A1/704.11

Product Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or i)

No. G113 1066097 060

Manufacturer: B. Braun Avitum AG
Schwarzenberger Weg 73 - 79
34212 Melsungen
GERMANY

Facility(ies): B. Braun Avitum AG
Schwarzenberger Weg 73 - 79, 34212 Melsungen, GERMANY

B. Braun Avitum Saxonia GmbH
Juri-Gagarin-Strasse 13, 01454 Radeberg, GERMANY

Product Dialyzers, Hemofilters, Hemodiafilters,
Category(ies): Dialysis Fluid Filters, Hemofilters for
Continuous Renal Replacement Therapy

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 I1. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713029573
Valid from: 2014-01-02
Valid until: 2019-01-01

H-&

Hans-Heiner Junker

Date, 2014-01-03

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany

TOV®




Vertimas is angly kalbos

EC SERTIFIKATAS

Kokybés uztikrinimo sistema
(Medicinos priemoniy 93/42/EEC direktyvos (MDD), II priedo i8skyrus (4)
(Priemoniy Klasé ITa, IIb ar III)

Nr.: G113 10 66097 060

Gamintojas: B.Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
Vokietija
GamyKlos: B.Braun Avitum AG

Schwarzenberger Weg 73-79, 34212 Melsungen, Vokietija

B.Braun Avitum Saxonia GmbH
Juri-Gagarin-Strasse 13, 01454 Radeberg, Vokietija

Produkto kategorija Dializatoriai, Hemofiltrai, Hemodiafiltrai,
Dializés skys¢iy filtrai, hemofiltrai testinei inksty pakaitinei
terapijai

TUV Product Service GmbH sertifikavimo jstaiga patvirtina, kad nurodytas gamintojas
idiegé kokybés uZtikrinimo sistemg pagal MDD dél medicinos irenginiy II priedo numatyty
gaminiy ir kity kategorijy kiirimo, gamybos ir galutinio patikrinimo. Si kokybés uztikrinimo
sistema atitinka $ios Direktyvos nuostatas ir yra nuolat stebima. Norint platinti III klasés
gaminius biitina gauti papildoma I1(4) priede numatyta sertifikatg. Taip pat Zr.pastabas kitoje
lapo puséje.

PraneSimo Nr.: 713029573
Galioja nuo: 2014-01-02
Galioja iki: 2019-01-01
Data 2014 01 03 /Parasas/

Hans-Heiner Junker

TUV SUD Product Service GbmH yra oficiali tarnyba, Identifikacijos Nr. 0123.

Puslapis 1% 1

TUV SUD Product Service GmbH, Sertifikavimo tarnyba, Ridlerstrasse 65, 80339 Miunchenas, Vokietija



| | Divisicn RA

Konformitdtserkldrung | Doc#; Hlos -z
N Date: 2004-08-0¢
Declaration of Conformity Rev#: 9
Rev. date: 2004-02-16
Page: Taof2
Wir l We

B. Braun Avitum AG
Schwarzenberger Wegq 73-79
34212 Melsungen
Germany

erkldren in eigener Verantwortung,
dass das/die Produkt/e

- Diacap®
- Xevonta
Hé@modialysatoren, Himofilter
Hamodiafilter

(Artikelnummern siehe Anlage 1)

mit den Anforderungen der folgenden
Richtlinie tibereinstimmt/iibereinstimmen:

Richtlinie 93/42/EWG des Rates vom
14. Juni 1993 iiber Medizinprodukte

Konformitatsbewertungsverfahren:
nach Anhang Il Absatz 3
der oben genannten Richtlinie

Kiassifizierung
gemal Anhang IX der oben genannten
Richtlinie:
Klasse llb, Regel 3

EG-Zertifikat Nr.
G109 01 66097 021
Benannte Stelle:

TOV Product Service GmbH
Kennnummer 0123

Datum der ersten CE~Kennzeichnung:

hereby declare in our own responsibility
that the product/s

- Diacap®
- Xevonta
Haemodialyzers, Haemofiiters,
Haemodiafilters

(article numbers see attachment 1)

isfare in compliance with the following
directive:

Council Directive 93/42/EEC of 14 June 1993
concerning medical devices

Conformity assessment procedure:
according to annex Ii clause 3
of the Directive named above

Classification
according to annex IX of the Directive named
above:
Class Hlb, Rule 3

EC Certificate No.
(31 09 01 66097 021
Notified body:

TUV Product Service GmbH
Identification number 0123

Date of first CE-marking:

2001-06 2001-06
Melsungen, 2009-02-16 Mirandola, 2009-02-16 Melsungen, 2009-02-16
e 3 A
F i 4 &l
R R ETAL IS ae” (OY L G PR
U P A LU
Dr. Wolfgang Feller Dr-Giuliana Gavioli Bertram Kénig
Member of the Exccutive Board { Head of Divisian RA Vice President Quality




Vertimas i§ angly k.

Padalinys RA
Dokumentas: 47/04-RA-sz
B I BRAU N Data: 2004-06-08
Perzitira: 9
Perzitiros data: 2009-02-16
Puslapis: 1i§2

EB ATITIKTIES DEKLARACIJA
Mes

B.Braun Avitum AG
Schwarzenberger Weg 73-79,
34212 Melsungen
Vokietija

prisiimdami atsakomybg pareiskiame, kad $ie produktai

-Diacap
-xevonta
Hemodializatoriai, Hemofiltrai,
Hemodiafiltrai

(artikuly numerius ZiGirékite priede Nr.1)
atitinka sekancig Direktyva:

Medicinos priemoniy direktyva 93/42/EEC
1993 m. birZelio 14 d.

Atitikties patvirtinimo procediira:
Pagal priedo II punkta 3 pazyméta auki&iau

Klasifikacija
pagal prieda IX direktyvoje paZyméta aukiSiau:
Klase II b, taisykle 3

EB sertifikatas:
G1 09 01 66097 021

Registravimo tarnyba:
TUV Product Service GmbH
Identifikacijos Nr. 0123

Pirmo pazZyméjimo data:
2001-06

Melsungen, 2009-02-16 Mirandola, 2009-02-16

Melsungen, 2009-02-16
< O
/parasas/ /parasas/ /parasas/ - )
Dr.Wolfgang Feller Dr.Giuliana Gavioli

Bertram Konig
(Valdybos narys.) (RA padalinio vadovas ) (Viceprzidentas kokybei.)




Art.~Nr, §
Art, No,
72(382%

72035250
7203533
72035330
7203541
72035410
7203550
72035500
7203568
72035680
7203622
72036220
7203630
72036300
7203849
72036430
7203657
72036570
03665
72036650
7203673
720368730
7203681
72036810
720 4525
720 4533
720 4541
720 4550
720 45€8
720 4570
720 4622
720 4630

