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Full Quality Assurance System
Directive 93l42lEEC on Medical Devices (MDD), Annex ll excluding (4)
(Devices in Class lla, llb or lll)

No. G1 012974 0607 Rev. 01

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

34212 Melsungen
GERMANY

p ro d u c t c are g o ry ( i es ) : i;:i,,"#f:",X1,1:l#T,H:,id 
m a nas em ent:

- lnfusion syringe pumps
- Elastomeric Pumps
- Control & organisation units and systems made out of it
- lrrigation Pump and Accessories
- Enteral feeding pumps
- Dgvices for nerve Stimulation
- Pump for negative pressure wound therapy
Non.active medical devices (sterile and non-sterile) for:
- Injection, lnfusion, transfusion and nutrition
- Anaesthesia, emergency, intensive and home care
- Disinfecting, cleaning, rinsing
- lrrigation
- Cryotherapy
- Configued customized sets
- Medical devices for wound care
- Medical Gloves
- Sterile Solutions (lrrigation Solutions)
Sterile products for urology and gastroenterology:
catheters, catheter kits, drainage and irrigation kits, urological
stents, nephrostomy kits, cystometry kits, accessories

The Certification Body of TIJV 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 ll. This quality assurance system conforms to the requirements
of this Directive and is subjectto periodical surveillance. For marketing of class lll devices an additional Annex ll
(4) certificate is mandatory. See also notes overleaf.

EC Gertificate

Report No.:

Valid from:
Valid until:

Date,

713161992

2019-09-27

202A-O5*26

2019-05-27

Stefan PreiB
Head of Certification/Notified Body
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TUV SUD Product Service GmbH is Notified Body with identification no. 0'123

TUV SUD Product Service GmbH . Certification Body . RidlerstraBe 65 .80339 Munich . Germany
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Product Service
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EC Certificate
Full Quality Assurance System
Directive 93l42lEEC on MedicalDevices (MDD), Annex ll exeluding (4)

(Devices in Class lla, llb or lll)

No. G1 012974 0607 Rev. 01

Facility(ies):

Page 2 of 3
TUV SUD Product Service GmbH is Notified Body with identifcation no. 0'123

TUV SUD product Service GmbH . Certification Body . RidlerstraRe 65 '80339 Munich ' Germany

B. Braun Melsungen AG
Carl-Braun-Slr. 1, 3421 2 Melsungen, G ERMANY

B. Braun Medical lndustries Sdn. Bhd.
Bayan Lepas Free lndustri al Zone, 1''l 900 Penang, MALAYSIA

B. Braun Melsungen AG
Werk PfieffeWiesen, 34212 Melsungen, GERMANY

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

B. Braun Medical. S.A.
Crta. de Terrassa, 121, A81S1 Rubi (Barcelona), SPAIN

B. Braun MedicalAG
Route de Sorge 9, 1023 Crissier, SWITZERLAND

B. Braun Melsungen AG Sparte Pharma
Mistelweg 2,12357 Berlin, GERMANY

ALMO-Ezeugnisse Erwin Busch GmbH
GroBe Allee 84, 34454 Bad Arolsen, GERMANY

B. BRAUN MEDICAL SAS
13 rue Croix la Comtesse, 28400 Nogent-le-Rotrou, FRANCE

B- Braun Medical Kft Production Division
D6li-KUlhat6r fi 24, 3200 GyongyOs, HUNGARY

B. Braun Medlcal lnc.
901 Marcon Boulevard, Allentown PA 18'109-9341, USA

B. Braun Melsungen AG
Neue Stiftingtalstrasse 2, 8010 Graz, AUSTRIA

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

B. Braun MedicalAG
HauptstraRe 39, 6182 Escholzmatt, SWTZERLAND

B. BRAUN Vietnam Co., Ltd.
Thanh Oai lndustrialComplex, Bich Hoa Commune, Thanh Oai
District, 't56800 Hanoi, VIETNAM

B. Braun Melsungen AG OPM
Carl-Braun-StraBe 1, 34212 Melsungen, GERMANY

B. Braun Melsungen AG OPM
Schwazenberger Weg 7 3-7 9, 3421 2 Melsungen, G E RMANY

Product Service
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EC Certificate
Full Quality Assurance System
Directive 93l42lEEC on Medical Devices (MDD), Annex ll excluding (4)
(Devices in Class lla, llb or lll)

