
Product Service

EC Certificate
Full Quality Assurance System
Directivs 93l42lEEC on MsdicalDevices (MDD), Annex llexcluding (4)
(Devices in Class lla, llb or lll)

No. Gl 18 04 tr2974 456

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

34212 Melsungen

GERMANY

Non-active medical devices {sterile and non"sterile) for:
- lnjection, Infusion, transfusion and nutrition
- Anaeethasia, emergency, intensive and home care
- Disinfecting, cleaning, rineing
- lrrigation
- Cryotherapy
- Conflgued customized sats
- Medical devices for wound care
- Medical Gloves
- $terile $olutions

713128918

2018-05-11
2023-05-01

Product
Category(ies):

Report No.:

Valid from:
Valid until:

The Certification Body of TUV SUD Product Service GmbH declares that the aforemenlioned
manufucturer has implemented a quality assurance system for design, manufacturc and final
inspection of the respective devices / device categories in accordance with MDD Annex ll.
This quality assurance system conforms to the requiremenls of this Directive and is subject to
periodicalsurveillance. For marketing of class lll devices an additional Annex ll (4) certificate
is mandatory. See also notes oyerleaf.

l. fr---"4
Data, 2018-05-11

Stefan PreiB

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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EC Certificate
Full Quality Assurance System
Directive 93l42lEEC on MedicalDevices (MDD), Annex tl excluding (4)
(Devices in Class lla, llb or lll)

No. Gl 18 0412974 455

Facility(ieslr

Product Service

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

AlMo-Ezeugnisse Enrin Busch GmbH
GroBeAllee 84,34454 Bad Arolsen, GERMANY

B. Braun MedicalSAS
13 rue Croix Comtesse, 28402 Nogent-le-Rotrou, FRANCE

B. BRAUN Vietnam Co., Ltd.
170 La Thanh Road, Dong Da District, 63000 Hanoi, VIETNAM

B, Braun Medical Kft Production Division
D6li-Kiilhat6r fi 24, 3200 Gy6ngyos, HUNGARY

B. Braun Medical lnc.
901 Marcon Boulevard, Allentown PA 18109-9341, USA

B. Braun Melsungen AG
Neue Stiftingtalslrasse 2, 8010 Graz, AU$TRIA

B.Braun Aesculap Japan Co., Ltd. Tochigi Factory - Hospital Care
285 Ogaki, Tsuga-machi, Tochigi-shi, Tochigi, 328-0101 JAPAN

B. Braun Medical lndustries Sdn. Bhd.
Bayan Lepas Free lndustrial Zone, 1 1900 Penang, MALAYSIA

B. Braun MedicalAG
HauptstralSe 39, 61 82 Escholzmatt, SWTZERLAND

B. BRAUN Vietnam Co., Ltd.
Thanh Oai lndustrial Complex, Thanh Oai District,'l 56800 Hanoi,
VIETNAM

B. Braun Melsungen AG OPM
Carl-Braun-StraBe 1, 3421 2 Melsungen, GERMANY

B. Braun Melsungen AG OPM
Schwazen berger Weg 7 3-7 9, 3421 2 Melsun gen, G ERMANY

B. Braun MedicalAG
Seesatz 17, 6204 Sempach, SWTZERLAND
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EB sertifikatas
Visa kolcyb6s uZtikrinimo sistema
Direktyvos 93l42tEEB d6l medicinos prietaisg (MPD) II
skyrig
(IIa,IIb ar III klasds prietaisai)
Nr. Gl 18 04 12974 455

Gamintojas: ,rB. Braun Melsungen AGto
Carl-Braun Str. 1

34212 Melzungenas
VOKIETIJA IQR kadasl

Gaminio Neaktyviis medicinos prietaisai (sterilus ir nesteriliis), skirti:
kategorija (-os): - injekcijai, infuzijai, transfuzijai ir maitinimui