730 4649

S AN
LA T L I

>N

720 4657
720 4665
720 4670

Anlage { / Attachment |

Artikelbezeichnung /

Article description
Diacap® a Polysulfone LO PS 10
Diacap® o Polysulfone LO PS 10
Diacap® « Polysulfone LO PS 12
Diacap® a Polysulfone LO PS 12
Diacap™ o Polysulfone LO PS 15
Diacap® o Polysulfone LO PS 15
Diacap® o Polysuifone LO PS 18
Diacap® o Polysulfone LO PS 18
Diacap® o Polysulfone LO PS 20
Diacap® « Polysulfone LO PS 20
Diacap® u Polysuifone HI PS 10
Oiacap® a Polysulfone HI PS 10
Diacap® o Polysulfone HI PS 12
Diacap® a Polysulfone HI PS 12
Diacap® i Polysulfone HIPS 15
Diacap® u Polysuifone HI PS 15
Diacap® o Polysulfone HI PS 18
Diacap® o Polysulfone HI PS 18
Diacap® o Polysulfone HI PS 20
Diacap® ¢ Polysulfone Hi PS 20
Diacap® o Polysulfone+ HiFlo 18
Diacap® « Polysulfone+ HiFlo 18
Diacap® o Polysuifone+ HiFlo 23
Diacap® o Polysulfone+ HiFlo 23

xevonta Lo 10

xevanta Lo 12
xevanta Lo 15
xevonta Lo 18
xevgnta Lo 20
xevonta Lo 23
xevanta Hi 10
xevonita Hi 12
xevonta Ht 15
xevonta Hi 18
xeventa Hi 20

xevonta Hi 23

Konformitdtserkldrung
Declaration of Conformity

Bivision BA
Doc#:
Date:
Rev#:

; Rev. date

i Page:

47/04-RA-s2
2004-0G8-08
8
2009-02-18
20f2



B , BR&@N B. Braun MCdlZlntechno{ogre GmbH

SchwarzenbergerWeg 73-79
D-34212 Melsungen

ECDECLARATION OF CONFORMITY FOR MEDICAL, DEVICES

| W‘e
B, Braun Medlzmtechno/og/e GmbH SChwarzenberger Weg 73 79 D 342 12 Melsungen
_ hereby declare under our own responsxblhty that the producfs

Diacap® Ultra '
dialysis fluid ﬂ’cer :

' whom this declaratlon refers to, are in compliance with the followmg Drrectnve

Medical Device Directive 93/42/EEC
June 14, 1993

through the certificate: G1 04 02 21273 032
Diac'ap@? Ultra are class Ila medical devices according to rule 3 6f MDD 93/42/EEC - Annex IX

The list of prod'ilct article numbers is provided in Attachment.

r. Gunter Koppens‘celner
: (Quahty Management)

Me[sungen Z-OOC( 07 ?Q



CPaget/1 Attachment to the EC Declaratnon of Conformlty

Revision: 2

S, . of Dlacap® Ultra dla!ySIS fluid filter E ! %E@%ﬁ%

- Art.No.7107365  Diacap® Ultra

//.

!'/lucﬂ?m‘

‘. [M lketmq)

D%@Voopenstemcr ’

(Quality Man: agement)




Vertimas i§ angly k.

B/BRAUN

B.Braun Medizintechnologie GmbH
Schwarzenberger Weg 73-79
D-34212 Melsungen

EB ATITIKTIES DEKLARACIJA MEDICINOS PRIEMONEMS

Mes
B.Braun Medizintechnologie GmbH, Schwarzenberger Weg 73-79, D-34212 Melsungen
prisiimdami atsakomybe pareiSkiame, kad §is produktas
Diacap Ultra
dializes skysciy filtras
kuriam taikoma i deklaracija, atitinka sekandia Direktyva:

Medicinos priemoniy direktyva 93/42/EEC
1993 m. birzelio 14 d.

pagal sertifikata: G1 04 02 21273 032

Diacap Ultra yra priskirti Ila medicinos priemonéms pagal MDD 93/42/EEC 3 taisykle - IX priedas.

Pridedamas produkty sarasas.

/parasas/ /parasas/ /parasas/
Dr. Michael Juchem Dr.Giuliana Gavioli Dr. Giunter Koopensteiner
(Marketingo sk.) (Registracijos sk.) (Kokybes vadybos sk.)

Glandorf, 2004 03 01 Mirandola, 2004 03 03 Melsungen, 2004 02 26



Puslapis 1% 1 Priedas prie Diacap Ultra dializés skys¢iu filtry EB atitikties deklaracijos
PerZitrejimas: 2
Data: 2004 02 26

Art.Nr. 7107365  Diacap Ultra

/parasas/ ' /parasas/ /parasas/
Dr.Michael Juchem Giuliana Gavioli Dr.Giunter Koppensteiner
(Marketingo ir vystymo sk.) (Registracijos sk.) (Kokybés vadybos sk.)



A1112.09

Product Service

EC-CERTIFICATE

Full Quality Assurance System
(Annex il, section 3 of the Directive 93/42/EEC on Medical Devices)

No. G110 0566097 031

Manufacturer: B. Braun Avitum AG
Schwarzenberger Weg 73 - 79
34212 Melsungen
GERMANY

Facility(ies): B, Braun Avitum AG

Schwarzenberger Weg 73 - 79, 34212 Melsungen, GERMANY

B. Braun Avitum ltaly S.p.A.
Via XXV Luglio, 11, 41037 Mirandola (MO}, ITALY

B. Braun Medical Kft Production Division
Deli-Kuthatér ut 2-4, 3200 Gyéngyss, HUNGARY

Product Lines for Dialysis and Hemo(dia)filtration
Category(ies):

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 products / product categories according to Annex {l section 3 of the
Directive 93/42/EEC on Medical Devices. This quality assurance system conforms to the
provisions of this Directive and is subject to periodical surveillance. For marketing of class [l
products an additional Annex I1.4.certificate is mandatory. See also notes overleaf.

Report No.: 71368620

Valid until: 2015-06-22

H-4

Date, 2010-06-23
Hans-Heiner Junker

TOV SUD Product Service GmbH is Notified Body according to Council Directive 93/42/EEC
concerning medical devices with identification no. 0123.

Page 1 0of 1

o vm e @
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany oV



Vertimas i§ angly kalbos

EC SERTIFIKATAS

Kokybés uztikrinimo sistema
(Medicinos priemoniy 93/42/EEC direktyvos Il priedo 3 skyrius)

Nr.: G110 05 66097 031

Gamintojas: B.Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
Vokietija

Gamykla (-os): B.Braun Avitum AG

Schwarzenberger Weg 73-79, 34212 Melsungen, Vokietija

B.Braun Avitum Italy S.p.A
Via XXV Luglio, 11, 41037 Mirandola (MO), Italija

B.Braun Medical Kft Produkcijos skyrius
Deli-Kulhatar g.2-4, 3200 Gyongyos, Vengrija

Produkto (-y) Linijos dializei ir hemodiafiltracijai
kategorija (-jos)

TUV Product Service GmbH sertifikavimo istaiga patvirtina, kad nurodytas gamintojas
idiegeé Direktyvos 93/42/EEB dél medicinos jrenginiy II priedo 3 dalyje numatyty gaminiy ir
ky kategorijy kiirimo, gamybos ir galutinio patikrinimo kokybés uztikrinimo sistema. Si
kokybés uZtikrinimo sistema atitinka Sios Direktyvos nuostatas ir yra nuolat stebima. Norint

platinti II klasés gaminius biitina gauti papildoma I1.4 priede numatyta sertiﬁkat@ﬁé"ﬁﬁp{[

7 itoj 3 S G ONN

Zr.pastabas kitoje lapo puséje. &2 SN
[7 vae B

Pranesimo Nr.: 71368620 R
Galioja iki: 2015 06 22
Data 2010 06 23 /Parasas/ %

Hans-Heiner Junker

2 Rl
TUV PRODUCT SERVICE GMBH yra oficiali tarnyba, veikianti pagal tarybos medicininés jrangos direktyva
93/42/EEC. Identifikacijos Nr. 0123.

