




a Abbott 

Declaration of Conformity 

Certificate Identification: 
Legal Manufacturer's Name: 

Legal Manufacturer's Address: 

SC-99644 
Abbott Laboratories 
Diagnostics Division 
Abbott Park, IL 60064 USA 

List Numbers GMDNCode Names and Description of Devices Classification 
and Size Code 

of Devices 

99644-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared 
CONCENTRATE 

9364 1-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared 
CONCENTRATE 

Authorized E uropean ABBOTI 
Representative (name and Max-Planck-Ring 2 
address) 65205 Wiesbaden, Germany 
Storage site of technical Abbot1 Laboratories 
documentation (name and 4551 Great America Parkway 
address) Santa Clara, CA 95054 USA 
Harmonized Standards Listed in the Technical Documentation 

We, the unders igned, hereby declare that the in vitro diagnostic medical devices described above and bearing 
the CE marking, conform with the applicable provisions of the EC Directive 98179/ EC of the European 
Parl iament and ofthe Counci l of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are 
transposed into the Jaws of the member states. 
This declaration is made in accordance with Annex HI of the IVD Directive and is issued under the sole 
responsibility of the manufacturer. 

Signature: ~~ 
Full Name: 

Barry Simpson 

Position: Qual ity Manager 

Date of Approva l: o~. ~~ e\ . 1o16 

Date Issued: SEP 0 4 2015 

Supersedes: IRIS V4, 
Jan uary I 0, 20 14 

CELL-DYN ENZYMATIC CLEANER CONCENTRATE 
September 20 I 5 

Signature: 

Fu ll Name: 

Position: 

Date of Approval: 

Place Issued: 

Effective (Date or Lot 
Num ber): 

Jh~~ 
Marcy Jaqua 

Regulatory Affairs , Directo r 

ot./ ...5e,e .:JtJ;~ 
I 

Abbott Santa Clara 

SEP 11 2015 

Declaration of Conformity 
(IRIS V5) 
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This approval is subject to the company maintaining its system to the required standard, which will be monitored by NQA, USA, 289 

Great Road, Suite 105, Acton, MA 01720, an accredited organization under the ANSI National Accreditation Board.
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This is to certify that the Quality Management System of:

Avantor Fluid Handling B.V.
Maidstone 50

5026 SK Tilburg

The Netherlands

applicable to:

The design, engineering, manufacturing and distribution of Single Use Systems and 

supporting hardware, including installation-, service- and maintenance activities for the 

pharmaceutical and biotech industry.

has been assessed and approved by 

National Quality Assurance, U.S.A., against the provisions of:

ISO 9001:2015 

For and on behalf of NQA, USA

K
16880Certificate Number:

34EAC Code:

March 22, 2012Certified Since:

March 19, 2024Valid Until:

March 20, 2021Reissued:

March 20, 2021Cycle Issued:
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TRAIN ING

Soroeovici
Mr 1-Me

Chisinau, Moldau

has attended a trainirlg on gtltNls tnattttfitctttr'ed or ilistrilrrrlcti br' rts

April 12th - April 1

Deventer, The

Place, Dste 13'04'201

Biomarketing GrouP

hina 65, ef. 607
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