A& 10T 17

& Brgesen"’s Meq; MEDICANIUS
‘é **k ‘A’j&"‘,\_ Benannt durch/Designated by 2 ag Hﬂn d', re D L CARE’
‘P {.f‘ "Jv  Zentralstelle der Linder bup, 6k Ll tgchja
5 & fur Gesundheitsschutz 2 “Kra 3
i = :@éﬁ * ‘bl Arsnsmitaivund. & . onep H}I’Gmb/./
i *, X Madizinpraditkien g S /7 e
e 4k ZLG-BS-244.10,08 - My

Product Service

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

No. G1 024492 2490 Rev. 00
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= Manufacturer: Fresenius Medical Care AG & Co. KGaA
L 61346 Bad Homburg

@ GERMANY

.!_
=

a3
i Product Category(ies): - Dialysers and Filters for haemodialysis
- Adsorber for therapeutic apheresis
g - Tubing systems and accessories for haemodialysis,
te peritoneal dialysis and apheresis therapies
i.’ = Catheters and Accessories for haemodialysis and
= peritoneal dialysis
o - 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

noTOV iy

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 II. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class 11l devices an additional Annex Il {4) certificate is mandatory. See

I
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i O also notes overleaf.
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Report No.: 713163830_1
2
t7)
b= Valid from: 2020-01-22
e Valid until: 2024-05-26
8

TV S
ZERTIFIKAT @ CERTIFICATE o

Date, 2020-01-22 c
.®‘ L\/

Christoph Dicks
Head of Certification/Notified Body
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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 lll)

No. G1 024492 2490 Rev. 00

Facility(ies): Fresenius Medical Care AG & Co. KGaA
Else-Krdner-Str. 1, 61352 Bad Homburg,
GERMANY
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i Inspire trust.
To whom it may concern "

Munich, 2021-01-18
Order No.: 713200947

Confirmation concerning Certificate G1 024492 2490 Rev. 00 and associated manufacturers
We confirm the following certificate:

= G1 024492 2490 Rev. 00 (valid until 2024-05-26)

issued to the legal medical device manufacturer:

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

and
Fresenius Medical Care AG & Co. KGaA
Else-Kréner-Str. 1
61352 Bad Homburg, GERMANY

Further we confirm the following Annex, List of Production Sites per EC Certificate G1 024492 2490 Rev. 00
Version 2 dated 2020-12-16, pages 2 to 9 of this letter.

i.A. Randolf Kéhler

TUV SUD PRODUCT SERVICE GMBH
Medical Health Services
Foreign Affairs

Registered Office: Munich Supenvisory Board: Phone: +49 89 5008-4493 TUV SUD Product Service GmbH
Trade Register Munich HRB 85 742 Holger Lindner (Chairman) Fax:  +49 89 5008-4108 Foreign Affairs

UniCredit Bank AG + BIC HYVEDEMMXXX Ridlerstrafte 65

IBAN DE13 7002 0270 0048 8522 11 Board of Management: www.tuvsud.comips 80339 Munich

VAT ID No. DE129484267 Walter Reithmaier (CEQ) Gemany

Information pursuant to § 2 [1] DL-InfoV/ Dr. Jens Butenandt (CTO) '|'l'_N®

(Germany) at vww.tuvsud.comfimprint Pafrick van Welij (CFO)



Annex of confirmation letter 713200947

List of Production Sites:

Fresenius Medical Care AG & Co. KGaA
and

FME critical Suppliers [acc. MDD 93/42/EEC]

Production Sites per EC Certificate G1 024492 2490 Rev. 00

Version 2/ 2020-16-12

Content: Page:
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Explanation:

| Product category / Risk classes according Annex IX MDD

l: FME Production Site / Quality Control belonging to FMC AG & Co. KGaA
': OEM with Annex according to MDD / EN 1SO 13485