Puslapis 1 i§ 1

TUV PRODUCT SERVICE GMBH, Sertifikavimo tarnyba, Ridlerstrasse 65, D-80339 Miunchenas



Y8
Wir

Konformitétserkldrung
Declaration of Conformity

w’:‘~
%

B. Braun Medizintechnologie GmbH
Schwarzenberger Weg 73-78
34212 Melsungen
Germany

erkifren in sigener Verantwortung,
dass dasfdiz Produkt/e

Blutschiauchsysteme fiir die Himodialyse

f§""“°‘ﬂ.»"'1 27 R

"x‘m’derungen der folgenden Richtlinie

mit den A
Gurrsinstimmifibereinstimmen:

3/42{EWG des Rates vom
“,mi {iver Medizinprodukte

Konfermitdtsbewertungsverfahren:

nach &nhang Il Absatz 3
der obien genannten Richtlinie

Klassifizierung

gemiB Anhang 1X der oben genannten Richtlinie:

- siche Anhanyg -

EG-Zertifikat Nr.
BT 050521273038
GES03 02 21273 07

Benannte Stelle:
TUY Product Sepvie
Kennnummer 012

SmbH
3

Datuy der ersten CE-Kennzeichnung:
1598-02

S007-03-31

Dr. Wolfgarg Felter Dr. Giu

Kanaging Director

Mirandola, 2007-0%-31

na Gavioli
Head of Divisien RA

hereby declare in our cwn responsibility

that the product/s

Bloodline Systems for Haemodialysis

fart ey

sl e ot

isfare in compliance with the following directive:

Counctl Directive 93/42/EEC of 14 Junes 1093
conceming medics] devices

Conformity assessment procedure:
according to annex |l clause 3
and {0 annex ¥

of the Directive named above
Classification
aceording Lo annex X of the Directive named
above:

- see attachment -

EC Certificate No.
51050521273 038
Q250202 21275 M7

~ Notified body:
TV Product Service GmbM
ldentification number 8123

Date of first CE~marking:
199862

Melsungen, 2007-03-31

Ur. Thomas Tt
Hesd of Divéséor; jeic



Vertimas i§ angly k.

B/ BRAUN ATITIKTIES DEKLARACIJA Padalinys RA

Dok.: 38/04-RA-sz

Data: 2004 05 26

Patikr.: 1

Patikrinimo data: 2005 06 14
Psl. 1i85

Mes

B.Braun Medizintechnologie GmbH,
Schwarzenberger Weg 73-79,
D-34212 Melsungen
Vokietija

prisiimdami atsakomybg, pareiskiame, kad $is produktas/-ai

Kraujo linijy sistemos hemodializei

kuriam/-iems taikoma §i deklaracija, atitinka sekang&ia direktyva:

93/42/EEC Tarybos direktyva
1993 m. birzelio 14 d.
apie medicinos priemones

Atitikties vertinimo procediira
pagal auk$¢iau paminétos direktyvos II priedo 3 d.

Klasifikacija
pagal auk3c¢iau paminétos direktyvos IX prieda

EC Sertifikato Nr.
G1050521273 039
G2S 03 0221273 017

Notifikuota:
TUV roduct service GmbH
Identifikacijos nr.0123

Pirmoji CE Zyméjimo data (- e
1998 02 /WQ d&\i&‘}i 7’/&%’

Melsungenas, 2005 06 14 Mirandola, 2005 06 14 Melsungenas, 2005 06 14
/Parasas/ /Paragas/ /Paragas/
Dr.Wolfgang Feller Dr.Giuliana Gavioli Birgit Unger

Generalinis direktorius RA padalinio vadové QM padalinio vadove



Klasse /
Class

s

Konformitdtserkldrung
Declaration of Conformi

.

Antage | { Attachment |

HP &G
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Artikeibezeichnung /
Article description
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Konformitatserkldrung
Deciaration of Conformity

e tubing
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A1/04.11

EC Certificate | Product Service

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, Hlb or 1li)

No. G114 09 66097 064

Manufacturer: B. Braun Avitum AG
Schwarzenberger Weg 73 - 79
34212 Melsungen
GERMANY

Facility(ies): Kawasumi Laboratories (Thailand) Co., Ltd. (KLT-3)
Nava Nakorn Industrial Promotion Zone, 55/26 MU 13, Phahon
Yothin Road, KM-46, Tambon Khlong Nueng, Amphoe Khlong
Luang, Changwat Pathum Thani 12120, THAILAND

Kawasumi Laboratories (Thailand) Co., Ltd. (KORAT)

48 MU 8, Ratchasima-Chok Chai Road, Tambon Tha Ang,
Amphoe Chok Chai, Changwat Nakhon Ratchasima 30190,
THAILAND

Kawasumi Laboratories (Thailand) Co., Ltd. (KLT-4)
Nava Nakorn Industrial Promotion Zone, 55/27 MU 13, Phahon
Yothin Road, KM-46, Tambon Khlong Nueng, Amphoe Khlong
Luang, Changwat Pathum Thani 12120, THAILAND

Kawasumi Laboratories (Thailand) Co., Ltd. (KLT-3B)

Nava Nakorn Industrial Promotion Zone, 55/26 MU 13, Phahon
Yothin Road, KM-46, Tambon Khlong Nueng, Amphoe Khlong
Luang, Changwat Pathum Thani 12120, THAILAND

Product A. V. Fistula Needles
Category(ies):

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

Report No.: 713049303
Valid from: 2015-03-22
Valid until: 2020-03-21

#-&

Date, 2015-03-12
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 1

TOV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrae 65 - 80339 Miinchen - Germany



Vertimas i§ angly kalbos

EC SERTIFIKATAS

Kokybés uztikrinimo sistema
(Direktyva 93/42/EEB dél medicinos jrenginiy(MDD) II priedo isskyrus (4)
(Irenginiy lia, Iib ar III klasés)

Nr.: G114 09 66097 064

Gamintojas: B.Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
Vokietija
Gamykla (os): Kawasumi Laboratories (Thailand) Co., Ltd. (KLT-3)

Nava Nakom Industrial Promotion Zone, 55/26 MU-13,
Phahon Yothin Rd., KM-46, Tambon Khlong Nueng, Amphoe
Khlong Luang, Changwat Pathun Thani 12120, Tailandas

Kawasumi Laboratories (Thailand) Co., Ltd. (KORAT)
48 MU-8, Ratchasima-Chokchai Rd., Tambon Tha-Ang, Amphoe
Chokchai, Changwat Nakhon Ratchasima 30190, Tailandas

Kawasumi Laboratories (Thailand) Co., Ltd. (KLT-4)

Nava Nakom Industrial Promotion Zone, 55/27 MU-13,
Phahon Yothin Rd., KM-46, Tambon Khlong Nueng, Amphoe
Khlong Luang, Changwat Pathun Thani 12120, Tailandas

Kawasumi Laboratories (Thailand) Co., Ltd. (KLT-3B)

Nava Nakom Industrial Promotion Zone, 55/26 MU-13,
Phahon Yothin Rd., KM-46, Tambon Khlong Nueng, Amphoe
Khlong Luang, Changwat Pathun Thani 12120, Tailandas

Produkto kategorija(os): A.V. fistulinés adatos

TUV Product Service GmbH sertifikavimo jstaiga patvirtina, kad nurodytas gamintojas
idiegé medicinos jrenginiy II priede numatyty gaminiy ir jy kategorijy kiirimo, gamybos ir
galutinio patikrinimo kokybés uZtikrinimo sistema. Si kokybés uztikrinimo sistema atitinka
Sios Direktyvos nuostatas ir yra nuolat stebima. Norint platinti III klasés gaminius biitina
gauti papildoma II.4 priede numatyta sertifikata. Taip pat Zr.pastabas kitoje lapo puséje.

