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Product Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excludmg (4)
(Devices in Class lla, llb or i)

No. G114 0912974 412

Manufacturer: B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen

GERMANY
Product Active medical devices for fluid management:
Category(ies): - Volumetric infusion pumps

- Infusion syringe pumps

- Elastomeric Pumps

- Control & organisation units and systems made out of it
- Irrigation Pump and Accessories

Enteral feeding pumps

Devices for nerve stimulation

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 |I.
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.: 713047128
Valid from: 2014-10-28
Valid until: 2019-10-27

Date, 2014-10-29 ' ..'@- tfp.!

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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ZERTIFIKAT & CERTIFICATE & i%:
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EC Certificate Product Service

Full Quality Assurance System

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

No. G114 0912974 412

Facility(ies): B. Braun Melsungen AG
Schwarzenberger Weg 73-79, 34212 Melsungen GERMANY

B. Braun Medical Production Ltd.
300/32, Moo 1, Eastern Seaboard Industrial Estate, Tambon
Tasit, Amphur Pluakdaeng, Rayong 21140, THAILAND

B.Braun Melsungen AG
Pfieffewiesen, 34212 Melsungen, GERMANY

B. Braun Medical Industries Sdn. Bhd.
Bayan Lepas Free Industrial Zone, 11900 Penang, MALAY SIA

B. Braun Melsungen AG
Carl-Braun-Str. 1, 34212 Melsungen, GERMANY

B. Braun Melsungen AG
Am Buschberg 1, 34212 Melsungen, GERMANY
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EB sertifikatas

VisiSka kokybés uztikrinimo sistema
Direktyva 93/42/EEB dél medicinos prietaisy (MPD), Il priedas, iSskyrus (4)
(lla, lib arba lll klasés prietaisai) Product Service

Nr. G114 09 12974 412

Gamintojas: »B. Braun Melsungen AG“
Carl-Braun Str. 1
34212 Melzungenas
VOKIETIJA
Gaminiy
kategorija (-0s): Aktyvieji medicinos prietaisai, naudojami su skyséiais:
— tariniai infuzijos siurbliai;
— Svirkstiniai infuzijos siurbliai;
— elastomeriniai siurbliai;
— valdymo ir organizavimo blokai bei i$ jy sudarytos sistemos;
— irigacijos pompos ir priedai;
Enterinio maitinimo pompos
Nervy stimuliacijos prietaisai

Sertifikuojanéioji jstaiga ,TUV SUD Product Service GmbH" pareiskia, kad pirmiau nurodytas gamintojas
yra jdieges atitinkamy gaminiy / gaminiy kategorijy kirimo, gamybos ir galutinés patikros kokybés
uztikrinimo sistemg pagal MPD |l prieda.

Si kokybés uztikrinimo sistema atitinka Sios direktyvos reikalavimus ir turi bati periodiskai priZitiima. Norint
prekiauti |ll klasés prietaisais, bltinas papildomas Il priedo (4) sertifikatas. Taip pat Zr. pastabas kitoje
puséje. ‘

Ataskaitos Nr.: 713047128

Galioja nuo: 2014-10-28

Galioja iki: 2019-10-27
/para8as/

,TUV SUD Product Service GmbH* yra notifikuotoji jstaiga, kurios identifikacijos Nr. 0123

1i% 2 psl.

,TOV SUD Product Service GmbH" - Sertifikuojan¢ioji jstaiga - Ridlerstrasse 65 - 80339 Miunchenas - Vokietja TOV®
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EB sertifikatas

Visiska kokybés uztikrinimo sistema
Direktyva 93/42/EEB dél medicinos prietaisy (MPD), Il priedas, iSskyrus (4)
(lla, llb arba Ill klasés prietaisai)

Nr. G1 14 09 12974 412

Gamybos jmoné (-és):  ,B. Braun Melsungen AG"
Schwarzenberger Weg 73-79, 34212 Melzungenas, VOKIETIJA

,B. Braun Medical Production Ltd."
300/32, Moo 1, Eastern Seaboard Industrial Estate, Tambon
Tasit, Amphur Pluakdaeng, Rajongas 21140, TAILANDAS

,B. Braun Melsungen AG"
Pfieffewiesen, 34212 Melzungenas, VOKIETIJA

,B. Braun Medical Industries Sdn. Bhd.“

Bayan Lepas Free Industrial Zone, 11900 Penangas, MALAIZIJA

,B. Braun Melsungen AG*
Carl-Braun Str. 1, 34212 Melzungenas, VOKIETIJA

,B. Braun Melsungen AG"
Am Buschberg 1, 34212 Melzungenas, VOKIETIJA

2i8 2 psl.

_TUV SUD Product Service GmbH* - Sertifikuojancioiji jstaiga - Ridlerstrasse 65 - 80339 Miunchenas - Vokietija
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