’: Outsourced manufacturing process

List of Production Sites - EC Certificate G1 024492 2490 Rev.00 Page 10f 8
Version 2 /2020-12-16




1. Dialysers and Filters

Product category Risk Class
01/ 01 Hemodialyser / Hemofilter lib

Companies / Production Site(s)

Responsible Quality Controls

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Strale 6 - 8

66606 St. Wendel

GERMANY

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Stralle 6 - 8

66606 St. Wendel

GERMANY

Fresenius Medical Care SMAD
Z.l. de la Pontchonniére

Route de la Chanade / Savigny
69591 L Arbresle Cedex
FRANCE

Fresenius Medical Care SMAD
Z.l. de la Pontchonniére

Route de la Chanade / Savigny
69591 L Arbresle Cedex
FRANCE

Fresenius Medical Care Japan K.K.
Buzen Plant

92-7 Ohaza Kaimo

Buzen City, Fukuoka Pref.

828-0045 / JAPAN

Fresenius Medical Care (Jiangsu) Co. Ltd.
Guli Industry Park, Guli Zhen

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Stralke 6 - 8

66606 St. Wendel / GERMANY

Changshu City

Jiangsu Province

CHINA

Product cateqory Risk Class
01 / 02 Plasmapheresefilter Iib

Companies / Production Site(s)

Responsible Quality Controls

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Stralke 6 - 8

66606 St. Wendel

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Strafle 6 - 8

66606 St. Wendel

GERMANY GERMANY
Product cateqory Risk Class
01 / 03 Fluidfilter lla

Companies / Production Site(s)

Responsible Quality Controls

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Stralte 6 - 8

66606 St. Wendel

GERMANY

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Stralle 6 - 8

66606 St. Wendel

GERMANY

Fresenius Medical Care SMAD
Zl. de la Pontchonniére

Route de la Chanade / Savigny
69591 L Arbresle Cedex
FRANCE

Fresenius Medical Care SMAD
Z.|. de la Pontchonniére

Route de la Chanade / Savigny
69591 L Arbresle Cedex
FRANCE

List of Production Sites - EC Certificate G1 024492 2490 Rev.00

Version 2 / 2020-12-16
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2. Adsorber
Product category Risk Class
02/ 01 Adsorber for therapeutic apheresis b

Companies / Production Site(s)

Responsible Quality Controls

Fresenius Medical Care Adsorber Tec GmbH

Fresenius Medical Care Adsorber Tec GmbH

Magnesitstraie 9 Magnesitstrafte 9
3500 Krems 3500 Krems
AUSTRIA AUSTRIA
3. Tubing Systems
Product category Risk Class
03 / 01 HD-Bloodlines Ita

03 /02 AT-Bloodlines
03 / 03 HD-Tubing systems

Antalya Serbest Bolgesi Merkez Subesi
No: 16, Liman Serbest Bélgesi Mahallesi
07070 Antalya

TURKEY

03 / 06 AT-Tubing systems

Companies / Production Site(s) Responsible Quality Controls
SIS-TER S.p.A. SIS-TER S.p.A.

Via Crema 8 Via Crema 8

26020 Palazzo Pignano 26020 Palazzo Pignano

ITALY ITALY

Nova Med GmbH Nova Med GmbH

Antalya Serbest Balgesi Merkez Subesi
No: 16, Liman Serbest Bélgesi Mahallesi
07070 Antalya

TURKEY

Fresenius Medical Care Srbija d.o.0. Vr$§ac
Beogradski put bb

26300 Vrsac

SERBIA

Fresenius Medical Care Srbija d.0.0. VrSac
Beogradski put bb

26300 Vrsac

SERBIA

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Str. 6-8

66606 St. Wendel

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Str. 6-8

66606 St. Wendel

Via Farini 65 bis
13043 Cigliano (VC)
ITALY

Bioiks d.o.o0.
Stegne 11

Ljubljana 1000
SLOVENIA

Fresenius Medical Care (Jiangsu) Co. Ltd.
Guli Industry Park, Guli Zhen

Changshu City

Jiangsu Province

CHINA

GERMANY GERMANY

Rontis Dooel Veles SIS-TER S.p.A.