PraneSimo Nr.: 713049303
Galioja nuo: 2015-03-22
Galioja iki: 2020 03 21
Data 201503 12 /Parasas/

Hans-Heiner Junker

TUV PRODUCT SERVICE GMBH yra oficiali tarnyba, veikianti pagal tarybos medicininés jrangos direktyva
93/42/EEC. Identifikacijos Nr. 0123.
Puslapis 1 i3 1

TUV PRODUCT SERVICE GMBH, Sertifikavimo tarnyba, Ridlerstrasse 65, D-80339 Miunchenas, Vokietija



A1/ 04.11

Product Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, IIb or i)

No. G1121066097 050

Manufacturer: B. Braun Avitum AG
Schwarzenberger Weg 73 - 79
34212 Melsungen
GERMANY
Product Sterile and non-sterile hemodialysis
Category(ies): concentrates (class lIb), solid dosage

form for hemodialysis (class lIb),
and irrigation solutions (class lla)

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

Report No.: 713012956
Valid from: 2013-02-17
Valid until: 2018-02-16

H-&

Date, 2013-02-16
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany Tov®



A1704.11

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex ll excluding (4)
(Devices in Class lla, lIb or 1)

No. G112 1066097 050

Facility(ies): B. Braun Avitum AG, Werk Glandorf
Kattenvenner Stralte 32, 49219 Glandorf, GERMANY

B. Braun Avitum ltaly S.p.A.
Via XXV Luglio, 11, 41037 Mirandola (MO), ITALY

Page 2 of 2

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany

Product Service



Vertimas i angly kalbos

EC SERTIFIKATAS

Kokybés uztikrinimo sistema
(Medicinos priemoniy 93/42/EEC direktyvos (MDD), II priedo i$skyrus 4)
(Priemoniy Klaseé IIa, IIb ar III)

Nr.: G112 10 66097 050

Gamintojas: B.Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
Vokietija
Produkto kategorija Steriliis ir nesteriliis hemodializés koncentratai (klasé I1Ib),

sauso dozavimo formos hemodializei (klasé ITb) ir
irigaciniai tirpalai (klasé I1a)

TUV Product Service GmbH sertifikavimo jstaiga patvirtina, kad nurodytas gamintojas
idiege kokybes uZtikrinimo sistema pagal MDD dél medicinos irenginiy II priedo numatyty
gaminiy ir ky kategorijy kiirimo, gamybos ir galutinio patikrinimo. Si kokybés uztikrinimo
sistema atitinka $ios Direktyvos nuostatas ir yra nuolat stebima. Norint platinti III klasés
gaminius biitina gauti papildomg I1(4) priede numatyta sertifikat. Taip pat Zr.pastabas kitoje
lapo puséje.

Pranes§imo Nr.: 713012956
Galioja nuo: 2013-02-17
Galioja iki: 2018-02-17
Data 201302 15 /Parasas/

Hans-Heiner Junker
TUV SUD Ppoduct Service GbmH yra oficiali tamyba, Identifikacijos Nr. 0123.
Puslapis 11§ 2

TUV SUD Product Service GmbH, Sertifikavimo tarnyba, Ridlerstrasse 65, 80339 Miunchenas, Vokietija



EC SERTIFIKATAS

Kokybés uztikrinimo sistema
(Medicinos priemoniy 93/42/EEC direktyvos (MDD), II priedo i8skyrus (4)
(Priemoniy Klasé lia, Iib ar III)

Nr.: G1 12 10 66097 050

Gamykla(-o0s): B.Braun Avitum AG, Werk Glandorf
Kattenvenner Str.32,49219 Glandorf, Vokietija

B.Braun Avitum Italy.
Via XXV Luglio,11, 41037 Mirandola (MO), Italija

Tte |
qu c“‘i} A/L

Puslapis 2 i§ 2

TUV SUD Product Service GmbH, Sertifikavimo tarnyba, Ridlerstrasse 65, 80339 Miunchenas, Vokietija



Division RA

B J BRAU N Konformitdtserkiirung Doct: 71/04-RAJsz
. " Date: 2004-08-27
Declaration of Conformity Revé: 8
Rev. date: 2008-10-29
Page: 10f 10
Wir | We

B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
Germany

erklaren in eigener Verantwortung,

hereby declare in our own responsibility
dass das/die Produkt/e

that the product/s

Saure Bicarbonat-Hamodialyse-Konzentrate

Acidic Bicarbonate Haemodialysis Concentrates
{Artikelnummern siche Antage 1)

{article numbers see attachment 1)

mit den Anforderungen der folgenden Richtlinie is/are in compliance with the following directive:
ibereinstimmt/ibereinstimmen:

Richtlinie 93/42/EWG des Rates vom

14. Juni 1993 iiber Medizinprodukte

Council Directive 93/42/EEC of 14 June 1993
concerning medical devices

Konformitdtsbewertungsverfahren:
nach Anhang Il Absatz 3
der oben genannten Richtlinie

Conformity assessment procedure:
according to annex H section 3
of the Directive named above

Klassifizierung
gemaB Anhang IX der oben genannten Richtlinie:

Classification
according to annex IX of the Directive named
above:

Class b rule 3
Class | sterile Rule 1
EC Certificates No.
G108 03 66097 004
(G2S 08 03 66097 001
Notified body:

TOV Product Service GmbH
ldentification number 0123

Kiasse lIb Regel 3
Klasse | sterile Regel 1
EG-Zertifikat Nr.
G108 03 66097 004
(52S 08 03 66097 001
Benannte Stelle:

TOV Product Service GmbH
Kennnummer 0123

Datum der ersten CE-Kennzeichnung:
1998-03

Date of first CE-marking:
1998-09

Mirandola, 2008-10-29

MeleOOB—]O—ZS
f

Or. WO%;”MP{/\)

Member of the Executive Board

Lleg T80

Dv. Giuliana Gavioli
Head of Division RA

Melsungen, 2008-10-29
I

. ;
i. V. i
Ly gy
Betram Kénig
Vice President Quality

{ I ‘t‘ /\../v

”




Vertimas is angly k.

B BRAUN ATITIKTIES DEKLARACIJA Padalinys RA
Dok.: 71/04-RA-sz
Data : 2004 08 27
Patikr.: 8
Patikrinimo data: 2008 10 29
Psl. 11§10

Mes

B.Braun Avitum AG,
Schwarzenberger Weg 73-79,
D-34212 Melsungen
Vokietija

prisiimdami atsakomybe, pareiskiame, kad §is produktas/-ai

Ragstiniai bikarbonatiniai hemodializés koncentratai

kuriam/-iems taikoma $i deklaracija, atitinka sekancig dircktyva:

93/42/EEC Tarybos direktyva
1993 m. birzelio 14 d.
apie medicinos priemones

Atitikties vertinimo procediira
pagal auk$¢iau paminétos direktyvos I priedo 3 d.

