lundenburger Gasse 5
1210 Wien, AUSTRIA

Fresenius Medical Gare
Via Crema, 8
26020 Palazzo Pignano (

Fresenius Medical Care
Sos. Bucuregti-Ploiesti Nr
01 3682 E3ucuregti, ROMA

Fresenius Medikal Hizm
RUzgarlrbahge Mah. Cum
Hasoglu Plaza no:39, Kat
34805 Kavacrk lstanbul, 'l

FRESENIUS MEDICAL C

RDA PONIENTE, S PTA
28760 TRES CANTOS, IJ

Fresenius Medical Care
26 Ljuben Karavelov, Floc
5308 Gabrovo, BULGARI

- CR, s.r,o.

TEPUBLIC

Slovenija d.o.o.

F SLOVENIA

Polska Sp. zo.o.

DK A/S

Suomi Oy

(Schweiz) AG

ZERLAND

Austria GmbH

talia S.p.A.

)R), TTALY

lomania S.R.L.
19-21,

,ilA

rtler A.g.
ruriyet Cad.
7

JRKEY

qRE ESPANA, S.A.
}AJA
)AIN

3ulgaria GmbH
'4

Marketing, Sales and Servicing of
Medical Devices for Dialysis
and Apheresis Therapies

SUD Management Service

f
f . t I

*f , /I^}(4L--
------f----- :.: ffiru**r€

Product compliance Management D{F14r44rs

Munich, 2019-01-21

Page 3 of 3

. Zertifizierungsstelle o Ridlerstrasse 57 o 8033g MUnchen r Germanv
tuev-sued.de/certifi cate-val iditv-check

Servicrr

TTM@



Full Quality Assu
Directive 93l42tEEC on Medical
(Devices in Glass lla, llb or lllf

No. cl 16 05 24492

Manufacturer:

Product
Gategory(ies):

The Certification Body of TUV
manuhcturer has implemented a
inspection of the respective
This quality assurance system
periodical surveillance. For
is mandatory. See also notes

Report No.:

Valld from:
Valid until:

Date, 2016-06-09

TUV SUD Product Service Gmbht

Page 1 of2

TUV SUD Product Service GmbFt Zertifizierstelle . BidlerstraBe 65 . 80339 Mijnchen . Germany TtM@

Product Service

ae
System
)evices (MDD), Annex ll excluding (4)

resenius Medical Gare AG & Go. KGaA
1346 Bad Homburg

Dialysers and Filters for haemodialysis
Adsorber for therapeutic apheresis
Tubing systems and accessories for haemodialysis,
peritoneal dialysis and apheresis therapies
Gatheters and Accessories for haemodiatysis and
peritoneal d ialysis
Fistula needles
Syringes
Gleaning and disinfe nt agents
Goncentrates and solutions for haemodialysis
Dialysis fluid supply equipment
Active medical devices for extracorporeal blood
treatment and peritoneal dialysis

Product Service GmbH declares that the aforementioned
assurance system for design, manufacture and final

/ device categories in accordance with MDD Annex ll.
to the requirements of this Directive and is subject to

of class lll devices an additional Annex ll (4) certificate

13083654

Notified Body with identification no. 0123



Full Quali l\ssu
Directive 93l42lEEC on Medical
(Devices in Glass llla, llb or lll)
No. cl 16 05 244920

Facili (ies):

Page2 of 2

TUV SUD Product Service Gmbl'l

Product Serviceae
System

(MDD), Annex llexctuding (4)

Fresenius Medical Care Deutschland GmbH
St. WendelPlant
FrankfurterStraBe6-8
66606 St. Wendel, GERMANY

Fresenius Medical Care Deutschland GmbH
Schweinfurt Plant
HafenstraBe g

97 424 Schweinfurt, GERMANY

Fresenius Medical Care Deutschland GmbH
Ober-Erlenbach Plant
Steinm0hlstralle 24
61352 Bad Homburg / Ober-Erlenbach, GERMANY

Fresenius Medical Care - SMAD
Z.l. de la Pontchonnidre
Route de la Chanade / Savigny
69591 L'Arbresle Cedex, FRANCE