Dolno Orizari BB Via Crema 8

1400 Veles 26020 Palazzo Pignano (CR)
REPUBLIC OF NORTH MACEDONIA ITALY

F.M. S.p.A.

List of Production Sites - EC Certificate G1 024492 2480 Rev.00

Version 2 /2020-12-16
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4, Accessories

Product category

Risk Class

04/ 01 HD-Accessories

lla

Companies / Production Site(s)

Responsible Quality Controls

SIS-TER S.p.A.

Via Crema 8

26020 Palazzo Pignano
ITALY

SIS-TER S.p.A.

Via Crema 8

26020 Palazzo Pignano
ITALY

Nova Med GmbH

Antalya Serbest Bolgesi Merkez Subesi
No: 16, Liman Serbest Boélgesi Mahallesi
07070 Antalya

TURKEY

Nova Med GmbH

Antalya Serbest Bolgesi Merkez Subesi
No: 16, Liman Serbest Bélgesi Mahallesi
07070 Antalya

TURKEY

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Str. 6-8

66606 St. Wendel

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Str. 6-8

66606 St. Wendel

GERMANY GERMANY

Bioiks d.o.0. SIS-TER S.p.A.

Stegne 11 Via Crema 8

Ljubljana 1000 26020 Palazzo Pignano

SLOVENIA ITALY

Product category Risk Class
04 / 02 PD-Accessories lib/lla
Companies / Production Site(s) Responsible Quality Controls

SIS-TER S.p.A. SIS-TER S.p.A.

Via Crema 8 Via Crema 8

26020 Palazzo Pignano 26020 Palazzo Pignano

ITALY ITALY

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Str. 6-8

66606 St. Wendel

GERMANY

Fresenius Medical Care Deutschiand GmbH
St. Wendel Plant

Frankfurter Str. 6-8

66606 St. Wendel

GERMANY

Fresenius Medical Care Srbija d.o.0. Vr3ac
Beogradski put bb

Fresenius Medical Care Srbija d.o.0. Vr3ac
Beogradski put bb

26300 Vrsac 26300 Vrsac

SERBIA SERBIA

Kabomed for Medical Industries Company SIS-TER S.p.A.

10th of Ramadan city Via Crema 8

B4 No 174 26020 Palazzo Pignano
EGYPT ITALY

List of Production Sites - EC Certificate G1 024492 2490 Rev.00

Version 2 / 2020-12-16
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5. Catheters

Product category

Risk Class

05 / 01 HD-Catheters and Accessories

lla

Companies / Production Site(s)

Responsible FME Quality Controls

Bionic Medizintechnik GmbH
Max-Planck-Stralke 21

61381 Friedrichsdorf
GERMANY

Gambro Kathetertechnik Hechingen
Linsenaecker 1

72379 Hechingen

GERMANY

HOLOPACK Verpackungstechnik GmbH
Bahnhofstrasse

74429 Sulzbach-Laufen

GERMANY

Bahnhofstrasse
73453 Abtsmiind-Untergréningen
GERMANY

Fresenius Medical Care Deutschland GmbH
Else-Kroner-Str. 1

61352 Bad Homburg

GERMANY

Product category

Risk Class

05/ 02 PD- Catheters

lib

Companies / Production Site(s)

Responsible Quality Controls

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Str. 6-8

66606 St. Wendel

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Str. 6-8

66606 St. Wendel

GERMANY GERMANY

6. Needles
Product category Risk Class
06 / 01 Fistula needles lla

Companies / Production Site(s)

Responsible FME Quality Controls

Bionic Medizintechnik GmbH
Max-Planck-Stralte 21

61381 Friedrichsdorf
GERMANY

Nipro Corporation

3-9-3, Honjo-Nishi, Kita-ku
Osaka 531-8510

JAPAN

Bain Medical Equipment (Guangzhou) Co.,
Ltd.

