. ®
-TUVRheinland

Certlflcate

] The Certlflcation Body of
_TUV Rhemland Product Safety GmbH

- hereby certifies that the organization

-~Wako Chemicals GmbH
Fuggerstr 12

41468 Neuss
- Deutschland

has establlshed and ‘applies a quallty management system for medical de\nces
for the following scope:

Manufacture and Dlstrlbutlon of in vitro Dlagnostlc
‘ Reagents for Chnlcal Chemistry

E Proof hae been furnished that the requirements specified in
'EN ISO 13485:2003 + AC:2007

__ere fuifi_iled_; The q'ujelit\'/"manégem'ent s'yst_em is subject to yeariy:surveillanee.

'Certiﬁcate Registration No.: ~ '§X 60027608 0001

An audit was performed Report No 21 1_4'3536 001
Ny :.ThIS Certlflcate is vahd untnl = .0'7:-__1__'2.-_2_0'14'.'.

'Akkreditiert durch
Zentraslelle der Lénder
for Gesundheitsschutz
bei Arznaimitleln

und Medizinpradukten

[l ® w* ZLG-Z2Q-995.60.01-46

4. Jol O

D'r_. H..Ludemann

Cologne, oa.dz.z_oos_ -

“TOV Rheinland Product Safety GmbH - Am Grauen Stein - D-51105 K5in

Tel. (+49/221) 806 - 1371 Fax: (+48/221) 806 - 3935 e-mait.cert-validity@de.tuv.com hitp/iwww. tuv.com/safety
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