Fresenius MedicalCare UK Ltd.
Nunn Brook Road, Huthwaite
Sutton-in-Ashfield
Nottinghamshire NG 17 2HU, UNTTED KTNGDOM

SIS-TER S.p.A.
Via Crema 8
26020Palazzo Pignano (CR), I Ly

Fresenius Medical Care Espana S.A.
Ctra. Vallderiolf km 0,4
08430 La Roca delVallds / Barcelona. SPAIN

Novamed GmbH
Free Trade Zone
P.O. Box 35
07070 Antalya, TURKEY

Fresenius Medical Care Srbija d.o.o.
Beogradski put bb
26300 Vr5ac, SERBIA

Fresenius Medical Care Adsorber Tec GmbH
MagnesitstraBe 9
3500 Krems, AUSTRIA

Zeftifizierstelle . RidlerstraRe 65 . 80339 Milnchen Germanv Ttn/@



Production Quality A
Directive 93l42lEEC on Medicat
(Devices in class I in sterile

No. G2S 16 05 24492

Man cturer:

Product
Category(ies):

The Certification Body of TUV
manufacturer has implemented a
MDD Annex V. This quality
with securing and maintaining
conforms to the requirements of
notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2016-06-09

TUV SUD Product Sr:rvice GmbH

Page 1 of 2

TUV SUD Product Service GmblJ

ae
urance system

ices (MDD), Annex V
, sterilised systems or procedure packs)

2443

resenius Medical Gare AG & Go. KGaA
1346 Bad Homburg

ANY

Tubing systems and accessories for haemodialysis,
peritoneal dialysis and aphe is therapies
Rinsing solutions

Product Service GmbH declares that the aforementioned
lity assurance system for manufacture in accordance with
system covers those aspects of manufacture concerned

conditions of the respective devices / device categories and
Directive. lt is subject to periodical surveillance. See also

1 3083654

Notified Body with identification no. 0123

Product Service

Zertifizierstelle . RidlerstraBe 65 , 80339 Miinchen Germanv TTM@



Production Quali
Directive 93l42lEEC on Medical
(Devices in Glass ll in sterile
No. c2S 16 05 24492

Facility(ies):

Page 2 oI 2

TUV SUD Produc Service Gmblrl

Product Serviceae
urance system

(MDD), Annex V
sterilised systems or procedure packs)

Fresenius Medical Care Deutschland GmbH
St. ndel Plant
FrankfurterStraBe6-8
65606 St. ndel, GERMANy

SIS-TER S.p.A.
Via Crema 8
26020 Palazzo Pignano (CR), ITALY

Zeftifizierstelle ' RidlerstraBe 65 . S0339 Miinchen Germanv ilR/@



TUV SUD Management

(E

RTIFICAT
The Gertification Body

TUV SUD Management Service GmbH

certifies that

ius Medical Gare AG & Co. KGaA
Else-Krciner-StraBe 1

61352 Bad Homburg
GERMANY

has established and applies
a Quality Management System for

Top Management Responsibility
and Production of Medical Devices

for Dialysis and Apheresis Therapies.

audit was performed, Report No. 7008862g.

has been furnished that the requirements
according to

ISO 9001:2015

are fulfilled.

The certificate is valid in conjunction
i n certificate from 20 1 8 -09-1 S until 2022-04^1 0.

Registration No.: 12 1O0 25799101 TMS.

t
h./Jv

-

Product Compliance Management
Munich, 2018-09-21

GmbH . Zertifizierungsstelle. RidlerstraBe 65. g Miinchen . Germany TUV@



TUV sUD Management

Ma ce

RTIFICATE
The Gertification Body

TUV SUD Management Service GmbH

certifies that

ius Medical Gare AG & Go. KGaA
Else-Krdner-StraBe 1

61352 Bad Homburg
GERMANY

including the
sites and scope of application

see enclosure

has established and applies
a Quality Management System.

audit was performed, Report No. 70088628.

has been furnished that the requirements
according to

fSO 9001:2015

are fulfilled.

is valid from 2018-09-15 until2022-04-10.

