
Konformitätserklärung
Declaration of Conformity

Wir We

B. Braun Melsungen AG
Carl-Braun-Straße 1

34212 Melsungen
Deutschland/Germany

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

hereby declare in our own responsibility 
that the product/s

Kundenspezifische Sets
(Artikelnummern siehe Anlage I)

Customized Kits
(article numbers see attachment I)

mit den Anforderungen der folgenden Richtlinie 
übereinstimmt/übereinstimmen

is/are in compliance with the following directive

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

über Medizinprodukte 
geändert durch Richtlinie 2007/47/EG

Council Directive 93/42/EEC of 14th June 
1993

concerning Medical Devices
amended by Directive 2007/47/EC

Konformitätsbewertungsverfahren
nach Anhang II (ausgenommen Abschnitt 4) 

der oben genannten Richtlinie

Conformity Assessment Procedure 
according to annex II (excluding section 4)

of the Council Directive named above

Klassifizierung 
gemäß Anhang IX der 

oben genannten Richtlinie

Classification 
according to annex IX of the 

Council Directive named above
Klasse IIa Class IIa 

Benannte Stelle Notified Body
TÜV SÜD Product Service GmbH

Ridlerstraße 65
80339 München

Deutschland
Kennnummer 0123

TÜV SÜD Product Service GmbH
Ridlerstraße 65
80339 München

Germany
Identification number 0123

Datum der ersten CE-Kennzeichnung Date of first CE-marking
1994-12 1994-12

Gültig bis Valid until
2024-05-26 2024-05-26

Document No.:  39.05.007KIT    -    Version: 21.0  -  Document ID: RA-IVS 620 
 Print Date - Gedruckt am:  2021-05-14  13:05 (CET)Th

is
 d

oc
um

en
t c

on
ta

in
s 

in
fo

rm
at

io
n 

th
at

 is
 th

e 
co

nf
id

en
tia

l a
nd

 p
ro

pr
ie

ta
ry

 p
ro

pe
rty

 o
f B

. B
ra

un
.  

An
y 

di
ss

em
in

at
io

n,
 d

is
tri

bu
tio

n 
or

 c
op

yi
ng

 o
f t

hi
s 

do
cu

m
en

t i
s 

st
ric

tly
 p

ro
hi

bi
te

d 
w

ith
ou

t t
he

 p
rio

r w
rit

te
n 

co
ns

en
t o

f B
. B

ra
un

.  
An

yo
ne

 re
ce

iv
in

g 
th

is
 d

oc
um

en
t i

n 
er

ro
r s

ho
ul

d 
im

m
ed

ia
te

ly
 n

ot
ify

 B
. B

ra
un

’s
 L

eg
al

 D
ep

ar
tm

en
t a

nd
 re

tu
rn

 th
is

 d
oc

um
en

t 
to

 B
. B

ra
un

 M
el

su
ng

en
 A

G
.  

Vi
ew

ed
 b

y:
IF

-P
IM

-A
dm

in
 - Conformity Declaration -   
Declaration of Conformity -

39.05.007KIT - Sangofix ProSet

B. Braun Melsungen AG
IV Systems - Regulatory Affairs
 
Document No.:  39.05.007KIT 
Version:              21.0 
Effective Date:    2021-04-22 
                             Page: 1 of 4

Effective

Effective



Anlage I / Attachment I

Art.-Nr. / Art. No. Produktname / Product name Klasse / Class

A25001 ProSet Sangofix® IIa
A25002 ProSet Sangofix® 200µm IIa
4050207 ProSet Sangopur® Anaesthetic Set IIa
4117302 ProSet Sangofix® 150 cm, Luer Lock IIa
4184750 ProSet Sangofix® B-Set IIa
4186346 ProSet Sangofix® IIa
4186532 ProSet Sangofix® IIa
4186600 ProSet Sangofix® IIa
4186601 PROSET WCS Sangofix® 200µm - PCV IIa
4186602 PROSET WCS Sangofix® 200µm - PUR IIa
4186603 ProSet Sangofix® IIa
4186604 ProSet Sangofix® IIa
4186606 ProSet Sangofix® IIa
4186607 ProSet Sangofix® IIa
4186608 ProSet Sangofix® IIa
4186609 ProSet Sangofix® IIa
4186610 ProSet Sangofix® IIa
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Amendment Information

Version Description of changes

17.0 Change product name of art. no. A25001, A25002 from ” Transfusie-Systeem” to

“ProSet Sangofix®”

18.0 Change product name of art. no. A25002 from “ProSet Sangofix®” to “ProSet
Sangofix® 200µm”

19.0 Add art. no. 4186601, 4186602, 4186603, 4186604, 4186606, 4186607, 4186608,
4186609, 4186610

20.0 Delete out of market art. no. A2581
21.0 Change product name of art. no. 4186346 from “ProSet Special Paediatric Blood

Administration” to “ProSet Sangofix®”
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This document is signed electronically in compliance with the B. Braun electronic signature policies and 
procedures by following persons: 
 

 

UserName: Herbst, Caroline (fuehcade)
Title:  Administrator Regulatory Affairs
Date: Wednesday, 21 April 2021, 09:48   W. Europe Daylight Time
Meaning: Document signed as Author
 ================================================

UserName: Seidel, Stefan (seidstde)
Title:  HC-RA-DE08E - Head of Regulatory Affairs CoE IV Systems
Date: Thursday, 22 April 2021, 15:07   W. Europe Daylight Time
Meaning: Approve Document
 ================================================

UserName: Brand, Thomas (brantode)
Title:  HC-QM-DE08 Vice President QM for non-active Medical Devices
Date: Thursday, 22 April 2021, 21:22   W. Europe Daylight Time
Meaning: Approve Document
 ================================================

Title: Declaration of Conformity - 39.05.007KIT - Sangofix ProSet Initiator: Caroline ? Herbst
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