Klasifikacija
pagal auks¢iau paminétos direktyvos [X prieda

EC Sertifikato Nr.
G1 08 03 66097 004 TE@

G2S 08 03 66097 001

Notifikuota: ui el QW
TUV roduct service GmbH ;

Identifikacijos nr.0123

Pirmoji CE Zyméjimo data

1998 09
Mclsungenas, 2008 10 29 Mirandola, 2008 10 29 Melsungenas, 2
/Parasas/ /Parasas/ /Paradas/
Dr.Wolfgang Feller Dr.Giuliana Gavioli Betram Konig

Valdybos narys RA padalinio vadové Viceprzidentas kokybei



Bf BRAUN Formblatt Konformiiatserklarung Revisionsdatum:
MEDIZINTECHHIK 2003-05-14

CE - Declaration of Conformity

EG - Konformitdiserklirung
We [ Wir
B. Braun Medizintechnologie GmbH

Schwarzenberger Weg 73-79

D -34212 Melsungen

Site
Fertigungsstitten
B.Braun Medizintechniologie GmbH Werk Glandorf
D - 49219 Glandorf
B.Braun Medizintechnologie GmbH Werk Bremerh aven

D - 27568 Bremerhaven
declare in our own responsibility, that the product/s
erkldren in cigener Verantiwortung, daf das Produkt/die Produktkategoric

Alkaline Bicarbonate Haemodialysis Concentrates
Basische Bicarbonat-Himodizlyse—Konzentrate

which is covered by this declaration is in compliance with the following
directives/standards:

auf die sich diese Evklarung bezieht, mit den Jolgenden Richtlinien/Gesetzen/Normen iiber-
einstimmt: '

Council Directive 93/42/EEC
of 14 Jutie 1993
concerning Médical Devices
Richtlinie 93/42/EWG des Rates
rom 14. Juni 1993

iiber Medizinprodukte

Glandorf, 14.05.03

ppa.

( - L.

Dr. Martin Renken

LiQualititsmanagement_GMKonfcnmitiis C-iP-IA1Z:- Seile 1von 1
arkiGrungeniKonformnitilserkiinimng Las.
Biearbonat.doz



Vertimas is angly k.

B BRAUN Atitikties deklaracijos forma 2003 05 14

MEDIZINTECHNIK

ATITIKTIES DEKLARACIJA

Mes
B.Braun Medizintechnologie GmbH,

Schwarzenberger Weg 73-79,

D-34212 Melsungen
Vieta

B.Braun Medizintechnologie GmbH Werk Glandorf
D-49219 Glandorf
B.Braun Medizintechnologic GmbH Werk Bremerhaven

D-27568 Bremenhaven

pristimdami atsakomybg, pareiSkiame, kad $is produktas/ai

Sarminis bikarbonatinis hemodializés koncentratas

kuriam taikoma §i deklaracija, atitinka sekanéias direktyvas/ standartus

93/42/EEC Tarybos direktyva
1993 m. birzelio 14 d.
apie medicinos priemones

LQ'Q/L\'&&_\
Glandorf, 2003 05 14

Iparasas/
Dr.Martin Renken

Pustapis 131



Konformitatserkldrung
Declaration of Conformity

B/ BRAUN

Anlage | / Attachment |

Hemodialysis Concentrate Class llb

Art.-Nr. / Artikelbezeichnung

Art. No. Article description
5930 SW 56 BC 0L
297 SW 74 A 0L
367 SW74A 800 1
3356 SW75A 3001
305 SW79 A 0L
227 SW79 A 300L
7820 SWa3 A 5L
3269 SWa3 A 6L
163 SW a3 A 800 L
349 SWa3 A 0L
7831 SWs5 A 5L
17 SWa5 A 6L
7958 SW 95 A 6L(5LF)
149 SWI5 A 0L
362 SW95 A 300L
7233 SWas A 500 L
361 SWgs5 A 800 L
7949 SW 95 A Baxter 6L
201 SW 101 A 10L
7832 SW102 A 5L
565 SW 102 A 300 L
171 SW 102 A 800 L
7714 SW 102 A 6L
147 SW102A 0L
211 SW105A 0L
7415 SW 105 A 300 L
3283 SW105A 800 L
896 SW 121 A 10L
7210886 SW 127 A 5L
7210765 SW 127 A 551 Bag
887 SW 127 A-F 6L
7578 SW 127 A 0L
204 SW 127 A 300L
7278 SW 127 A 500 L
7778 SW 127 A 6L
7953 SW127 A 6L{5LF)
7961 SW 127 A 8L(7LF)
7960 SW 127 A 8L
7178 SW 127 A 800 L
7934 SW 127 A Baxter 6L
165 SW 128 A 10L
7416 SW 128 A 300 L
7968 SW 128 A 800 L
7834 SW 130 A 5L
107 SW130A 800 L
143 SW130A 10L
358 SW 130 A 6L
7210884 SW 139 A 5L
7210764  SW 139 A 5.5 L Bag

Division RA
DOoc#:
Date:
Rev#:

Rev. date:
Page:

71/04-RA[sz
2004-08-27
8
2008-1C-29
20f10



Konformitatserklarung
Declaration of Conformity

B/ BRAUN

Art.-Nr. / Artikelbezeichnung

Art. No. Article description
7821 SW 139 A 5L
7524 SW 139 A 10L
7324 SW 139 A 300 L
7224 SW 139 A 500t
7724 SW 139 A 6L
364 SW 139 A 800 L
7939 SW 139 A Baxter 6L
29 SW 148 A 800 L
344 SW 152 A 300 L
332 SW 152 A 800 L
556 SW 152 A 0L
7837 SW 154 A 5L
7713 SW 154 A 6L
253 SW 154 A 0L
3357 SW 154 A 300L
3212 SW 154 A 800 L
3336 SW 156 A 10L
3230 SW 156 A 300 L
585 SW 156 A 800 L
262 SW 159 A 0L
582 SW 162 A 0L
7822 SW 163 A 5L
3203 SW 163 A 10L
7246 SW 163 A 500 L
8473 SW 163 A 6L
1M SW 166 A 300 L
8475 SW 166 A 6L
7282 SW 166 A 500 L
335 SW 166 A 10L
7430 SW 166 A 800 L
160 SW 167 A 300 L
156 SW 167 A 800 L
247 SWI171 A 1L
7823 SW 172 A 5L
7823 SW 172 A 5L
103 SW 172 A 300 L
577 SW 172 A 10L
517 SW 172 A 6L
7283 SWI172 A 500 L
7836 SW 173 A 5L
7712 SW 173 A 6L
595 SW 173 A 0L
7210763 SW 178 A 551 Bag
7824 SW178 A 5L
137 SW 178 A 0L
138 SW 178 A 300L
139 SW 178 A 500 L
133 SW 178 A 6L
3221 SW 181 A 10L
3226 SW 182 A 10L
7435 SW 184 A 6L
3228 SW 184 A 800 L
3227 SW 184 A 0L
8478 SW192 A 6L

Division RA
Doc#:
Date:
Rev#:

Rev. date:
Page:

71/04-RAfsz
2004-08-27
8
2008-10-29
3of10



B‘ BRAUN , Konformitétserklirung

Declaration of Conformity

Art.-Nr. / Artikelbezeichnung
Art. No. Article description

225 SW 1392 A 0L
7992 SW 192 A Baxter 6L
7301 SW 194 A 6L
3254 SW 194 A 0L
7994 SW 194 A Baxter 6L
131 SW 195 A 0L
88 SW195 A 300 L
8275 SW 195 A 500 L
8481 SW 195 A 6L
7210888 SW 196 A 5L
7825 SW 196 A 5L
3273 SW 196 A 10 L
3251 SW 186 A 6L
7800 SW 197 A 6L
3253 SW 187 A 0L
3287 SW 206 A 0L
6834 SW 206 A 300 L
3295 SW213A 8L
7826 SW 215 A 5L
7544 SW215A 0L
7344 SW215 A 300L
7547 SW215A 6L
7729 SW 219 A 6L
7537 SW219 A 101
7413 SW219 A 300 L
7708 SW 221 A 0L
3309 SW221 A 800 L
7798 SW 222 A 6L
7710 SW 222 A 0L
3310 SW 222 A 800 L
352 SW223 A 0L
3426 SW 223 A 300 L
129 SW 226 A 500 L
3321 SW 226 A 800 L
218 SW 229 A 8L
7838 SW 230 A 5L
3424 SW 230 A 6L
239 SW 230 A 300 L
224 SW 230 A 800 L
223 SW 230 A 0L
285 SW 230 A-F 0L
221 SW 231 A 6l
214 SW 231 A 800 L
226 SW 23t A 0L
240 SW 231 A 300L
296 SW 231 A-F 0L
159 SW 232 A 8L
244 SW232 A 800 L
3210 SW 236 A 0L
3326 SW 238 A 0L
7594 SW 239 A 0L
3333 SW 240 A 6L
7508 SW 240 A 10L

3331 SW 240 A 800 L

Division RA
Doc#:
Date:
Rev#:

Rev. date:
Page:

71/04-RAfsz
2004-08-27
8
2008-10-29
4 0of 10



B/ BRAUN

Konformititserkldrung
Declaration of Conformity

Art.-Nr. [
Art. No.

