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 lia, Ilb or Ill)

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 Ii. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Iil 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

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

Page 1 of 1

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




Vertimas i§ angly kalbos

EC SERTIFIKATAS

Kokybés uZztikrinimo sistema
(Medicinos priemoniy 93/42/EEC direktyvos (MDD), II priedo iSskyrus (4)
(Priemoniy Klase Ila, IIb ar III)

Nr.: G1 13 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 istaiga patvirtina, kad nurodytas gamintojas
idiege kokybés uZtikrinimo sistema pagal MDD dél medicinos irenginiy II priedo numatyty
gaminiy ir kity kategorijy kiirimo, gamybos ir galutinio patikrinimo. Si kokybés uztikrinimo
sistema atitinka 3ios Direktyvos nuostatas ir yra nuolat stebima. Norint platinti IIT klasés
gaminius biitina gauti papildoma I1(4) priede numatytg sertifikatg. Taip pat Zr.pastabas kitoje
lapo puséje.

Pranefimo 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 113 1

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



! | Divisicn RA

Xonformitétserkldrung i Decy: A
[zate: 20040608
Declaration of Conformity Rev: 9
Rev. date: 2008-02~18
Page: Tof2
Wir | We

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

erkldren in eigener Verantwortung,
dass das/die Produktfe

- Diacap®
- Xevonta
Hémodialysatoren, Himofilter
Hamodiafilter

{Artikelnummern siehe Anlage 1)

mit den Anforderungen der folgenden

Richtlinie Gbereinstimmt/iibereinstimmen:

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

Konformitatsbewertungsverfahren:
nach Anhang Il Absatz 3
der oben genannten Richtlinie

Klassifizierung
gemaB Anhang IX der oben genannten
Richtlinie:
Klasse Ilb, Regel 3

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

TOV Product Service GrmbH
Kennnummer 0123

Datum der ersten CE-Kennzeichnung:
2001-06

Melsungen, 2009-02-16
SN

Dr. Wolfgang Feller ™

Member of the Executive Baard

Mirandola, 2009-0

).’
;3 y'f"”».‘?, Wl ’;{M’/
R FRVES IRV,
Dr-‘Giuliana Gavio!i
tlead of Division RA

hereby declare in our own responsibility
that the product/s

- Diacap®
-Xxevonta
Haemodialyzers, Haemofifters,
Haemodiafilters

(article numbers see attachment )

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 I clause 3
of the Directive named above

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

EC Certificate No.
(G109 01 66097 021
Notified body:

TOV Product Service GmbH
Identification number 0123

Date of first CE-marking:
2001-06

2-16
N

7

Melsungen, 2009-02-16

Ay
;

;
/

s
1y ‘b\
g |

Bertram Konig
Vice President Quality




Vertimas i§ angly k.

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

EB ATITIKTIES DEKLARACIJA
Mes

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

prisiimdami atsakomybe pareiskiame, kad Sie produktai

-Diacap
-xevonta
Hemodializatoriai, Hemofiltrai,
Hemodiafiltrai

(artikuly numerius Zitrékite 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 aukiciau

Klasifikacija
pagal prieda IX direktyvoje paZyméta auk3ciau:
Klase II b, taisyklé 3

EB sertifikatas:
G109 01 66097 021

Registravimo tarnyba:
TUV Product Service GmbH
Identifikacijos Nr. 0123

Pirmo pazyméjimo data:
2001-06

Melsungen, 2009-02-16 Melsungen, 2009-02-16
g 8

/parasas/ /parasas/ /parasas/ -

Dr.Wolfgang Feller Dr.Giuliana Gavioli Bertram Konig

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

Mirandola, 2009-02-16




Art.~Nr. |
Art. No.
7203525

72035250
7203533
72035330
7203541
72035410
7203850
72035500

7203673
72036730

7203681

72036810
720 4525
720 4533
720 4541

720 4550
720 4568
720 4570
720 4622
720 4630
720 4649
720 4657
720 45865
720 4670

