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o erklSren in eigener Verantwortung,

dass das Produkt

PerfusoP comPas[Prus
I nfu sion sspritzen pu m pe

Basis UDI-Dl: 40392390000000382M
(Artikelnummern siehe Anlage l)

mit den Anforderungen der Medizinprodukte
Verordnung (EU) 2017 17 45 Ubereinstimmt

Konform itits bewertu n gsve rfa h re n
nach Anhang IX

der oben genannten Verordnung

Klassifizierung
gemtiB Anhang Vlll der oben genannten

Verordnung
Klasse llb

Benannte Stelle
TUV SUO Product Service GmbH

RidlerstraBe 65
80339 Munchen

Deutschland
Kennnummer 0123

Des Weiteren erkldren wir in eigener
Verantwortung, dass oben genanntes

Medizinprodukt die Anforderung zu folgenden
EU Richtlinien

Richtlinie 2011/65/EU

des Europdischen Parlaments
und des Rates vom B. Juni 2011

zur Beschr#inkung der Verurendung bestimmter
gefrihrlicher Stoffe in Elektro- und

Elektronikgerdten
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We

hereby declare in our own responsibility
that the product

Perfusoro comPa6fPlus
lnfusion syringe pump

Basic UDI-Dl: 40392390000000382M
(article numbers see Attachment l)

is in conformity with the requirements of the
Medical Device Regulation (EU) 20171745

Conformity Assessment Procedure
according to annex lX

of the Regulation named above

Classification
according to annex Vlll of the Regulation

named above
Class llb

Notified Body
TUV SUD Product Service GmbH

RidlerstraBe 65
80339 Munchen

Germany
ldentification number 01 23

Furthermore, we declare in our own
responsibility that the above-mentioned

medical device meets the requirements of
the following EU Directives

Directive 20111651EU

of the European Parliament and
of the Council of 8th June 2011

on the restriction of the use of certain
hazardous substances iii electrica! and

electronic 
:e:qu 

ipm*E 
ffe ct i v e. .t ,

oc
:t
o
o
o
Eo
g

if
E
(D

di
o
c
o
c
oo
c
o

5
o
q
o

5
0E
5
!o
E-o
o

'=

.a
c
o
Ef
o
!
.2
c

o
o
.E
o
o

c
oF
o'tr
.t2
!

o
o
.E

o
.9
!
c

i
!
o
d)
rri
o
E
oq
o
q.o
.9
oo

'o
!c
6
E
c
o
!
co
ot
Q6
o9TF
aF
:N
Nt!n
eQ
eyGO
E>o.
EO
CL
!octr
o3o9

h=E-
:foo
€6
.,2 a
fe



- Conformity Declaration _

Declaration of Conformity _

164-005 - perfusor
. compactplus - MDR ,

BIEEIIUH

und

Richflini e 2006t42tEG

des Europdischen parlaments und des Rates
* v.om 17. Mai ?006 Uber Uascnine" ,nO;;;"Anderung der Richflinie gSrHiO (Neufassung)

efftillt

Gtittig bis
gemaiB gtiltigeri EU Zertifikat

c10 012974 0611
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and

Directive 2OO6l42tEC

of the Europe-an parliament and of theCouncil of l7ti May 2006 ;machinery, andamending Directiv e git 16/EC fru.rlii''*

Valid until
according to our valid EU Certificate

G10 01 2974 0611
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I

Klasse / Glass
ltb

Anlagel/Attachmentl

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

871 7030 Perfusor@ comPactPlus
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Amendment lnformation
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lnitial version of document.
Stating of SRN and reference to valid EU Certifici
DoC Temolate
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Anna HeilTitle: Declaration of Conformity - 164-005 - Perfusor compactplus - MDR lnitiator:

This document is signed electronically in compliance with the B. Braun electronic signature policies and
procedures by following persons:

UserName: Heil, Anna (heilaade)

Title: Junior Manager Regulatory Affairs
Date: Monday, 07 February 2022,07:39 W. Europe Daylight Time

Meaning: Document signed as Author

UserName: Heil, Juergen (heiljrde)
Title: VP Quality Management HC
Date: Monday, 07 February 2022,1l:08 W. Europe Daylight Time

Meaning: Approve Document

UserName: Grosser, Simone (donnside)

Title: Head of Regulatory Affairs CoE Pain Control & CVC
Date: Tuesday, 08 February 2022,07.39 W. Europe Daylight Time

Meaning: Approve Document
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