124
3338
7417
7967
75486
3343
3399
3341
6827
3342
6829
3397
7306
7794
7801
194
3351
540
206
7944
208
7945
3293
7827
136
7962
7377
7827
7777
366
301
3423
112
7300
8421
7972
258
7407
250
7974
254
251
8490
7622
113
8469
8491
117
7782
116
96
98
3322
7975

SW 241 A
SW 243 A
SW 243 A
SW 243 A
SW 245 A
SW 247 A
SW 247 A
SW 247 A
SW 248 A
SW 248 A
SW 248 A
SW 248 A
SW251 A
SW 251 A
SW252A
SW 252 A
SW 254 A
SW 254 A
SW 256 A
SW 258 A
SW 258 A
SW 258 A
SW 261 A
SW 262 A
SW 262 A
SW 262 A
SW262 A
SW 262 A
SW 262 A
SW 262 A
SW 264 A
SW 264 A
SW 268 A
SW272A
SW272A
SW 272 A Baxter
SW 274 A
SW 274 A
SW274 A
SW275A
SW 275 A
SW 275 A
SW 276 A
SW276 A
SW277 A
SW 278 A
SW 278 A
SW 284 A
SW 285 A
SW 285 A
SW 285 A
SW 285 A
SW 285 A
SW 286 A

Artikelbezeichnung
Article description

10t
0L
300L
800 L
0L
0L
300L
800 L
6!
0L
300 |
800 L
6L
10L
6L
0L
101
300 L
300t
6L
0L
800L
800 L
5L
0L
8L
300L
5L
6L
800 |
10L
300L
0L
6L
0L
6L
0L
300 L
800 L
61
0L
800 L
6L
oL
800 L
6L
L
10!
61
101!
3001
5001
8001
61

Division RA
Doc#:
Date:
Rev#:

Rev. date:
Page:

71/04-RA/sz
2004-08-27
8
2008-10-29
5of 10



B BRAUN

Konformititserklirung
Declaration of Conformity

Art.-Nr. /
Art. No.

118
93
8232
3395
7995
7996
7958
7997
7998
7999
7957
7707
7509
7513
7518
7908
7565
7566
7366
7266
7828
7575
89
7275
7579
7775
7829
7576
87
7276
39
7776
7955
7976
7210885
7210766
7830
7830
7580
7380
7280
7780
7980
7182
7210889
7210767
7581
7381
7281
7781
7956
7181
7589
7954

SW 286 A
SW 286 A
SW 286 A
SW 294 A
SW 295 A
SW 236 A
SW 296 A
SW 2397 A
SW 298 A
SW 299 A
SW 299 A
SW 307 A
SW 308 A
SW 316 A
SW319A
HDY 320 A HELP
SW 365 A
SW 366 A
SW 366 A
SW 366 A
SW375 A
SW375A
SW375A
SW375A
SW375A
SW375A
SW376 A
SW 376 A
SW 376 A
SW 376 A
SW 376 A
SW 376 A
SW 376 A
SW 376 A Baxter
SW 380 A
SW 380 A
SW 380 A
SW380A
SW 380 A
SW 380 A
SW380A
SW380A
SW 380 A Baxter
SW 380 A
SW 381 A
SW 381 A
SW 381 A
SW 381 A
SW 381 A
SW3g1 A
SW381 A
SW 381 A
SW 389 A
SW 390 A

Artikelbezeichnung

Article description
101
3001
800 |
101
61
61
6L(5LF)
61
61
61
BL(SLF)
6L
10L
10L
0L
6L
10L
101
300t
500 L
5L
101
300 L
500 L
800 L
6L
5L
0L
300L
500 L
800 L
6L
6L(5LF)
6L
5L
5.5 L Bag
5L
5L
0L
300L
500 L
6L
6L
800 L
5L
55 L Bag
101
300t
5001L
6L
6L(S5LF)
800 L
0L
5L

Division RA
Doc#:
Date:
Rev#:

Rev. date:

i Page:

71/04-RA/sz ’

2004-08-27
8
2008-10-29
8 of 10

|



B BRAUN

Konformitatserklarung
Declaration of Conformity

Art.~Nr, /
Art. No.

7590
7593
7393
7293
7298
7793
7379
7597
7399
7297
86
7398
7342
7611
7943
7569
7403
7602
7600
7584
7570
7582
7510
7601
7571
7573
7592
7432
7299
7302
6807
7936
7400
7969
7964
7970
7948
7947
6805
7985
6830
7402
7986
7973
7987
7419
6806
7988
3223
3400
7797
7304
7210883
7305

SW 390 A
SW 3393 A
SW393 A
SW 3393 A
SW 333 A
SW393 A
SW 397 A
SW 387 A
SW397 A
SW397 A
SW 397 A
SW 398 A
SW 402 A
SW 402 A
SW 403 A
SW 405 A
SW 406 A
SW 406 A
SW 407 A
SW 408 A
SW 408 A
SW 408 A
SW 409 A
SW 409 A
SW410A
SW413 A
SW 414 A
SW 414 A
SW415A
SW 416 A
SW 417 A
SW417 A
SW 417 A
SW418A
SW419A
SW 420 A
SW 421 A
SW 422 A
SW 423 A
SW423 A
SW 423 A
SW 423 A
SW 423 A
SW 424 A
SW 424 A
SW 424 A
SW425A
SW425A
SW 426 A
SW 427 A
SW 430 A
SW 430 A
SW431 A
SW 431 A

Artikelbezeichnung
Article description

10L
0L
300 L
500 L
800 L
6L
6L
0L
300L
500 L
800 L
300L
6L
0L
6L
10}
300L
800 L
800 |
61
101
800 |
101
800 |
61
0L
0L
800 L
6L
0L
61
10L
500 L
0L
6L
6l
6L
6L
61
0L
3001
500 |
800 L
61
101
800 L
61
0L
800 L
0L
6L
10L
51
6L

Division RA
Doc#:
Date:
Rev#:

Rev. date:
Page:

71/04-RAfsz
2004-08-27
8
2008-10-29
7 of 10



B BRAUN

Konformitatserklirung
Declaration of Conformity

Art.-Nr. /
Art. No.

