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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

A

By Royal Charter

This is to certify that: Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park
Illinois
60064
USA

Holds Certificate Number: MD 743461
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents, Accessories and Instruments.

(o C S aed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2021-06-01 Effective Date: 2021-10-13
Latest Revision Date: 2021-10-05 Expiry Date: 2022-04-12
& Page: 1 of 2
e ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+743461&ReIssueDate=05%2f10%2f2021&Template=uk

Certificate No: MD 743461

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites.

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

Distribution of In Vitro Diagnostics Products including Test
Kits, Reagents, Accessories and Instruments.

Abbott Japan LLC
278 Matsuhidai
Matsudo-shi
Chiba

270-2214

Japan

Original Registration Date: 2021-06-01
Latest Revision Date: 2021-10-05

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Effective Date: 2021-10-13
Expiry Date: 2022-04-12

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+743461&ReIssueDate=05%2f10%2f2021&Template=uk

o bsi
bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

By Royal Charter

This is to certify that: Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park
Illinois
60064
USA

Holds Certificate Number: FM 743464

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, Manufacture, Development, Installation, Service and Support of In Vitro
Diagnostic Products including Test Kits, Reagents, Accessories and Instruments.

For and on behalf of BSI:

Andrew Launn, EMEA Systems Certification Director

Original Registration Date: 2018-10-12 Effective Date: 2021-10-13
Latest Revision Date: 2021-10-12 Expiry Date: 2022-04-12
& Page: 1 of 2
HEAS ..making excellence a habit.

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+743464&ReIssueDate=12%2f10%2f2021&Template=uk

Certificate No: FM 743464

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

Original Registration Date: 2018-10-12
Latest Revision Date: 2021-10-12

Distribution of In Vitro Diagnostic Products including Test
Kits, Reagents, Accessories and Instruments.

Effective Date: 2021-10-13
Expiry Date: 2022-04-12

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+743464&ReIssueDate=12%2f10%2f2021&Template=uk

a Abbott

Declaration of Conformity

Certificate Identification: SC-08H59
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
08H59-01 55866 CELL-DYN 26 Plus Control, Full Pack Self-declared
08H59-02 55866 CELL-DYN 26 Plus Control, Half Pack Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: (\M\w‘%ﬂ -
N N

Full Name: Barry Simpson

Position: Site Quality Manager

Date of Approval: 1% e, 2012

Date Issued: JUN 30 2015
IRIS V35
Supersedes: February 26, 2015

CELL-DYN 26 Plus Control
June 2015

Signature:

Full Name:

Position:
Date of Approval:

Place Issued;

Effective (Date or
Lot Number):

S Sy

Marcy Jaqua

Director, Regulatory Affairs

@W EO/E

Abbott Santa Clara

JUL 06 2015

Declaration of Conformity
(IRIS V6)
Page | of 1



) Aot
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Declaration of Conformity

Certificate Identification: SC-01H73
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
01H73-01 58237 CELL-DYN Sapphire and CELL-DYN Ruby Systems Self-declared
DILUENT/SHEATH
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of
the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

- R - e
Signature: \E@,\‘V {" i P . Signature: AMJA %wu——
A

e : -

=

Full Name: Barry Simpson Full Name: Marcy Jaqua

Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: l"{ Nwq - L0 Date of Approval: o2 9&1.4@ D/E

“
Date Issued: JUN 30 2015 Place Issued: Abbott Santa Clara
IRIS V2 Effective (Date or

Supersedes: January 10, 2014 Lot Number): JUL 0 6 2015
CELL-DYN Sapphire and CELL-DYN Ruby Systems Declaration of Conformity
DILUENT/SHEATH (IRIS V3)

June 2015 Page 1 of |



a Abbott

Declaration of Conformity

Certificate Identification: SC-99644

Legal Manufacturer’s Name: Abbott Laboratories
Diagnostics Division

Legal Manufacturer’s Address: Abbott Park, 1. 60064 USA

List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
99644-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared
CONCENTRATE
93641-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared
CONCENTRATE
Authorized European ABBOTT
Representative (name and Max-Planck-Ring 2
address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation (name and 4551 Great America Parkway
address) Santa Clara, CA 95054 USA
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex I11 of the IVD Directive and is issued under the sole
responsibility of the manufacturer,

Signature: \%W‘«vm Signature: ¢/ 51/1‘:/_ o

) \! \ = ) L7
Full Nanie: Barry Simpson Full Name: Marcy Jaqua
Position: Quality Manager Position: Regulatory Affairs, Director
Date of Approval: O, S_Pt . 2014 Date;of Approval: 0 Sep 2045
)
Date Issued: SEP 0 4 2015 Place Issued: Abbott Santa Clara
3 E ive (Date or Lot
S g RIS V4. Effective (
R January 10,2014 Number): SEP 11 2013
CELL-DYN ENZYMATIC CLEANER CONCENTRATE Declaration of Conformity
September 2015 (IRIS V5)

Page 1 of |



aAhbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

SC-03H80
Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers

and Size Code GMDN Code Names and Description of Devices Classification
of Devices
03H80-02 61165 CELL-DYN Ruby, CELL-DYN 3200 Systems Self-declared