Anlage | / Attachment |

Artikelbezeichnung /

Article description
Diacap® o Polysulfone LO PS 10
Diacap® « Polysulfone LO PS 10
Diacap® a Polysuifone LO PS 12
Diacap® o Polysulfone LO PS 12
Diacap® « Polysuifone LO PS 15
Diacap® o Polysulfone LO PS 15
Diacap® « Polysulfone LO PS 18
Diacap® o« Polysuifone LO PS 18
Diacap® « Polysulfone LO PS 20
Diacap® « Polysuifone LO PS 20
Diacap® u Polysulfone HI PS 10
Diacap® a Polysulfone HI PS 10
Diacap® « Polysulfone HIPS 12
Discap® o Polysulfone HI PS 12
Diacap® o Polysulfone HIPS 15
Diacap® o Polysulfone HI PS 15
Diacap® o Polysulfone HI PS 18
Diacap® a Polysulfone HI PS 18
Diacap® «a Polysuifone HI PS 20
Diacap® o Polysulfone HI PS 20
Diacap® a Polysulfone+ HiFlo 18
Diacap® « Polysulfone+ HiFlo 18
Diacap® o Polysuifone+ HiFlg 23
Diacap® « Polysulfone+ HiFlo 23

xevonta Lo 10

xevanta Lo 12

xevonta Lo 15

xevonta Lo 18

Xevonta Lo 20

xevonta Lo 23

xevanta Hi 10

xevonta Hi 12

xevanta Hi 15

xevonta Hi 18

xevonta Hi 20

xevonta Hi 23

Konformitdtserkldrung
Declaration of Conformity

Bivision RA

Dec#:

Date:

Rev#:

Rev. date:
| page:

47/04-RA-sz2
2004-08-03
g
2009-02-18
20f2



E [ BR&@% B. Braun Mcdlz.nfechnolog,e GimbH

Schwarzenberge Weg 73-79
D-34212 Melsungen

EC DECLARATION OF CONFORMITY FOR MEDICAL DEVICES

e
B. Brdun Medizintebhno og/e GmbH Schwarzenberger Weg 73 79 D 342 72 Me/sungen
_ hereby declare under our own respons;blhty that the producB

Diac:ap® Ultra' '
dialysis ﬂmd ﬂter :

' whom this declaratlon refers to, are in compliance wfch the fo”owmg Dlrectlve

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

through the certificate: G1 04 02 21273 032
Diacap® Ultra are class lla medical devices according to rule 3 of MDD 93/42[EEC - Annex IX

The list of p'rod-i'mt article numbers is provided in Attachment.

r Gunter Koppenstemer
. (Quahty Management)

- Melsungen Z—OO(( 02 ?.CN



Pagen )1 Attachment to ‘the EC Declara‘mon of Conformlty
Revision: 2

i - of Dlacap® Ultra dxalysxs fluid filter E l @%&@@

- Art.No. 7107365  Diacap® Ultra

g //'

Jicherr Dr. Giy{?n’é Gavioli O D(,G{)@Voppcnstemcr

(M: rketing) . ' B AReldl ' (Othy f\/lamwmcnt)

tlatory Affairs)



Vertimas i§ angly k.

B l B RAU N B.Braun Medizintechnologie GmbH

Schwarzenberger Weg 73-79
D-34212 Melsungen

EB ATITIKTIES DEKLARACIJA MEDICINOS PRIEMON EMS

Mes
B.Braun Medizintechnologie GmbH, Schwarzenberger Weg 73-79, D-34212 Melsungen
prisiimdami atsakomybe pareiskiame, kad s produktas
Diacap Ultra
dializés skysciy filtras
kuriam taikoma $i deklaracija, atitinka sekancia Direktyva:

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

pagal sertifikata: G1 04 02 21273 032

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

Pridedamas produkty saragas.

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

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



Puslapis 1 i§ 1 Priedas prie Diacap Ultra dializés skyséiu filtry EB atitikties deklaracijos
PerZitréjimas: 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.) (Kokybes vadybos sk.)



A1/04.11

E C C e rti f i cate Product Service
Full Quality Assurance System

" Directive 93/42/EEC on Medical Devices (MDD}, Annex Il excluding (4)

{Devices in Class lla, Iib or 1lI)

No. G114 1266097 065

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 Italy S.p.A.
Via XXV Luglio, 11, 41037 Mirandola (MO), ITALY

B. Braun Medical Kft Production Division
Déli-Kaithatar ut 2-4, 3200 Gyéngyds, HUNGARY

B. BRAUN Vietnam Co., Ltd.
Thanh Oai Industrial Complex, Thanh Oai District, 156800 Hanoi,

VIETNAM
Product Kit for Dialysis and Haemo(dia)filtration
Category(ies): (extracorporeal circuit and dialyser)

Lines for Dialysis and Hemo(dia)filtration

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 lll devices an additional Annex Il (4) ceriificate is
mandatory. See also notes overleaf.