No. G1 012974 0607 Rev. 01

B. Braun MedicalAG
Seesatz 17, 6204 Sempach, SWITZERI-AND

B. Braun Melsungen AG Werk Spangenberg
Dcirnbach fi , 34286 Spangenberg, GERMANY

B. Braun Melsungen AG Werk E

Schwazen berger Weg 21 -27, 3421 2 Melsu n gen, GERMANY

B. BRAUN MEDICAL SAS
Z.l. de Layats, 64500 SaintJean-de-Luz, FRANCE

B. Braun Medical B.V.
Euterpehof 10, 5342 CW OSS, THE NETHERLANDS

Product Seryice
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fUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH . Certification Body . RidlerstraRe 65 . 80339 Munich ' Germany TUV@



/logotipas/ Paskyre:
Vokietijos Federacines

Respublikos Zemiq sveikatos
apsa ugos centrine institucija,

remdamasi vaistiniais
preparatais ir medicinos

prietaisais

zLG-BS-244. 10.08

/logotipas/

Visi5ko kokybes uZtikrinimo sistema
Medicinos prietaisq direktyva (MDD) 93l42lEEB,ll priedas, iSskyrus 4
dalj (lla, llb arba lll klases prietaisai)

Nr. Gl 012974 0607, 01 red.

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

34212 Melsungen
VOKIETIJA

Gam i n i q kategOf ija (-OS) : Aktyvieji medicinos prietaisai skirti skysciams vatdyti:

- Ttirin6s infuzinds pompos
- lnfuzinds Svirk5tines pompos
- Elastometrin6s pompos
- Kontrol6s ir organizavimo blokai ir i5 jq sudarytos sistemos
- Plovimo pompa ir priedai
- Priverstinio maitinimo pompos
- Nervq stimuliavimo prietaisai
- Pompos, skirtos Zaizdoms gydyti neigiamu sl6giu
Neaktyvieji medicinos prietaisai (steriltis ir nesteril[s), kuriq
paskirties sritys tokios:
- lnjekcija, infuzija, transfuzija ir maitinimas
- Anestezija, skubi pagalba, intensyvi terapija ir slauga
- Dezinfekavimas, valymas, skalavimas
- Plovimas
- Krioterapija
- Sud6tiniai pritaikyti komplektai
- Medicinos prietaisai, skirti iaizdoms priZi0rdti
- Medicinin6s pirStin6s
- Steriliis tirpalai (plovimo tirpalai)
Steri I iis gam iniai, ski rti urolog ijai ir gastroenterologijai :

kateteriai, kateteriq komplektai, drenaio ir plovimo komplektai,
urologiniai stentai, nefrostomijos komplektai, cistometrijos
komplektai, priedai

,,TUV SUD Product Service GmbH" sertifikavimo jstaiga skelbia, kad pirmiau minetas gamintojas pagal Medicinos
prietaisq direktyvos (MDD) ll priedq jdiegd atitinkamq prietaisq arba prietaisq kategor|q projektavimo, gamybos ir
galutinds patikros kokybds u2tikrinimo sistemq. Si kokybes uZtikrinimo sistema ati[inka Sios dirextyvos reikalavimus,
ir jai taikoma periodin6 prieZi0ra. Norint lll klasds prietaisus tiekti rinkai, privalomas papildomas sertifikatas
pagal ll priedo 4 dali. Taip pat 2r. pastabas kitame puslapyje.

EB sertifikatas

Ataskaitos Nr.:

Galioja nuo:
Galioja iki:

713161992

2019-09-27
2024-05-26

Data: 2019-09-27

/paraias/
Stefan PreiR
Sertifikavimo (notifikuotosios)
jstaigos vadovas

1 i5 3 psl.
,,TUV SUD Product Service GmbH" yra notifikuotoji jstaiga, kurios identifikavimo Nr. 0123

,,TUV SUD Product Service GmbH" . Sertifikavimo jstaiga . RidlerstraBe 65 . 80339 Munich . Vokietija
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/logotipas/ Paskyre:
Vokietijos Federacines

Respubli kos :emiLl svei katos
apsaugos centrine institucija,

remdamasi vaistiniais
preparatais ir medicinos

prietaisais

ztc-Bs-244.70.O8

EB sertifikatas
Visi5ko kokybes uZtikrinimo sistema
Medicinos prietaisq direktyva (MDD) 93l42lEEB,ll priedas, iSskyrus 4 dali
(lla, llb arba lll klases prietaisai)

Nr. G1 012974 0607, 01 red.