7635
7609
6808
6828
6831
6832
6833
6809
7732
368

7433
7428
7785
7795
7796
7548
3216
7971
7531
7715
7425
7404
7530
7728
7532
7429
7733
7534
7408
7410
7725
7535
7409
7405
7427
7799
7734
7538
7426
7411
7726
7541
7412
7406
7542
7414
7727
7543
6835
7645
7598
7420
7421
7422

SW432A
SW 433 A
SW 434 A
SW 434 A
SW 434 A
SW 434 A
SW 434 A
SW 435 A
SW 436 A
SW 436 A
SW 436 A
SW 436 A
SW 437 A
SW 438 A
SW 439 A
SW 439 A
SW 440 A
SW441A
SW 441 A
SW 442 A
SW 442 A
SW 442 A
SW 443 A
SW 444 A
SW 444 A
SW 444 A
SW 445 A
SW 445 A
SW 445 A
SW 445 A
SW 446 A
SW 446 A
SW 446 A
SW 446 A
SW 446 A
SW 447 A
SW 448 A
SW 448 A
SW 448 A
SW 448 A
SW 449 A
SW 449 A
SW 449 A
SW 449 A
SW 450 A
SW 450 A
SW451A
SW 451 A
SW 451 A
SW 452 A
SW 453 A
SW 454 A
SW 455 A
SW 456 A

Artikelbezeichnung
Article description

6L
6L
61
101
3004
500
800 |
61
6L
1014
300 L
500 L
101
6L
6L
0L
800 L
61
101
6!
3001
500 |
101
6L
101
800 L
6L
101
300L
500 L
61
101
300 L
500 1
800 L
61!
6L
0L
300L
500 L
61
101
3001
5001
101
300L
61
101
300 L
10L
0L
800 L
800 L
500 L

Division RA
Doc#:
Date:
Rev#:

Rev. date:
Page:

71/C4-RAfsz
2004-08-27
8
2008-10-29
3 of 10



B/BRAUN

Konformititserklarung
Declaration of Conformity

Art.-Nr. /
Art. No.
7423
7424
7705
7706
7210820
7210846
7210821
7210847
7210822
7210848
7210823
7210849
7210802
7210850
7210824
7210851
8496
8497
8471
84388
8501
7434
7210772
7629
7610
7638
7612
7641
7613
7735
7614
7642
7615
7643
7616
7786
7638
7617
7618
7619
7620
7621
7623
7624
7978
7625
7626
7210890
7736
7627
7418
7738
7628
7630

SW 457 A
SW 458 A
SW 460 A
SW 461 A
SW 462 A
SW 462 A
SW 463 A
SW 463 A
SW 464 A
SW 464 A
SW 465 A
SW 465 A
SW 466 A
SW 466 A
SW 467 A
SW 467 A
SW470 A
SW471 A
SW 472 A
SW472 A
SW 476 A
SW 478 A
SW501 A
SW501 A
SW 501 A
SW515A
SW 525 A
SW526 A
SW 533 A
SW 552 A
SW 552 A
SW 567 A
SW575A
SW577 A
SW 601 A
SW6E03 A
SWB03 A
SW 640 A
SW642 A
SWB49 A
SW 650 A
SWe51A
SW 704 A
SW720A
SW721A
SW721A
SW722A
SW723A
SW723A
SW723 A
SW723 A
SW 724 A
SW 724 A
SW725A

Artikelbezeichnung
Article description

500 L

500 L

101

101

4,7 L Bag

4,7 L Canister
4,7 L Bag

4,7 L Canister
4,7 L Bag

4,7 L Canister
4,7 L Bag

4,7 L Canister
4,7 L Bag

4,7 L Canister
4,7 L Bag

4,7 L Canister
0L

0L

6L

0L

10L

6L

55 L Bag

6L

0L

0L

10L

0L

10L

6L

10L

0L

0L

0L

0L

6L

10L

0L

0L

0L

0L

10L

0L

0L

6L

10L

0L

5L

6L

0L

300 L

6L

10L

6L

Division RA
Loc#:
Date:
Rev#:
Rev. date:
Page:

71/04-RA[sz
2004-08-27
8
2008-10-29
9 of 10



B/BRAUN

Konformitidtserkldrung
Declaration of Conformity

Art.~Nr. /
Art. No.

7631
7632
7644
7633
7737
7634
7210762
7803
133BBC
3269BBC
772488C
7778BBC
7780BBC
7781BBC
7210837
7210854
7210838
7210870
7210871
7210853
7210839
7210840

Artikelbezeichnung

Article description
SW 725 A 0L
SW 726 A 6L
SW 726 A 0L
SW 727 A 10L
SW 728 A 6L
SW 729 A 0L
SW 730 A 5,5 L bag
SW 731 A 6L
SW178A 6 L canister
SW93A 6 L canister
SW139A 6 L canister
SW127A 6 L canister
SW380A 6 L canister
SW381A 6 L canister
SW 35 A 55 L bag
SW 468 A 4,7 L bag
SW 469 A 55 L Bag
SW 475 A 4,7 L bag
SW 475 A 4,7 | Canister
SW 473 A 4,7 L Canister
SW721 A 5.5 L bag
SW 726 A 5,5 L bag

Additives for Acidic Bic HD Concentrates Class lib

341
354
230
232
231
4250

Calciumchlorid 12,9% 100 ml
Calciumchlorid 25,79% 100 ml
Kaliumchlorid 26,1% 78 mi
Kaliumchlorid 26,1% 60 mi
Kaliumchlorid 26,1% 100 mi
Soluz.cl.potas. 26,1% 20x60m| 60 ml

Accessories for HD concentrates Class | sterile

7210768
7210769
7210770
7210783
7210836
PPO01898

Connection Set for Baxter (E0)

Connection Set for Gambro {EQ)

Connection Set for Dialog (EQ)

Connector for acidic concentrate bags on Dialog
Connector for acid concentrates in bag

Adapter for acidic concentrates
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Page: 1of2

Wir

We

B. Braun Medizintechnologie GmbH
Schwarzenberger Weg 73-79
34212 Melsungen
Germany

erkldren in eigener Verantwortung,
dass das/die Produkt/e

Sol-Cart B®
Natriumhydregencarbonat fiir die Himodialyse

{Artikeinummern siche Anlage I}

mit den Anforderungen der folgenden Richtlinie
iibereinstimmt/iibereinstimmen:

Richtlinie 93/42/EWG des Rates vom
14. Juni 1993 iiber Medizinprodukte

Konformitatsbewertungsverfahren:
nach Anhang |l Absatz 3
der oben genannten Richtlinie

Klassifizierung
gemaB Anhang IX der oben genannten Richtlinie:

Klasse 1lb, Regel 3

EG-Zertifikat Nr.
G1 050121273011

) Benannte Stelle:
TUV Product Service GmbH
Kennnummer 0123

Datum der ersten CE-Kennzeichnung:
1998-09

Melsafigen, 2005-05-30

Dr. Wolfgang Feller Dr. Giulj

Managing Director

Mirandola, 2005-05-30

Gavioli
Head ofDivision RA

hereby declare in our own responsibility
that the product/s

Sol-Cart B®
Sodium bicarbonate for haemodialysis

{article numbers see attachment i)

isfare in compliance with the following directive:

Council Directive 93/42/EEC of 14 June 1993
concerning medical devices

Conformity assessment procedure:
according to annex il clause 3
of the Directive named above

Classification
according to annex IX of the Directive named
above:
Class lib, Rule 3

EC Certificate No.
G10501 21273 011

_ Notified body:
TUV Product Service GmbH
ldentification number 0123

Date of first CE-marking:
1998-09

Melsungen, 2005-05-30
i. V.