Report No.: 713053585
Valid from: 2015-06-23
Valid until: 2020-06-22

#-&

Date, 2014-12-18
Hans-Heiner Junker

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

Page 1 of 1

. wn g ®
TUV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrae 65 - 80339 Miinchen - Germany TV



Vertimas is angly kalbos

EC SERTIFIKATAS

Kokybés uztikrinimo sistema
Medicinos priemoniy (MDD) direktyvos 93/42/EEC, II priedo isskyrus (4)
(Priemoniy klasés IIa, IIb ar III)

Nr.: G1 14 12 66097 065

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

B.Braun Vietnam Co., Ltd.
Thanh Oai Industrial Complex, Thanh Oai District, 156800, Hanoi,

Vietnamas
Produkto Dializés ir Hemo(dia)filtracijos rinkiniai (ekstrakorporaliné
kategorija (jos) sistema ir dializatorius) Linijos dializei ir hemo(dia)filtracijai

TUV Product Service GmbH sertifikavimo jstaiga patvirtina, kad nurodytas gamintojas
idieg¢é MDD medicinos jrenginiy II priede numatyty gaminiy ir Jju kategorijy kurimo,
gamybos ir galutinio patikrinimo kokybés uztikrinimo sistemg. Si kokybés uztikrinimo
sistema atitinka Sios Direktyvos nuostatas ir yra nuolat stebima. Norint platinti IIT klasés
gaminius bitina gauti papildoma II.(4) priede numatyta sertifikatg. Taip pat Zr.pastabas
kitoje lapo puséje.

PraneSimo Nr.: 713053585
Galioja nuo: 201506 23
Galioja iki: 2020-06-22
Data 20141218 /Parasas/

Hans-Heiner Junker

TUV PRODUCT SERVICE GMBH yra oficiali tarnyba su Identifikacijos Nr. 0123.
Puslapis 1% 1

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



Konformitdtserkldrung
Declaration of Conformity

~

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

erkidren in eigener Verantwortung,
dass dasfdiz Produktfe

Blutschlauchsysteme fiir die Hamodialyse

{Artiirinemmern viche Anlage

mit den Anforderungen der folgeaden Richtlinie

(bereinstimmifibereinstimmen:

3

Richtlinie 93/42/EWG des Rates vam
14, Juni 1883 {iber Medizinprodukte

Konformitdtsbewertungsverfahren:

nach Anhang |l Absatz 3
der chen genannten Richtlinie

Kiassifizierung

gemal Anhang 1X der sben genannten Richtlinie;

- siche Anhang -

EG-Zertifikat Nr.
310505 21273038
ISgzoz oy

oo

i

[

Benannte Stelle:
TUY Froduct Service SmbH
Kennnummer 0123

Datum der ersten CE-Kennzeichnung:
18498-02

dcisengen, 2007-03-31

Or, Wolfgarg Faler. -~
Managing Director

Mirandola, 2007-03-31

Dr. Guliana Gaviali
Hezd of Bivision RA

hereby declare in our awn respansibility
that the product/s

Bloodline Systems for Haemodialysis

fartisie mutnhers sz alischment 2

isfare in compliance with the following directive;

Council Directive 93/42/EEC of 14 June 1093
concerning medical devices

Conformity assessment procedure:
according to annex || clause 3
and to annex vV
of the Directive named above

Classification
aceording 1o annex X of the Directive named
above:

- see attachment -

EC Certificate No.
510505 21273039
G25 9302 212737

~ Notified body:
TUY Product Senvice GmbH

ldentfication number 0123

Date of first {E-marking:
1998-62

Melsungen, 2007-03-31




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. 1i§ 5

Mes

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

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

Kraujo linijy sistemos hemodializei

kuriam/-iems taikoma §i deklaracija, atitinka sekangia 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 auk3Ciau paminétos direktyvos IX prieda

EC Sertifikato Nr.
G1 050521273 039
G2S 030221273 017

Notifikuota:
TUV roduct service GmbH
Identifikacijos nr.0123
Pirmoji CE Zyméjimo data
1998 02