- anestezijai, skubiajai pagalbai, intensyviajai prieZiurai ir
prieZiurai namuose

- dezinfekcijai, valymui, skalavimui
- plovimui

- krioterapijai
- individualiai konfigtrruojamiems rinkiniams
- medicinos prietaisams, skirtiems Zaizdq prieZiurai

- medicinindms pir5tin6ms

- steriliems tirpalams

Sertifikavimo lstaiga ,,TUV SUD Product Service GmbH" deklaruoja, kad pirmiau
nurodytas gamintojas pagal MPD II priedo reikalavimus yra idieggs atitinkamq
prietaisq / prietaiso kategorijq dizaino, gamybos ir galutines patikros kokybes
uZtikrinimo sistem4. Si t<otyUes uZtikrinimo sistema atitinka minetos direktyvos
reikalavimus, kokybes uZtikrinimo sistem4 biitina nuolat stebeti. { rink4 tiekiant III
klases prietaisus biitinas papildomas sertifikatas, nurodytas II priedo 4 skyriuje. Taip pat
Zr. pastabas kitoje puseje.

Ataskaitos Nr.: 713r289t8

2018-05-1 1

2023-05-01

lparaiasl
Stefan PreiB

Data: 2018-05-11
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Galioja
Galioja

nuo:
iki:

llogotipas/

,,TUV SUD Product Service GmbH" yra notifikuotoji lstaiga, kurios identifikacijos Nr. 0123

1 psl. i5 2

,,TLIV SUD Product Service GmbH" o Zertifrzierstelle o Ridlerstraf3e 65 o 80339 Miunchenas o Vokietija

Al / 04.11 Tuv@
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EB sertifikatas
Visa kokybes uZtikrinimo sistema
Direktyvos 93142/EEB d6l medicinos prietaisq (MPD) II
priedas, i5skyrus (4) skyriq
(IIa, IIb ar III klasds prietaisai)
Nr. Gl 18 04 L2974 455

Gamybos vieta (-os): ,,B. Braun Melsungen AG"
C arl-Braun Str. l, 3 4272 Melzungenas, VOKIETIJA

,,AI-MO-Erzeugnisse Erwin Busch GmbH"
GroBe Allee 84, 34454 Bad Arolsen, VOKIETIJA

,,B. Braun Medical SAS"
13 rue Croix Comtesse, 28402 NoZan le Rotru, PRANCUZIJA

,,B. BRALIN Vietnam Co., Ltd."
I70 La Thanh Road, Dong Da District, 63000 Hanojus,
VIETNAMAS

,,B. Braun Medical Kft Production Division"
Deli-Kulhat ar tt 24, 3200 Deras, VENGRIJA

,,B. Braun Medical Inc."
901 Marcon Boulevard, Alentaunas PA 18109-9347, JAY

,,B. Braun Melsungen AG"
Neue Stiftingtalstrasse 2, 8010 Gracas, AUSTRIJA

,,B. BRAUN Aesculap Japan Co., Ltd. Tochigi Factory - Hospital Care"
285 Ogaki, Tsuga-machi, Tochigi-shi, Todigis, 328-0101
JAPONIJA

,,8. Braun Medical Industries Sdn. Bhd.
Bayan Lepas Free Industrial Zone, 1 1 900 Penangas, MALAIZIJA

,,B. Braun Medical AG"
HauptstraBe 39, 6182 Esolcmatas, SVEICARffa

,,B. BRAUN Vietnam Co. Ltd."
Thanh Oai Industrial Complex, Thanh Oai District, 156800
Hanojus, VIETNAMAS

,,B. Braun Melsungen AG OPM"
Carl-Braun-StraBe l, 34212 Melzungenas, VOKIETIJA

,,B. Braun Melsungen AG OPM"
Schwarzenberger Weg 7 3-7 9, 34212 Melzungenas, VOKIETIJA

,,B. Braun Medical AG"
Seesatz 17, 6204 Zempachas,SVpICaRIfa
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