No.10, Junchen Road

Eastern Area, Economic and Technological
Development District

Guangzhou 510760

P.R. CHINA

Fresenius Medical Care Deutschland GmbH
Else-Kroner-Str. 1

61352 Bad Homburg

GERMANY

List of Production Sites - EC Cerlificate G1 024492 2480 Rev.00

Version 2/2020-12-16
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7. Syringes
Product category Risk Class
07 / 01 Heparin Syringes lla

Companies / Production Site(s)

Responsible FME Quality Controls

Transcoject GmbH & Co. KG

Fresenius Medical Care Deutschland GmbH

Rigenstrafite 8 Else-Krdner-Str. 1
24539 Neum(nster 61352 Bad Homburg
GERMANY GERMANY
8. Solutions
Product cateqory Risk Class
08 / 03 Solutions for regional anticoagulation b

Companies [ Production Site(s)

Responsible Quality Controls

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Str. 6-8

66606 St. Wendel

Fresenius Medical Care Deutschland GmbH
St. Wendel Plant

Frankfurter Str. 6-8

66606 St. Wendel

GERMANY GERMANY
9. Cleaning and disinfectant agents

Product category Risk Class
09 / 01 Disinfectants lla

Companies / Production Site(s)

Responsible Quality Controls

Fresenius Medical Care (UK) Ltd.
Nunn Brook Road, Huthwaite
Sutton-in-Ashfield

Nottinghamshire NG 17 2HU
UNITED KINGDOM

Fresenius Medical Care (UK) Ltd.
Nunn Brook Road, Huthwaite
Sutton-in-Ashfield

Nottinghamshire NG 17 2HU
UNITED KINGDOM

Fresenius Medical Care Deutschland GmbH
Ober-Erlenbach Plant

Steinmiihlstr. 24

61352 Bad Homburg / Ober-Erlenbach
GERMANY

Fresenius Medical Care Deutschland GmbH
Ober-Erlenbach Plant

Steinminhlstr, 24

61352 Bad Homburg /Ober-Erlenbach
GERMANY

Ecolab Deutschland GmbH
Ecolab-Allee 1

40789 Monheim am Rhein
GERMANY

Dr. Schumacher GmbH
Am Roggenfeld 3

34323 Malsfeld
GERMANY

BIOXAL SA

Route des Varennes
71100 Chalen sur Sadne
FRANCE

Riihl AG & Co. chemische Fabrik KG
Hugenottenstr. 105

61381 Friedrichsdorf

GERMANY

Quellenweg 5
61381 Friedrichsdorf
GERMANY

Fresenius Medical Care Deutschland GmbH
Else-Kroner-Str. 1

61352 Bad Homburg

GERMANY

List of Production Sites - EC Certificate G1 024492 2490 Rev.00
Version 2 / 2020-12-16
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9. Cleaning and disinfectant agents

Product category

Risk Class

09 / 01 Disinfectants

lla

Companies / Production Site(s)

Responsible Quality Controls

Fresenius Kabi Espana, S.A.U.
Doctor Ferran 12

08339 Vilassar de Dait Barcelona
SPAIN

Fresenius Medical Care Deutschland GmbH
Else-Kréner-Str. 1

61352 Bad Homburg

GERMANY

Fresenius Medical Care

Production Sdn Bhd

Lot 34618, PT 29466
Techpark@enstek

71760 Bandar Enstek, Negeri Sembilan
MALAYSIA

Fresenius Medical Care Deutschland GmbH
Ober-Erlenbach Plant

SteinmUhlstr. 24

61352 Bad Homburg /Ober-Erlenbach
GERMANY

10. Dialysis fluids

Product category Risk Class
10 / 01 HD-Concentrates lib

Companies / Production Site(s)