Melsungenas, 2005 06 14 Mirandola, 2005 06 14 Melsungenas, 2005 06 14
/Para3as/ /Para3as/ /Para3as/
Dr.Wolfgang Feller Dr.Giuliana Gavioli Birgit Unger
Generalinis direktorius RA padalinio vadove QM padalinio vadové



Kaonformitdtserkldrung
Declaration of Conformity

Fev. date:

Anlage | f Attachment |

Art-Nr. f Artikelbezeichnung / Klasse [
_Art. No, Article description Class
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Declaration of Conform




A1/04.11

E C C e rt i f i ca t e | Prod‘uctService

Full Quality Assurance System

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

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, 565/26 MU 13, Phahon
Yothin Road, KM-46, Tambon Khiong Nueng, Amphoe Khiong
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 Khiong
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 II. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class lil 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

H-&

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 - Ridlerstrale 65 - 80338 Miinchen - Germany



Vertimas is 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
GamyKkla (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
idiege 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 I1.4 priede numatyt sertifikata. Taip pat Zr.pastabas kitoje lapo pus€je.

Prane§imo 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



A1/704.11

Product Service

EC Certificate

Full Quality Assurance System

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

No. G112 1066097 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 Ill 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, 2013-02-15
Hans-Heiner Junker

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

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



A1/04.11

EC Certificate

Full Quality Assurance System

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

No. G1121066097 050

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

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

Page 2 of 2

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

Product Service



Vertimas i§ angly kalbos

EC SERTIFIKATAS

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

Nr.: G1 12 10 66097 050

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

sauso dozavimo formos hemodializei (klasé IIb) ir
irigaciniai tirpalai (klasé IIa)

TUV Product Service GmbH sertifikavimo Istaiga patvirtina, kad nurodytas gamintojas
idiegé kokybés uZtikrinimo sistema pagal MDD dél medicinos irenginiy IT 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 papildoma II(4) priede numatytg sertifikatg. Taip pat Zr.pastabas kitoje
lapo puséje.

PraneS$imo Nr.: 713012956
Galioja nuo: 2013-02-17
Galioja iki: 2018-02-17
Data 2013 02 15 /Parasas/

Hans-Heiner Junker
TUV SUD Ppoduct Service GbmH yra oficiali tarnyba, Identifikacijos Nr. 0123.
Puslapis 1 i3 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 Iia, 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

Puslapis 2 i§ 2

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



Division RA

Konformitatserkldrung Doc#: 72/04-RA-s2
. . Date: 2004-08-27
Declaration of Conformity Rev#: 1
Rev. date: 2005-05-30
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®
Natriumhydrogencarbonat fiir die Himodialyse

(Artikelnummern siehe Anlage 1)

mit den Anforderungen der folgenden Richtlinie
libereinstimmt/iibereinstimmen:

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

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

Klassifizierung
gemdB Anhang IX der oben genannten Richtlinie:

Kiasse Ilb, Regel 3

EG-Zertifikat Nr.
G1 050121273011

) Benannte Stelle:
TUV Product Service GmbH
Kennnummer 0123

Datum der ersten CE-Kennzeichnung:
1998-09

Melsufigen, 2005-05-30

Dr. Wolfgang Feller
Managing Director

Mirandola, 2005-05-30

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 |l clause 3
of the Directive named above

Classification
according to annex X of the Directive named
above:
Class Hb, Rule 3

EC Certificate No.
G10501 21273 011

_ Notified body:
TUV Product Service GmbH
Identification number 0123

Date of first CE-marking:
1998-09

Melsungen, 2005-05-30




Division RA

Konformitdtserklarung Doc: 72/04-RA-s2
. i Date: 2004-08-27
Declaration of Conformity Rev#: 1
Rev. date: 2005-05-30
| Page: 20f2

Anlage | / Attachment |

Art.-Nr./  Artikelbezeichnung / Kartuschen pro Box /
Art. No. Article description Cartridges per Box
494 Sol-Cart B® 760 g 10x760g

496 Sol-Cart B® 650 g 10x 650 g

499 Sol-Cart B® 650 g 10 x 650 g

501 Sol-Cart B® 760 g 10x760¢g

512 Sol-Cart B® 760 g 10x760¢g

507 Sol-Cart B® 650 g 32x650g

515 Sol-Cart B® 760 g 32x760¢g

518 Soi-Cart B® 650 g 40x650¢g

519 Sol-Cart B® 760 g 40x760¢g



Division RA !