Gamybos vieta (-os): 
B. Braun Metsungen AG
Carl-Braun-Slr. 1, 34212 Melsungen, VOKIETIJA

B. Braun Medical lndustries Sdn. Bhd.
Bayan Lepas Free lndustrial Zone, 11900 Penang, MALAIZIJA

B. Braun Melsungen AG
Werk Pfi effewiesen, 3421 2 Mels u n ge n, VO Kl ETI JA

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

B. Braun Medical, S.A.
Crta. De Terrassa, 121,08191 Rubi (Barselona), ISPANIJA

B. Braun MedicalAG
Route de Sorge 9, 1023 Crissier, SVEtCRRt.ln

B. Braun Melsungen AG Sparte Pharma
Mistelweg 2, 12357 Berlynas, VOKIETIJA

ALMO-Erzeugnisse Envin Busch GmbH
GroBe Allee 84,34454 Bad Arolsen, VOKIETIJA

B. BRAUN MEDICAL SAS
13 rue Croix la Comtesse, 28400 Nogent-le-Rotrou, PRANCUZIJA

B. Braun Medical Kft Production Division
Deli-Kullhatar ut 2-4, 3200 Gyon gyds, VENG Rl JA

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

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

,,B. Braun Aesculap Japan Co., Ltd." Tochigi gamykla, ligoniniq iranga
285 Ogaki, Tsuga-machi, Tochigi-shi, Tochigi, 328-0101 JAPONIJA

B. Braun Medical AG
HauptstraBe 39, 61 82 Escholzmatt, SVftCRRt.tR

,,B. BRAUN Vietnam Co., Ltd."
Thanh Oai lndustrial Complex, Bich Hoa Commune, Thanh Oai
District, 156800 Hanoi, VIETNAMAS

B. Braun Melsungen AG OPM
Carl-Braun-StraBe 1 , 34212 Melsungen, VOKIETIJA

B. Braun Melsungen AG OPM
Schwarzenberger Weg 7 3-7 9, 34212 Melsungen, VOKI ETI JA

2 i5 3 psl.

,,TUV SUD Product Service GmbH" yra notifikuotoji jstaiga, kurios identifikavimo Nr. 0123

/logotipas/

,,TUV SUD Product Service GmbH" . Sertifikavimo jstaiga . RidlerstraBe 65 . 80339 Munich . Vokietija

TUV@



/logotipas/
Paskyre:

Vokietijos Federacines
Respublikos iemiq sveikatos

apsaugos centrine institucija,
remdamasi vaistiniais

preparatais ir medicinos
prietaisais

zLG-BS-244. 10.08

/logotipas/

EB sertifikatas
VisiSko kokybes uZtikrinimo sistema
Medicinos prietaisq direktyva (MDD) 93l42lEEB, ll priedas, i5skyrus 4
dalj
(lla, llb arba lll klases prietaisai)

Nr. Gl 012974 0607, 01 red.

B. Braun MedicalAG
Seesatz 17, 6204 Sempach, SVEICRRtIn

B. Braun Melsungen AG Werk Spangenberg
Dornbach 10, 34286 Spangenberg, VOKIETIJA

B. Braun Melsungen AG Werk E
Schwazenberger Weg 21-27, 34212 Melsungen, VOKIETIJA

B. BRAUN MEDICAL SAS
Z.l. de Layats, 64500 Saint-Jean-de-Luz, PRANCUZIJA

B. Braun Medical B.V.
Euterpehof 10,5342 CW OSS, NYDERLANDAI

3 i5 3 psl.

,,TUV SLID Product Service GmbH" yra notifikuotoji istaiga, kurios identifikavimo Nr. 0'123

,,TUV SUD Product Service GmbH" . Sertifikavimo istaiga . Ridlerstra8e 65 . 80339 Munich . Vokietija

TUV@