CN-FREE HGB/NOC LYSE

Authorized European
Representative
(Name and Address)

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germany

Storage site of technical
documentation
(Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: \$\,T‘q\)tg..mﬁ Signature: %(—4474_._\ W
3 Voo

=
Full Name: Barry Simpson Full Name: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs
Date of Approval: 29 Swa. LOIE  Date of Approval: QJDUM 20/5
Date Issued: JUN 30 2015 Place Issued: Abbott Santa Clara
Supersedes: -]]I:riga:;zm‘ 2014 5281?::5;3;& . JUL 0 6 2015

CELL-DYN Ruby/3200 Systems
CN-FREE HGB/NOC LYSE
June 2015

Declaration of Conformity
(IRIS V3)
Page 1 of |



aﬂbbott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity

SC-08HS52

Abbott Laboratories

Diagnostics Division

Abbott Park, IL 60064 USA

Representative

(Name and Address)

List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
08H52-01 61165 CELL-DYN Ruby, CELL-DYN 3200 Systems Self-declared
WBC LYSE
Authorized European ABBOTT

Max-Planck-Ring-2
65205 Wiesbaden, Germany

documentation

Storage site of technical

(Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature;

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Barry Simpson

Site Quality Manager

29 Tun, 2015

JUN 3 0 2015

IRIS V2,
January 10, 2014

S
~ \W\‘f\?\'{ﬁi”___ ___ Signature:
\

Full Name:

Position:
Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

CELL-DYN Ruby and CELL-DYN 3200 System Reagent

WBC LYSE
June 2015

Cﬁwf—a Ty

Marcy Jaqua

Director, Regulatory Affairs
L/QOW 22/8
Abbott Santa Clara

JUL 06 2015

Declaration of Conformity
(IRIS V3)
Page 1 of |
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Abbott
[ ] L]
Declaration of Conformity
Certificate Identification: 7D56
Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, [llinois 60064 USA
List Numbers and GMDN
Size Code of Cod Names and Description of Devices Classification
Devices S
7D56-21 52925 Alanine Aminotransferase Self-declared

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized European
Representative (name and address)

S4OIREE S|te'of tehniedl Abbott Laboratories, 1921 Hurd Drive, [rving, Texas 75038
documentation (name and address) N
| Harmonized Standards Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer,

-

Signature: /Ck: S Signature:

Full Name: Erik Muegge Full Name: Mark Littlefield

Position: QA Manager Ops Position; Assoc. Director Regulatory Affairs
Date of Approval: S) 5 5 .:ff;%“ 2ot 7 Date of Approval: S5 2~ 28) Y/

Date [ssued: __5 -3/~ /" ZHr7

Abbott Laboratories
1921 Hurd Drive
Place Issued: [rving, TX 75038

Supersedes: _September 3, 2015

Effective (Date or

Lot Number): ?"5&:’-/& &L 7
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Abbott

Declaration of Conformity

Certificate ldentification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

7D81

Abbott Laboratories Diagnostic Division

Abbott Park, Illinois 60064 USA

List Numbers and GMDN . ' . :
Size Code of Devices | Code Names and Description of Devices Classlﬁca.tl(.)_n_
7D81-21 52954 Aspartate Aminotransferase Self-declared

Authorized European
Representative (name and address)

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical
| documentation (name and address) |

Abbott Laboratories, 1921 Hurd Drive. Irving, Texas 75038

Harmonized Standards

" Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European
Parliament and of the Council of 27 Qctober 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.
This declaration is made in accordance with Annex III of the IVD Directive and Is issued under the sole

responsibility of the manufacturer,

%sz’a

Signature:

Full Name: Thomas Creel Full Name:

Position: Director, Site QA Position:

Date of Approval: / g’& - ;})/ é\/ Date of Approval:
Date Issued:
Place Issued:
Supersedes:

Effective (Date or
Lot Number):

) / . : ;
i 2
W Signature: P Mm‘f:_

Mark Littlefield

Assoc. Director Regulatory Affairs
LS~ = 2en s
LT 2 S

Abbott Laboratories
1921 Hurd Drive
[rving, TX 75038

08-SEP-2017

LG T 2 S




C] Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-7D5§5-SD DELK
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN Names and Description of Devices Classification —|
Size Code of Devices Code
7D55-22 52929 Alkaline Phosphatase Self-declared
7D55-32 52929 Alkaline Phosphatase Self-declared N
Authorized European N/A

Storage site of technica)
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 7503 8, USA.

| Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro dia

gnostic medical devices described above and bearing

the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European

Parliament and of the Council of 27 October 1998 on In Vitro Dia

transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.,

Signature:
Full Name:
Position:

Date of Approval:

@Zm %??’Q’,ce?