B4 ‘ B R AUN Konformitatserklirung Doct: 71/04-Rajsz
. K Date: 2004-08-27
Declaration of Conformity Revi: 8
Rev. date: 2008-1C-29
Page: 1of 10 |

Wir

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

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

Saure Bicarbonat-Hamodialyse-Konzentrate
(ArtikeInummern siehe Anlage 1)

mit den Anforderungen der folgenden Richtlinie
libereinstimmt/iibereinstimmen:

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

Konformititsbewertungsverfahren:
nach Anhang Il Absatz 3
der oben genannten Richtlinie

Klassifizierung
gemdB Anhang IX der oben genannten Richtlinie:

Kiasse llb Regel 3
Klasse | sterile Regel 1
EG-Zertifikat Nr.
G108 03 66097 004
(G2S 08 03 66037 001
Benannte Stelle:

TUV Product Service GmbH
Kennnummer 0123

Datum der ersten CE-Kennzeichnung:
1998-09

Mel_suny(ZOOB—m—ZS
{

Dr. WO[JI;/GHMD)(M

Member of the Executive Board

Mirandola, 2008-10-29

Dv. Giuliana Gavioli
Head of Division RA

hereby declare in our own responsibility
that the product/s

Acidic Bicarbonate Haemodialysis Concentrates
(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 Il section 3
of the Directive named above

Classification
according to annex IX of the Directive named
above:

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

TOV Product Service GmbH
Identification number 0123

Date of first CE-marking:
1998-09

Melsungen, 2008-10-29
n ,
K' / W anaar

v, 7
i {1/ ; IR - oA
/‘Li%" Qg <
Betram Kénig

Viee President Quality




Vertimas is anely 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

Rugstiniai bikarbonatiniai hemodializés koncentratai

kuriam/-iems taikoma §i deklaracija, atitinka sekancig 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 auk3¢iau paminétos direktyvos IX prieda

EC Sertifikato Nr.
G1 08 03 66097 004 E‘Q/wy\,

G2S 08 03 66097 001 .
@a&,@/@s«,&q L"_ﬁm&)-cj,&

Notifikuota: on »««Qg@gu\u—@po
TUV roduct service GmbH : ;
Identifikacijos nr.0123

Pirmoji CE Zyméjimo data

1998 09
Melsungenas, 2008 10 29 Mirandola, 2008 10 29
/Para3as/ /Parasas/
Dr.Woltgang Feller Dr.Giuliana Gavioli Betram Konig

Valdybos narys RA padalinio vadove Viceprzidentas kokybei



BIBRAUMN Foimblatt Konformiidtserkiarung RG\’iSionsdalum:«}
MEDIZINTECHHIK 2003-05-14 J‘

CE - Declaration of Conformity

EG ~ Konformitétserkldrung
We [ Wir
B. Braun Medizintechnologie GmbH
Schwarzenberger Weg 73-79
D -34212 Melsungen
Site
Fertigungsstiticn
B.Braun Medizintechniologie GmbH Werk Glandorf
D - 49219 Glandorf
B.Braun Medizintechnologie GmbH Werk Bremerhaven

D - 27568 BPremerhaven

declare in our own responsibility, that the product/s
erkldren in eigener Verantwortung, daf das Produkt/die Produkikategoric

Alkaline Bicarbonate Haemodialysis Concentrates
Basische Bicarbonat-Himodialyse-Konzentrate

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

auf die sich diese Erklarung bezieht, mif den Jolgenden Richtlinien/Gesetzen/Normen liber-
einstimmt: '

Council Directive 93/42/EEC
of 14 June 1993
concerning Médical Devices
Richtlinie 93/42/FWG des Rares

vom 14. Juni 1993

iiber Mcdizinprodukie

Glandorf, 11.05.03

ppa.

i - tg,

Dr. Martin Renken

LiQualitdtsmanagement_GMKonfcailsis P12 Seile 1von 1
: ungenionformitilserkiining Bas.
Bicarbonat.doz




Vertimas is anely 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 Medizintechnologie GmbH Werk Bremerhaven

