
" * 
* ***. llclrilnr Jur.h'[)(\i{ailrcJh}

,f _. . ,Y l.'otrililell( {lcr Lio,t(r +

X ELG * "1":'il)'..;l;,1i:ill;1l, i'
)(^ ,X \lcJirinp,lJulrcr ,** *** rJS-MDR-o9e Hffi
EU Quality Management System Certificate (MDR)
Prrsuant to Regulation (fq 20171745 on Medical Devices, Annex lX Chapters I and lll(Class lla and Class llb Devices)

No. G10 012974 0611 Rev.0S

Manufacturer: B. Braun Melsungen AG
Carl-Braun-Str. '1

34212 Melsungen
GERMANY

SRN Manufacturer - DE-MF-000000201

The,Ceftification Body of TUV SUD Product Service GmbH certifies that the manufacturer hasestablished, documented and implemented a quality ,"nrg"r"niiystem as described inArticle 10 (9) of the Regulation (EU) 2017t745 on medical dlvices. tietails on 0"16" 
""tegoriesggveled by the quality,management system are described on the following prg"tri.

The Report referenced below summaiises the result of the assessment and includes reference torelevant CS, harmonized standards and test reports. the conrormity'assessment has been carriedout according to Annex lX Chapter I and lll of this regulation with a i:ositive result.
The quality manegement system assessment was adcompanied by the assessment of technicaldocumentation for devices selected on a representative basis.
The certified 9udltv management system is subject to periooicat surveillance by TUv sUD product
Service GmbH. The surveillance assessment shall also include ,n-rsr"srr"nt of the technicaldocumentation for the device or devices concerned on the oasis ot iurtrr;; ,"p;;;;;irtJJ'rrrpr"r.
Allapplicable requirements of the testing and certification regutation oir[vtU'rjti|rffi" to n"complied with.
For details and certificate validity see:

Report No.:

Preceding Certificate No.:

Valid from:
Valid until:

Date of lnitial lssuance:

713282403

G10 012974 0611 Rev. 04

2023-05-22
2025-03-12

2020-03-13

c.@,\_
lssue date: 2023-05-22

Christoph Dicks
Head of Certiflcation/Notified Body

ffi
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TUV suD Product service GmbH is Notified Body with idenilfication no. 0123
TUV sUD Product service GmbH 'certification Body . RidlerstraBe 65 . g0339 Munich . Germany

Product Service
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* Medizinprorlurer f** *** Bs-MDR-oee

EU Quality Management System Gertificate (MDR)
pursuant to Regulation (iU) ZOyZnl5 on Medical Devices, Annex lX Chapters I and lll

(Class lla and Class llb Devices)

No. Gl 0 012974 0611 Rev. 05

Classification:
Device Group:
lntended Purpose:

Glassification:
Device Group:
lntended PurPose:

Classification:
Device Group:

lntended Purpose:

Classification:
Device GrouP:

lntended PurPose:

Classification:
Device GrouP:
lntended Purpose:

Glassification:
Device GrouP:
lntended PurPose:

Class lla
AO3O101 - INFUSION CONTROLLERS

Class llb
2120303. I NFUSION INSTRUMENTS

Transportable infusion pump that is used in combination with

authorized disposables and accessories.
The pump is intended for use on adults, pediatrics, and neonates 

.

for the iniermittent or continuous delivery of parenteral and enteral

fluids through clinically accepted routes of administration'

These rout6s include, but are not limited to intravenous' intra-

arterial, subcutaneous, epidural, irrigation and enteral'

ihe system is used for the delivery of fluids indicated for infusion

therapy.

Class lla
AO2O102 - INFUSION AND IRRIGATION SYRINGES, SINGLE'

yrt

Class llb
212030982. INFUSION INSTRUMENTS . SOFTWARE

ACCESSORIES
Software application platform that is intended to provide

bidirectionil'data communication with authorized medical devices

and their accessories, The software application platform is

ini"nJ"O to provide gateway functions , visua.lization of data and

"oniigri"tioh 
of datisets for authorized medical devices and

aiieisories. These data sets include, but are not limited to drug

Jaia sets (Drug Library Data) and pump modification data sets

(Pump Confi guration Data)'

Class lla
AO10101 . HYPODERMIC NEEDLES

Class lla
CO10101 - PERIPHERAL I.V. CATHETERS
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TUV SuD Product servlce GmbH is Notified Body with identrfication no 0123

TUV SUD Product service GmbH . Certification Body ' RidlerstraBe 65 ' 80339 Munich ' Germany

Product Service
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EU Quality Management system certificate (MDR)
Pursuant to Regulation (EU) 20171745 on Medical Devices, AnnexlX Chapters I and lll(Class lla and Class llb Devices)

No. Gl 0 012974 061 1 Rev. 05

Classification: Class lla
DEViCE GrOUP: 4070199. ADAPTERS AND CONNECTORS. OTHER
lntended Purpose:

The validity of this certificate
depends on conditions and/or
is limited to the following:

Revision History:

Rev,
00
01

02

03
04

05

Dated Report
2020-03-13 713169695
2020-11-19 713169695
2021-12-28 713188740_CN I 7131884

21_CN
2022-11-10 7.t3225005
2023-03-31 713270133

2023-05-22 713282403

Description

Supplemented : Device(s)/group of
device(s) added

Supplemented: Device(s)/group of
device(s) added
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