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Ruth DeIbelK-Bayer
DEKRA Certification GmbH Stuttgart; 2018-11-27
Notifled Body ID-number: 0124

Benannt durchlDesignated by

Zentralstelle der Lnnder .

* ftr Gesundheitsschutz
bei Arzneimrtteln Und

Medizinprodukten a

ZLG-BS-295.1 0.02

EC CERTIFICÄTE
for the Quality Assurance System:

4-3

according the Directive
Annex II exclu
As a Notified Body ofthe European Union,

SARSTEDT AG & Co.

Sarsteätstraße 1, 51588 Nümbrechl

Certified location:

Sarstedtstraße 1, 51588 Nümbrec[

applies a quality assurance
devices Iisted in the annex. The approval is
50650-Z5-00, the decision dated 2018-11-2
performance of the annual surveillance

This certificate is valid from 2018-11-27 to 2023-09-27
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__

Annex to the EC Certificate No. 5065Ö-16-02

_____

Valid from 201 8-11-27 to 2023-09-27

• Revision status ofthe annex: 2 dated 2021-04-01

Devices/device categories included in the certificate:

Class 1 s:

For the products listed below, review of the Quality Assurance System refers exclusively to aspects of
IJ.J manufacture concetned with securing and maintaining sterile conditions.

- Urine and secretion bag - sterile
- Urine Drainage-Systems - sterile
- Navel ciamp - sterile

Class II a:

Blood Collection Needles:

- S-Monovette©-Needle, Safety-Needle
- Multifly®-Needle, Safety-Multifly®-Needle
- Micro-Needle

Safety Lancets:

- Safety-Lancet
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Ruth DeIbJk-Bayer
DEKRA Certification GmbH, Stuttgart, 2021 -03-05
Notified Body ID-number: 0124
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