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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lla, llb or 1lI)

No. G1 012974 0607 Rev. 02

www.2lg.de

Product Service

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

PI'Od Uct Category(ies) . Active medical devices for fluid management:

- Volumetric infusion pumps

- Infusion syringe pumps

- Elastomeric Pumps

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

- Enteral feeding pumps

- Pump for negative pressure wound therapy

Non-active medical devices (sterile and non-sterile) for:

- Injection, infusion, transfusion and nutrition

- Anaesthesia, emergency, intensive and home care

- Disinfecting, cleaning, rinsing

- Irrigation

- Cryotherapy

- Configured customized sets

- Medical devices for wound care

- Medical Gloves

- Sterile solutions (Irrigation Solutions)

Sterile products for urology and gastroenterology:

- Catheters, catheter kits, drainage and irrigation kits, urological stents,
nephrostomy Kkits, cystometry kits, accessories

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 Il devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713181267
Valid from: 2020-06-09
Valid until: 2024-05-26
Date, 2020-07-17

c @lL\/

Christoph Dicks
Head of Certification/Notified Body
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EB sertifikatas

Pilna kokybés uztikrinimo sistema

Direktyva 93/42/ECC dél Medicinos prietaisy (MDD). Priedas Il, iSskyrus 4 punkta (111, llb
arba lll klasés prietaisai)

Nr. G1 012974 0607 Rev. 02

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

34212 Melsungen

VOKIETIA

Produkty kategorijos:

Aktyvieji medicinos prietaisai skysciy kontrolei:
- Infuzinés voliumetrinés pompos
- Infuzinés Svirkstinés pompos
- Elastometrinés pompos
- Kontrolés ir organizavimo stotelés bei i$ jy pagamintos sistemos
- lrigacinés pompos ir priedai
- Enterinio maitinimo pompos
- Pompos neigiamo slégio Zaizdy terapijai
Neaktyvieji medicinos prietaisai (sterilUs ir nesterills):
- Injekcijos, infuzijos, transfuzijos ir mityba
- Anestezija, skubioji pagalba, intensyvioji ir namy prieziira
- Dezinfekcija, valymas, skalavimas
- Irigacija
- Krioterapija
- Pagal uzsakyma sukonfigliruotos stotelés
- Medicinos prietaisai Zaizdy prieZilrai
- Medicininés pirstinés
- SterilGs tirpalai (irigaciniai tirpalai)
Sterilts produktai urologijai ir gastroenterologijai:
- Kateteriai, kateteriy rinkiniai, drenazo ir irigaciniai rinkiniai, urologiniai stentai,
nefrostomijos rinkiniai, cistometrijos rinkiniai, priedai

Sertifikuojan¢ioji institucija ,, TUV SUD Product Service GmbH* parei$kia, kad minétas
gamintojas, atsizvelgdamas j MDD Il priedg, jdiegé atitinkamy prietaisy / prietaisy kategorijy
kirimo, gamybos ir galutinio patikrinimo kokybés uztikrinimo sistema. Si kokybés
uztikrinimo sistema atitinka Sios Direktyvos reikalavimus ir yra periodiskai stebima. Norint



prekiauti lll klasés prietaisais, privalomas papildomas Il priedo 4 dalies sertifikatas. Taip pat
Zidrékite pastabas kitoje puséje.
PraneSimo Nr. 713181267

Galioja nuo: 2020-06-09
Galioja iki: 2024-05-26

Data: 2020-07-17
/parasas/

Christopher Dicks
Sertifikuojanciosios jstaigos vadovas
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