Registration No.: 12 100 25789 TMS.

fh.furv

-

Product Compliance Management
Munich, 2018-09-21

Page 1 of 3

DAKKS
, tukh€

Aktuihprunftette
D.ZM 14I{{l,m

GmbH . Zertifizierungsstelle . RidlerstraBe 65. g Miinchen . Germany TtM@



Ma ce

re of Certificate Registration No.:
12100 25789 TMS

Munich, 2018-09-21

Page 2 of 3

GmbH . Zertifizierungsstelle. RidlerstraBe 65'B03ilg Miinchen . GermanyTUV SUD Management

Fresenius Medical
Else-Kroner-StraBe 1

61352 Bad Homburg
GERMANY

re AG & Co. KGaA Top Management Responsibility for
Design and Production of
Medical Devices for Dialysis and
Apheresis Therapies

Fresenius Medical
Ober-Erlenbach
SteinmUhlstralle 24
61352 Bad Homburg /
GERMANY

re Deutschland GmbH
Production of Concentrates and
Disinfectants for Hemodialysis,
Assembling of Procedure Packs for
Dialysis and Apheresis Therapies

Fresenius Medical
Schweinfurt Plant
HafenstraBe 9
97424 Schweinfurt
GERMANY

re Deutschland GmbH Design and Production of Machines
and related Treatment Modules for
Hemodialysis, Peritoneal Dialysis and
Apheresis, Monitoring Devices and
related Disposables, Medical Software

Fresenius Medical
St. Wendel Plant
Frankfurter StraBe 6 -
66606 St. Wendel
GERMANY

Deutschland GmbH
Design and Production of
Hemodialyzers, Hemofilters,
Dialysate Filters, Bloodlines, Tubing
Systems and related Disposables for
Hemodialysis and Peritoneal Dialysis,
Sterile Solutions

Vivonic GmbH
KurfUrst-Eppstein-
63877 Sailauf
GERMANY

Design and Production of
Water Treatment and
Central Delivery Systems

Fresenius Medical
MagnesitstraRe 9
3500 Krems
AUSTRIA

Adsorber Tec GmbH
Design and Production of Adsorber,
related Solutions and Disposables for
Apheresis Therapies

T]M@



Ma c;e

ure of Certificate Registration No.:
12 100 25789 TMS

f

,rf,i. /)q*

-

Product Compliance Managemenl
Munich, 2018-09-21

Page 3 of 3

DAKKS
&ukhe
AkkrdiSerunS!nelle
BZM-1414]01 @

TUV SUD Management

Scope of application

SIS-TER S.p.A.
Via Crema 8
26020 Palazzo
ITALY

Design and Production of
Bloodlines, Tubing Systems and
related Disposables for Hemodialysis,
Peritoneal Dialysis and Apheresis

Fresenius Medical
Z.l. de la Pontchonn
Route de la Chanade
69591 L'Arbresle
FRANCE

Design and Production of
Concentrates for Hemodialysis,
Production of
Hemodialyzers and related Disposables

Fresenius Medical
Ctra. Vallderiolf km 0,
La Roca delVallds
08430 Barcelona
SPAIN

Espafra, S.A.

Production of
Concentrates for Hemod ialvsis

Fresenius Medical
Beogradski put bb
26300 Vr5ac
SERBIA

re Srbija d.o.o. Production of Hemodialyzers,
Dialysate Filters, Bloodlines,
Tubing Systems and related Disposables
for Hemodialysis and Peritoneal Dialysis,
Concentrates for Hemodialysis

Fresenius Medical
Nunn Brook Road,
Huthwaite Sutton-in
NG '17 2HU Nottingha
UNITED KINGDOM

Production of
Concentrates and Disinfectants
for Hemodialysis

Nova Med GmbH
Serbest Bolgesi
07070 Antalya
TURKEY

Production of Bloodlines,
Tubing Systems and related Disposables for
Hemodialysis

GmbH . Zertifizierungsstelle. RidlerstraBe 6b.803itg Miinchen . Gerrnany TTM@
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