
ffilffiHAeeJro
HOSPITAL CAR.E

Teehnica l  F i le

Document-No.:

Revision-No.:

Effective Date:

Page:

39.05,O'! B

o3

2004*07-23

l of 1

Dedaration of Conforrnity for Medica-l Devices
according to C0UNCtr DIRECITYE 93l4zlEEC
of 14 June 1993 concerning medical devices

B. Braun Melsungen AG
Carl-Braun-StraBe 1
34209 Melsungen
Germany

Ori ginal-Infu somat@-Tubin gs, brfu somaf Sp ace Lines

according to ANNEX II.3 of the C0IINCIL DIRECTIVE

according to ANNEX IX of the COUNCIL DIRECTIVE
Klasse IIa

TUV Product Service GmbH
Ridlerstrasse 65
80339 Miinchen
Germany

Identification number 0 1 23

Originat-Infusomaf-Tubings rgg4-12
Infusomaf Space Lines 2oo4-AT

all requirements
apply to it.

Manufacturer

Product Group

Conforrnity
Assessrrent Procedure

Classification

Notified Body

Date
of first CE-marking

We herewith declare that the above
of the COUNCIL DIRECTIVE e3l4zlEEC

mentioned product group meets
concerning m.edical devices which

Meisungen, 2OA4-O7-23

B. Braun Melsungen AG
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B. Schacht
Research Ft DevelopmentStrategic foIarketmg
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Dedaration of Conforudty for Medical Devices
according to COUNCIT DIRICTIVE 93l42lEEC
of 14 June 1993 concerning medical devices

Manufacfurer

Product Group

Confonrrity
Assessmerrt Procedure

Classification

Notified Body

Date
of first CE-marking

B. Braun Melsungen AG
Carl-Braun-Straie 1
34209 Melsuagen
Germany

B. Braun Space
Active Infusion System for Fluid Management
(see attachment)

according to ANNEX tr.3 of the C0LINCIL DIRECTIVE

according to ANNEX IX of the C0IINCIL DIRECTIVE
class IIb

TOV Product Service GmbH
Ridlerstrasse 55
80339 Mrinchen
Getmany

Identification number A 123

2004-06

We herewith declare that the above mentioned product group meets the Essential
Requirements of the C0UNCII DIRECTTVE 93/42|EEC concerning medicai devices.
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Aftachment to

Declaration of Conformitv for Medical Devices

dated 2004-06-02

B. Braun Space
Active Infusion System for Fluid Management

lVlain components Article number

^ fR^) ^
relll lsor- )pace

Infusion Syringe PumF

B. Braun Space Station

B. Brarin Space Cover comfort

B. Braun Space Cover standard

Accessories

B. Braun Pole ClamF SP

Plug-in Power Supply SP (UK Plug)

Plug-in Power Supply SP (Euro Plug)

Plug-in Power Supply SP {US PIug)

Ph-rg-in Power Supply SP (Australian Plug)

Combi Lead 12 V

Batiery-Pack SP (NiMH)

Extension Lead SP 60 cm

Extension Lead SP 120 cm

Connection Lead SP [12 V)

Connection Lead. for Staff Call SP

Interface Lead RS232 SP

87 13030

8713740

8713145

87  t3 t47

87  13  130

8 7 1 3 1 1 1

8 7 1 3 1 1 0

8713712

87I31I3

87 13133

87 13 i80

871.3210

87 13215

8713231.

8713232

8713234



EC-Certificate
No. G1 03 1212974 032

Holder of Certif icate:

Product Category:

Report no.:

Valid unti l :

This EC Certificate is issued according to Annex ll.3 of Council Directive 93l42lEEC concerning
medical devices. The Certification Body of TUV PRODUCT SERVICE certifies that the certificale
holder maintains a quality system which ensures that the products conform with the essential
requirements of the hireciive, which apply to them at every stage from design to flnal controls.
Validity of this EC Certificate requires periodical surveillance. See also notes overleaf.

Date. 2003-12-10

TUV PRODUCT SERVICE is Notified Body according to Council Directive 93l42lEEQ
concerning medical devices with identification no. 0123.
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B. Braun Melsungen AG

Carl-Braun-Str. 1
34212 Melsungen
Germany

Sterile Disposable Medical Devices for Infusion,
Transfusion and Vene Puncture; Epidural and
Spinal Needles; Hypodermic Needles and Pen
Cannulae

70058993

2005-07-05
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EC-Certif icate
No. G1 03 06 12974 019

Holder of Cert i f icate:

Product Category:

Report no.:

Va l id  un t i l :

Date, 2C03-07-23

B. Braun Melsungen AG

Carl-Braun-Str. 1
34212 Melsungen
Germanv

Active Medical Devices for
f luid management
physiological monitor ing systems

70443512

2005-03-1 1

This EC Certificate is issued according to Anpex ll.3 of Council Directive 93l42lEEC concerning
meOi"at devices. The Certification Body of TUV PRODUCT SERVICE certifies that the certificate
f'otJuim-ainiiins a quality system which ensures that the products conform with the essential
1.uouii"ments of the bireitive, which apply to them at every stage from design to flnal-controls.
Vaiiditv of this EC Certificate requires peiiodical surveillance. See also notes overleat-

tt7 U/
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l-UV pRODUCT SERVICE is Notif ied Body according to Council Directive 93l42lEEC
concernirrg medical devices with identif ication no. 0123.
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EC-Certificate
No. G1 03 10 12974 027