D-27568 Bremenhaven

prisiimdami 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

Glandorf, 2003 05 14 @&a%m Luw [oe <

Iparasas/
Dr.Martin Renken

Puslapis 143 1



A1704.11

Product Service

EC Certificate

Full Quality Assurance System

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

No. G114 03 66097 061

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

Facility(ies): B. Braun Medical AG
Seesatz 17, 6204 Sempach, SWITZERLAND

B. Braun Avitum AG, Werk Glandorf
Kattenvenner StralRe 32, 49219 Glandorf, GERMANY

Product Disinfectants for Dialysis Machines
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 1. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class |l devices an additional Annex 1l (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713036667
Valid from: 2014-05-18
Valid until: 2019-05-17

H-&

Date, 2014-04-02
Hans-Heiner Junker

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

Page 1 of 1

. . g ®
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe.65 - 80333 Miinchen - Germany TOV




Vertimas i§ angly kalbos

EC SERTIFIKATAS

Kokybés uZztikrinimo sistema
(Medicinos priemoniy 93/42/EEC direktyvos II priedas, isskyrus (4)
(Priemonés Ila, IIb ar IIT)

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, gveicarija

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 sistemg. Si kokybeés
uZtikrinimo sistema atitinka $ios Direktyvos nuostatas ir yra nuolat stebima. Norint platinti
III klasés gaminius butina gauti papildoma I1.4 priede numatyta sertifikatg. Taip pat
Zr.pastabas kitoje lapo puséje.

PranesSimo 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 1 i§ 1

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



'B[‘ BR}\UN ' :  Form CE - Declaration-of Conformity : Revision:
MEDIZINTECHNIK ‘ ‘ _ _ : ’ ' 2003-05-12

CE - Declaration of Conformity

B. Braun Medizintechnologie GmbH
Schwarzenberger Weg 73-79
- D= 34212 Melsu'ngeﬁi‘i .
| ~ Production Site.
B. Braun Medlzmtechnologle Slte Glandmf o
Kattenvennet- StraBe 32
D - 49219 Glagdorf 4

declare in our own respOnsibﬂity, that the product/s g ‘
| qumd Concentrate for the cleamng, decalmﬁcaton and heat dxsmfectlon of -
haemochalysm machxnes (cdlass Tia) -

Citric Acid 50 %, 6 1 c_amster, REF 889 with date of_ first production 2063—05~15
: : - ' and A o
Citric Acid 50 %, 101 canister, REF 307 with date of first production 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 ls/are covered by CE Certificate No. Gl 03 0521273 027 1ssued by:

IOV PRODUCT SERVICE GMBH T

as notified body accmdmg to Council Dlrecm/e 93/42/EEC concerning
medical devmes Wlth 1dent1ﬁcat10n 1n0. 0123

Melsunger, 2003-05+12

Quahly and Regulatory Affairs Manager L ' ;Markefing Difector' "-,




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, pareiskiame, kad &is produktas/-ai

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

Citrinos rtigstis 50%, 6 1 talpos, REF 889 , produkcijos pradZia 2003 05 15
ir
Citrinos ragstis 50%, 10 1 talpos, REF 307, produkcijos pradZia 2003 05 15

kuriam/-iems taikoma &i deklaracija, atitinka sekanéia 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 {rangos direktyva 93/42/EEC.
Identifikacijos Nr. 0123.

Melsungen, 2003 05 12 Je o 5 eC Sy ot

/parasas/
Dr.Martin Renken




3BRAURN

MED IZINTECHNIK B. Braun Medizintechnolvogie GmbH

Postfach 11 20
D-34209 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

Melsu ngen, 2003-05-12

- Dr. Glinter Koppensteiner
Quality and Regulatory Affairs Manager

MFBS7.01 - Rev.No/Stand 02 .



Vertimas is angly k.

B/BRAUN

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 priemone, skirta hemodializés monitoriams ir instrumentams
kuriam taikoma 8i deklaracija, atitinka sekang¢ias direktyvas/ standartus:
93/42/EEC Tarybos direktyva

1993 m. birzelio 14 d.
apie medicinos priemones

Nuoroda: EB sertifiktas Nr. G1 03 0521273 027 —_—

Melsungenas, 2003 05 12

/para$as/ /parasas/
Dr. Giunter Koopensteiner Dr. Michael J
(Kokybes ir registracijos sk. (Marketingo sk.

vadybininkas)