Responsible Quality Controls

Fresenius Medical Care SMAD
Z.l. de la Pontchonniére

Route de la Chanade / Savigny
69591 L Arbresle Cedex
FRANCE

Fresenius Medical Care SMAD
Z.l. de la Pontchonniére

Route de la Chanade / Savigny
69591 L Arbresle Cedex
FRANCE

Fresenius Medical Care Deutschland GmbH
Ober-Erlenbach Plant

SteinmUhlstr. 24

61352 Bad Homburg /Ober-Erlenbach
GERMANY

Fresenius Medical Care Deutschland GmbH
Ober-Erlenbach Plant

Steinmiihlstr. 24

61352 Bad Homburg /Ober-Erlenbach
GERMANY

Fresenius Medical Care (UK) Ltd.
Nunn Brook Road, Huthwaite
Sutton-in-Ashfield

Nottinghamshire NG 17 2HU
UNITED KINGDOM

Fresenius Medical Care (UK) Ltd.
Nunn Brook Road, Huthwaite
Sutton-in-Ashfield

Nottinghamshire NG 17 2HU
UNITED KINGDOM

Fresenius Medical Care Esparia S.A.
Ctra. Vallderiolf, km 0,4

08430 La Roca del Vallés, Barcelona
SPAIN

Fresenius Medical Care Espaiia S.A.
Ctra. Vallderiolf, km 0,4

08430 La Roca del Vallés, Barcelona
SPAIN

VARIOPACK
Kolberger Str. 13-15
63667 Nidda-Harb

Fresenius Medical Care Deutschland GmbH
Else-Kréner-Str. 1
61352 Bad Homburg

GERMANY GERMANY
Product category Risk Class
10 / 02 HD-Solutions lib

Companies / Production Site(s)

Responsible Quality Controls

Fresenius Medical Care Deutschland GmbH
Frankfurter Strale 6 - 8

66606 St, Wendel

GERMANY

Fresenius Medical Care Deutschland GmbH
Frankfurter Strafle 6 - 8

66606 St. Wendel

GERMANY

List of Production Sites - EC Certificate G1 024492 2490 Rev.00

Version 2/ 2020-12-16
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11. Dialysis fluid supply equipment

11 / 02 Central delivery systems

11/ 05 Fittings and tubes for water treatment systems

Product category Risk Class
11 / 01 Water treatment equipment llb/lla

Companies / Production Site(s)

Responsible Quality Controls

Vivonic GmbH
Kurfiirst-Eppstein-Ring 4
63877 Sailauf
GERMANY

Fresenius Medical Care Deutschland GmbH
Schweinfurt Plant

Hafenstralke 9

97424 Schweinfurt

GERMANY

12. Active medical devices fo

r extracorporeal blood

treatment and peritoneal dialysis

12 / 02 HD machines and accessories

12 / 03 Acute dialysis machines and accessories
12 / 04 Machines for adsorption treatment and accessories

Product category Risk Class
12 / 01 PD machines and accessories b/ lla

12 / 05 Monitoring devices
12 / 06 Multipurpose machines for apheresis therapies and acute
dialysis
Companies / Production Site(s) Responsible Quality Controls
Fresenius Medical Care Deutschland GmbH Fresenius Medical Care Deutschiand GmbH
Schweinfurt Plant Schweinfurt Plant
Hafenstrafie 9 HafenstralRe 9
97424 Schweinfurt 97424 Schweinfurt
GERMANY GERMANY
Wild GmbH Fresenius Medical Care Deutschland GmbH
Wildstraie 4 Schweinfurt Plant
9100 Volkermarkt HafenstralRe 9
AUSTRIA 97424 Schweinfurt
GERMANY

List of Production Sites - EC Certificate G1 024492 2490 Rev.00
Version 2 / 2020-12-16
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