Holder of Gertificate: B. Braun Melsungen AG

Carl-Braun-Str. 1
34212 Melsungen
Germany

Product Category: Sterile Medical Devices for
- Fluid Management including ECG-Cables
- Autotransfusion
- Suction
- Wound Drainage
- Artificial Nutrition
- Gatheterization
as well as related sets manufactured on
customer order

This EC Certificate is issued according to Annex ll.3 of Council Directive %|4AEEC concerning
medical devices. The Certification Body of TUV PRODUCT SERVICE certifies that the certificate
holder maintains a quality system which ensures that the products conform with the essential
requirements of the directive, which apply to them at every stage from design to final controls.
Validity of this EC Certiflcate requires periodical survdillance. See also notes overleaf.

Report  no.:

Val id unt i l :

7005461 5

2008-09-26

v7uDate, 2003-10-27

TUV PRODUCT SERVICE is Notified Body according to Council Directive 93l42lEEC
concerning medical devices with identificaiion no. 0123.
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TOV Product SdrviCo Gr-/tbtl . Rlolefstra6e 65

B. Braun Melsungen AG
Frau Susanne Kaltenbach
Carl-Braun-Str. 1

34212 Melsungen

. 80330 MdnchEn , Deutgchlano

Td,-Ourthwchue-Mail Fax-Durfimhl
089/5008 .41 61 089/5008 -42S?
El ga. Dussfirann@[su-suedde

+4S 89 5008 4287 I-449 P

Oalun

29.1 1.2004

001/001 F-681
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CE Ceftificate Gl 02 08 12974250

To whom it may concern

TUV PRODUCT SERVICE GMBH confirms that the requgst for extension of the cE certificate
G1 02 OB 12974 2s0 (product $cope: "Medical Devices ioi tnfusion and Transfusion fquipment,
Anaesthesia, Vein Puncture, Urology, Biopsy, Endoscopf, and Sets manufactured on customer
ordef') is currently in process. A new ceftificate accordini to MDD ggl4UEECAnnex ll-3 will
be issued after successful approval and release by our certification board.

UnsmZciclloilN&ne
MHS2du
Elga Dussmann

Best regards,

TUV Product Service GmbH

N icht-Aktive Medizinprodukte

flandcls/egbt6r M0nchBn
HR8 85742
td.+r(.:0E 129194267
Bankvorbindung:
Hypovereinsbank M[nqhen
Kto. 48 85? 31 I . BU 700 202 70

i

'%'D; r+r'*a-.L(r-(-
' i .A. EIga Dussmann
N icht-Aktive Med izinprodu kte

AubichFrabaorsltrendeI
Dr.Axd SEpken
GesdrtflsfiMec
Dr. lvlldlael Siaddrtdp
LotharWsholen

Tov Produ{t SeNlce GmbH
TOV sOD Gruppe

Nlederlassung lVEntflen
RlCletslra8s 65
8033S M0ndEn
Oeubciland

i.A. Jfirgen Kunte

.40

.4222
50 08
50 08
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Decision according to Annex l l ,  Clause 3 of Counci l  Direct ive No.
devices.

PRODUCT SERVICE

93/42|EEC concerning medicat

Zertifizierstelle Ridlerstrasse 65 D-80339 Mtrnchen

The Cert i f icat ion Body of TUV PRODUCT SERVICE cert i f ies that

B.  B raun  Me lsungen  AG

Car l -Braun-Str .  1

3 4 2 1 2  M e l s u n g e n

in the faci l i ty( ies)

- B. Braun Melsungen AG / Sparte Medical ,  Carl-Braun-Str,1,D-34212 Melsungen (Design)
- Werke A und K: Carl-Braun-Str. 1,D-34212 Melsungen (Manufacturingl
- werk E: schwarzenberger weg 21-27, D -34212 Melsungen (Manufacturing)
- werk P: werksanlage Pfieffewiesen, D -34212 Melsungen (Manufacturing)
- Werk Spangenberg: Ddrnbach, D-34286 Spangenberg (Manufacturing)

for the product(s)/product category(ies)

Medical Devices for lnfusion and Transfusion Equipment, Anaesthesia, Vene puncture, Urology,
Biopsy, Endoscopy, and Sets manufactured on customer order

maintains a quality system which ensures that the product(s) conform(s) with the essential
requirements of the Directive, which apply to them at every stage from design to final controls.

Reasoned assessment see audit  report  no.:  70O27085.

Provided the agreed periodical surveillance is carried out, this certificate is valid until
1  1 - 1  6 - 2 0 0 4 .

Released with the above mentioned certificate number by the Certification Body of TUV
PRODUCT SERVICE.

Department :
Date:

MUCMED2 / ku-f
28-Aug-2OOZ

TUV PRODUCT SERVICE GMBH is Notified Body according to Council Directive No. 93/42//EEC concerning medical
devices wi th ident i f icat ion no.  01 23.

TUV PRONRjCT SERVICE GI\f tEF{


