17

A4 1o7

\ot Verified

przez lwona
Chifa Sp. z

L

Benannt durch/Designated b

AT
*
»
%
»

U

= e e Z'eptglstell:hder Larr:d:r i
o O % ELQ x Unmm ]
= * U edizinprodukten
& * g K ZLG-BS-244.10.08
!% - Product Service
= o .
W EC Certificate
el Production Quality Assurance System
g 0 Directive 93/42/EEC on Medical Devices (MDD), Annex V
- (Devices in class | in sterile conditions, sterilised systems or procedure packs)
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= — Manufacturer B. Braun Avitum Italy S.p.A.
= Via XXV Luglio, 11
] 41037 Mirandola (MO)
rz = ITALY
e LLl
= Facilitv(ies): B. Braun Avitum ltaly S.p.A.
a . ty( ) Via XXV Luglio, 11, 41037 Mirandola (MO), ITALY
= E Product Containers for Solutions;
~IEG Category(ies): Accessories for Dialysis, Nutrition, Infusion
o = and Apheresis;
e o Sets for Infusion and Irrigation
= S
-
i o. The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
g L manufacturer has implemented a quality assurance system for manufacture in accordance with MDD
= O Annex V. This quality assurance system covers those aspects of manufacture concerned with
= securing and maintaining sterile conditions of the respective devices / device categories and conforms
a L 2 to the requirements of this Directive. It is subject to periodical surveillance. See also notes overleaf.
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