Birgit Ungpr
Head of Divi§ion QM
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Anlage | / Attachment |

Art.-Nr./  Artikelbezeichnung / Kartuschen pro Box /
Art. No. Article description Cartridges per Box
494 Sol-Cart 8% 760 g 10x 760 g

496 Sol-Cart B® 650 g 10 x 650 g

499 Soi-Cart B® 650 g 10x650g

501 Sol-Cart B® 760 g 10x760¢g

512 Sol-Cart B® 760 g 10x760g

507 Sol-Cart B® 650 g 32x650¢

515 Sol-Cart B® 760 g 32x760¢g

518 Sol-Cart B® 650 g 40x 650 g

519 Sol-Cart B® 760 g 40x760g



A1/04.11

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)

(Devices in Class lla, Iib or lil)

No. G114 03 66097 061

Manufacturer:

Facility(ies):

Product
Category(ies):

B. Braun Avitum AG

Schwarzenberger Weg 73 - 79
34212 Melsungen
GERMANY

B. Braun Medical AG

Seesatz 17, 6204 Sempach, SWITZERLAND

B. Braun Avitum AG, Werk Glandorf

Kattenvenner StralBe 32, 43219 Glandorf, GERMANY

Disinfectants for Dialysis Machines

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 1. 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 1l (4) certificate is
mandatory. See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2014-04-02

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1

713036667

2014-05-18
2019-05-17

H-&

Hans-Heiner Junker

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80333 Miinchen - Germany




Vertimas i§ angly kalbos

EC SERTIFIKATAS

Kokybés uztikrinimo sistema
(Medicinos priemoniy 93/42/EEC direktyvos I priedas, i§skyrus (4)
(Priemonés Ia, IIb ar III)

Nr.: G114 03 66097 061

Gamintojas: B.Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
Vokietija
Gamykla (-os): B.Braun Medical AG

Seesatz, 6203 Sempach-Station, Sveicarija

B.Braun Avitum AG, Werk Glandorf
Kattenvenner Str.32, 49219 Glandorf, Vokietija

Produkto Dezinfektantai dializés aparatams
kategorija (-jos)

TUV Product Service GmbH sertifikavimo jstaiga patvirtina, kad nurodytas gamintojas
idiegé Direktyvos MDD dél medicinos jrenginiy II priedo numatyty gaminiy ir jy kategorijy
kiirimo, gamybos ir galutinio patikrinimo kokybés uZtikrinimo sistema. Si kokybeés
uztikrinimo sistema atitinka $ios Direktyvos nuostatas ir yra nuolat stebima. Norint platinti
III klasés gaminius biitina gauti papildomg I.4 priede numatyty sertifikata. Taip pat
Zr.pastabas kitoje lapo puséje.

PraneSimo Nr.: 713036667
Galioja nuo: 2014 0518
Galioja iki: 20190517
Data 2014 04 02 /Parasas/

Hans-Heiner Junker

TUV PRODUCT SERVICE GMBH yra oficiali tarnyba, Identifikacijos Nr. 0123.
Puslapis 11§ 1

TUV PRODUCT SERVICE GMBH, Sertifikavimo tarnyba, Ridlerstrasse 65, D-80339 Miunchenas



B| BR}\UN : - FormCE - Declaraﬁ_on-of Conformity

' MEDXZ!NTECHle

| CE - Declaration of Conformity

B. Braun Medizintechnologie GmbH
Schwarzenberger Weg 73-79
- D -34212 Mel’suhgeh N
~ Production Site-
B. Braun Medlzmtechnologle Site Glandmf
Kattenvennet Strafe 32 '
‘D - 49219 Glandorf A

declare in our own respOnsibility, that ﬂlé'prodUCt/s' :

haemodlalysm mad:uncs (class IIa}

Revision:

2003-05-12

qumd Concentrate for the cleamng, decalcxﬁcatmn and heat dlsmfechon of

Citric Acid 50 %, 6 1 canlster, REF 889 with date of_ first productton 2063—05—15

and

Citric Acid 50 %, 10 I canister, REF 307 with date of ﬁrsfproduction 2003-05-15

Is/are in compliance with the following directive:
' Council Directive 93/42/EEC
of 14 June 1993
concernihg Medical Devices

Product/s is/are covered by CE Certificate No. G1 03 05 2 127'3_ 027 issued by:
| ~ TOV PRODUCT SERVICE GMBH ~ -

as notified body according to Council Directive 93 [42/EEC concerning
medical devices w1th Ldentlﬁcatlon no. 0123

Melsungen, 2003-05-12

Quahty and Regulatory Affairs Manager R ;Marketving Di'rect(jr‘ ‘”,




Vertimas is angly k.

B I BRAUN Atitikties deklaracijos forma 2003 05 12
MEDIZINTECHNIK

ATITIKTIES DEKLARACIJA
Mes

B.Braun Medizintechnologie GmbH,
Schwarzenberger Weg 73-79,
D-34212 Melsungen

Produkcijos vieta:

B.Braun Medizintechnologie GmbH Glandorf
Kattenvenner Str.32
D-49219 Glandorf

prisiimdami atsakomybe, pareikiame, kad &is produktas/-ai

Skystas koncentratas hemodializés aparaty plovimui, dekalcinavimui ir
dezinfekcijai (I a klasé)

Citrinos riigétis 50%, 6 1 talpos, REF 889 , produkcijos pradZia 2003 05 15
’ ir
Citrinos riigstis 50%, 10 1 talpos, REF 307, produkcijos pradzia 2003 05 15

kuriamy/-iems taikoma §i deklaracija, atitinka sekancig direktyva

93/42/EEC Tarybos direktyva
1993 m. birZelio 14 d.
apie medicinos priemones

Produktas/-ai yra apsaugotas CE Sertifikatu Nr. G1 03 05 21273 027, kuris i8duotas:
TUV PRODUCT SERVICE-
oficialios tarnybos, veikiangios pagal tarybos medicininés prangos direktyva 93/42/EEC.
Identifikacijos Nr. 0123.

Tl
Wb owsens bomsrcifos
Melsungen, 2003 05 12 1o T o ot '

/parasas/
Dr.Martin Renken




3 BRAUN

MEDIZINTECHNIK B. Braun Medizintechnol‘ogie GmbH

Postfach 11 20
D-34203 Melsungen

EC Declaration of Conformity

B.-Braun Medizintechnologie GmbH
Schwarzenberger Weg 73-79
34212 Melsungen

GERMANY

Production Site:

B. Braun Medical AG
Seesatz

6203 Sempach-Station
SWITZERLAND

declare in our own responsibility, that the product

Tiutol® KF, 5 | canister, Article number 7120222
Disinfectant for haemodialysis monitors and instruments

which is covered by this declaration is in compliance with the following directives/ standards
- Council Directive 93/42/EEC

of 14 June 1993
concerning Medical Devices

Reference: EC Certificate No. G103 05',21273 027

A Melsungen, 2003—05~12

- Dr. Glinter Koppensteiner ‘
Quality and Regulatory Affairs Manager . Marketifig Direct

MFBS7.01 - Rev. No/Stand 02



Vertimas is angly k.

]B ' BRAU N B.Braun Medizintechnologie GmbH
Postfach 11 20

D-34209 Melsungen

EB ATITIKTIES DEKLARACIJA

Mes

B.Braun Medizintechnologie GmbH,
Schwarzenberger Weg 73-79,
D-34212 Melsungen

VOKIETIJA

Produkcijos vieta:
B.Braun Medical AG
Seesatz

6203 Sempach-Station
SVEICARIJA

prisiimdami atsakomybe pareiSkiame, kad $is produktas
Tiutol KF, 5 1 talpos, Art.Nr.7120222
Dezinfekcijos priemoneé, skirta hemodializés monitoriams ir instrumentams
kuriam taikoma 81 deklaracija, atitinka sekandcias direktyvas/ standartus:
93/42/EEC Tarybos direktyva

1993 m. birZelio 14 d.
apie medicinos priemones

Nuoroda: EB sertifiktas Nr. G1 03 05 21273 027 —

Melsungenas, 2003 05 12

/parasas/ /parasas/
Dr. Giunter Koopensteiner Dr. Michael Ju
(Kokybes ir registracijos sk. (Marketingo sk.

vadybininkas)



