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Medical Device Safety Service

Certificate of
C€E-Registration

This is to certify that, in accordance with the In Vitro Diagnostic Medical
Device Directive 98/79/EC, Medical Device Safety Service GmbH
(MDSS) agrees to perform all duties and responsibilities as the
Authorized Representative for:

Diazyme Laboratories
12889 Gregg Court
POWAY, CA. 92064

UNITED STATES OF AMERICA

as stipulated and demanded by the aforementioned Directive. The
German Competent Authority has allocated the in vitro diagnostic
medical devices of the Manufacturer registration numbers as foreseen

in:
Annex A dated Oct. 1, 2008

Medical Device Safety Service GmbH (MDSS) has furthermore given
notification of the manufacturer's devices to concemed Member State
Competent Authorities in accordance with article 10.6 of the In Vitro
Diagnostic Medical Device Directive 98/79/EC. :

The Manufacturer has provided MDSS with the appropriate
Declaration(s) of Conformity confirming that the in vitro diagnostic
medical devices fulfill the applicable requirements of Directive 98/79/EC.
In compliance with German law, a safety officer has been appointed for

Germany.

Oct. 1, 2008

Ad»zféégﬁy

Ludger
-President-
MDSS GmbH

MDSS - Medical Device Safety Service - Schiffgraben 41 - 30175 Hannover, Germany
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Medical Device Safety Service

MDSS - Schiffgraben 41 - 30175 Hannover, Germany

Diazyme Laboratories Schiffgraben 41
Attn. Dr. Abhijit Datta 30175 Hannover, Germany
Assoc Director Operations Tel: + 49 -511 - 69 69 86 30
12889 Gregg Court Fax: + 49 -511 - 62 692 86 33

POWAY, CA. 92064
UNITED STATES OF AMERICA

eMail: info@mdss.com
Internet: www.mdss.com

30.09.20082008-10-01

Confirmation IVD Notification, IVDD 98/79/EC, article 10.6

Dear Dr. Datta

As requested and in accordance with Article 10.6 of the IVDD 98/79/EC, MDSS has forwarded the
following IVD notifications to the Competent Authority of Poland.

EDMS Code Risk Class EDMS Description

1102011400 “Other Glycosylated/Glycated Haemoglobin (HbA1C)
1102011000 “Other” Fructosamine

1102011500 “Other High Density Lipoprotein Cholesterol
1102012100 “Other Low Density Lipoprotein Cholesterol

Registration / Notification is therefore in accordance with EU legislation. We remind you that all
products must meet the applicable provision of the European and national regulation before they may
be placed on the market.

Enclosed is an updated MDSS Certificate of Registration summarizing the notifications performed by
MDSS on behalf of Diazyme Laboratories as of today.

We wish you a successful product launch in Europe.

Best regards,

Joy g:rimm

Medical Device Safety Service GmbH

MDSS - Medical Device Safety Service GmbH

Handelsregister Hannover HRB 57318 - Geschéftsfihrer: Ludger Méller

Bankverbindung - Dresdner Bank, Gehrden - 82 250 800 20 - Kto-Nr. 893 733 300
USt-IdNr. DE 177346163 - S.W.I.ET.: DRESDEEF 979 - IBAN: DE37 25080020 0893 733300




