BUWRY OF STAUE

N RUSSIA
COUNTRY OF DESTINATION:

ot il o ¢%f¢e dow T @cfm%e 7967
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This public document
2 has been signed by DAVID ORR

3. acting in the capacity of COUNTY CLERK, COOK COUNTY

4. bears the seal/stamp of STATE OF ILLINOIS
Certified
L Chicago, lllinois
6. FEBRUARY 19, 2015
% by the Secretary of State, State of lllinois
8. No. C14MH11922
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JESSE WHITE
SECRETARY OF STATE
STATE OF ILLINOIS

This Apostille anly certifies the signature and the seal or stamp it bears. It does not certify content of the document for which it was issued.
THIS APOSTILLE IS NOT VALID WITHIN THE UNITED STATES OF AMERICA.
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Abbott Molecular Inc.
1300 East Touhy Avenue
Des Plaines, IL 60018
USA

Tele: 224.361.7000
Regulatory Affairs e-fax: 847.775.6777

RUSSIA
17 February 2015

To whom it may concern,

The following attachment to this memo is a true copy of the Declaration of Conformity for the
Abbott m2000rt instrument List 9K15-01.
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Tiffini Jenkins

Regulatory Affairs Project Manager

Abbott Molecular Inc.

State of lllinois

County of Cook

Signed and attested before me on < 17 20/ (Date)

by v, Al one \Jexkesrs (namefs of person/s).
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il l-.' L) A OFFICIAL SEAL

Notary Public Nomﬂvm&ﬁ;’,‘mﬁ:‘m HLINGES

County of Cuok
My Commission Fxpires 7-13-2015
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E".:] Abbott

iViolecular

Declaration of Conformity

Legal Manufacturers Name: Abbott Molecular Inc.
Legal Manufacturers Address: 1300 E. Touhy Ave.

Des Plaines, IL, 60018 USA
List Number(s) of Devices Name(s) and Description(s) of Devices
9K15-01 ' Abbolt m2000rt instrument
Name of technical documentation owner Abbott Molecular Inc.
Address of technical documentation owner 1300 E. Touhy Ave.

Des Plaines, IL USA 60018

I, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described
above and bearing the CE-Marking, conform with the applicable provisions of
Medizinproduktegesetz (Medical Devices Act, Germany) transposing EC Directive 98/79/EC
concerning in vitro diagnostic medical devices.

This declaration is made in accordance with Annex il of the IVD Directive 98/79/FEC and with
the DIRECTIVE 2011/65/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of
8 June 2011 on the restriction of the use of cerlain hazardous substances in electrical and
electronic equipment.

’ ’ { |

Signature: Ly A )
Full Name (printed): Tina Krenc ' . ‘ £k o

Director, R&D, Quality Assurance
Position: (Designated Head of Quality)

Date Issued: '

Place: Abbott Molecular Inc. Des Plaines 1L, 60018 USA
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Dale: October 21, 2013
Re:  Out of Office - Signature Authority Memo

| will be out of the office on a business trip the afternoon of Tuesday October
29" through Monday November 4™

In my absence, Kim Snyder will have signature authority for QA and QC
malters requiring my attention, with the exception of personnel.

A signed co oy of this memo is posted out side my office.

Regards, .
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Tina A, Krenc
Director, R&D Quality Assurance
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