Signature:

o

gnostic Medical Devices as they are

Diana Romero

Director Quality Assurance

L2 p2TAY 200 7

Full Name;

Position:

= = ,/‘-. P

Mark Littlefield

Assoc. Director Regulatory Affairs

¢Z ﬁf‘M/ﬁl}/“_Zﬁ/ 7

Date of Approval;

Date Issued;

27~ poty- 247 7

Place Issued:

Supersedes:

Effective (Date or
Lot Number):

Not applicable

65205 Wiesbaden, Germany




& ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
7D53

Abbott Laboratories Diagnostics Division

Abbott Park, Tllinois 60064 USA

List Numbers
and Size Code
of Devices

GMDN Code

Names and Deseription of Devices

Classification

7D53-23

53599

Albumin BCG

Self-declared

Authorized European

{(Name and Address)

Representative

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical

(Name and Address)

documentation

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European Parliament and of the

Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states.

This declaration is made in accordance with Annex IIT of the IVD Directive and is issucd under the sole responsibility of the

manufacturer.

Signature: @W %0

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Signature:
Diana Romero Full Name:
Site Director, Quality Assurance Position:
F -3~ 2005 Date of Approval:

P-3-20/5

November 5, 2014

Place Issued:

Effective (Date or
Lot Number):

Mark Littlefield

Associate Director, Regulatory Affairs
F-3—20/5

Abbott L.aboratories

1921 Hurd Drive
Irving, TX 75038

F-3~ 20/




&' ABBOTT

Certificate Identification:
Legal Manufacturer’s Name;

Declaration of Conformity
7D58

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
7D58-21 52941 Amylase Self-declared [

Authorized European

(Name and Address)

Representative

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical

(Name and Address)

documentation

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into (he laws of the member

stales,

This declaration is made in accordance with Annex I1I of the IVD Directive and is issued under the sole rcspcnsibilily of the

manufacturer,

Signature:

Full Name:
Position:

Date of Approval:
Date Issued:

Supersedes:

Lvma (omuo

Diana Romero Full Name:
Site Director, Quality Assurance Position:
(7. 2-2ar8 Date of Approval;

T-3- 2078

November 5, 2014

Place Issued:

Effective (Date or
Lot Number):

s 2 7l f%

Mark Littleficld

Associate Director, Regulatory Affairs
P -3 2005

Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

T -3-2005



Declaration of Conformity

Certificate Identification: 7D81
Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, Illinois 60064 USA

f Llst Numbers and GMDN i
Slze Code of Cod Names and Description of Devices Classification
l 6L45-21 53229 Total Bilirubin Self declared
l—6i45-41 53229 Total Bilirubin Self-declared
Abbott GmbH & Co. KG
Authorized European bt Gro

Max-Planck-Ring 2

Representative (name and address)
65205 Wiesbaden, Germany

Storage site of technical
documentation (name and address)
Harmonized Standards

Listed in the Technical Documentation

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038

We, the undersigned, 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 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are

transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.,

Signature: 1 Y Signature: 72’ .27 ;‘”ﬁ‘ﬁi’; ;.__&—4 /

Full Name: Thomas Creel Full Name: Mark Littlefield v

Position: Director, Site QA Position: Assoc. Director Regulatory Affairs
Date of Approval: R'GC:)L ’20/ f; Date of Approval: / =720 F

Date Issued: ”(- CxL7 2 b/

Abbott Laboratories
1921 Hurd Drive

Place Issued: Irving, TX 75038
Supersedes: September 8,2017
Effective (Date or

o
# -

Lot Number): LA™

{,t'x'
\.—J

p—
g

‘._f'za
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Abbott

Declaration of Conformity

Certificate [dentification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

8G63
Abbott Laboratories Diagnostics Division
Abbott Park, Illinois 60064 USA

List Numbers and GMDN

Size Code of Names and Description of Devices Classification
) Code

Devices

8G63-21 §3236 Direct Bilirubin Self-declared

Authorized European
Representative (name and address)

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wieshaden, Germany

|

Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, [rving, Texas 75038

Harmonized Standards

Listed in the Technical Documentation

.

We, the undersigned, 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 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex I11 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.,

-

o~ / / ﬁ‘ |
=5 — H . wr Z 4@ e e
> ---‘I", I‘Ff —— S lgnature. Z’% ! | (% o :_

Signature: £

Full Name: Erik Muegge Full Name: Mark Littlefield

Position: QA Manager Ops Position: Assoe. Director Regulatory Affairs

Date of Approval: défgs"/::}??“ 207 Date of Approval: }_):S'(__E:‘L) 200 7
Daie Issued: F=SYSS 20/ Z

Abbott Laboratories
1921 Hurd Drive
Place Issued: [rving, TX 75038

Supersedes: _September 3, 2015

Effective (Date or <~
Lot Number): g‘ ‘-S Q - 3@7



& ABBOTT

Declaration of Conformity

Certificate Identification: 1E66

Legal Manufacturer’s Name: Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
1E66-04 41830 Bilirubin Calibrator Seif-declared

Autherized European | Abbott
Representative | Max-Planck-Ring 2
(Name and Address) | 65205 Wiesbaden, Germany

Storage site of technical | Abbott
documentation | 1921 Hurd Drive
(Name and Address) | Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards | Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member
states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole responsibility of the
manufacturer. /7

N . r_/,.: ') _ s f,/ /f:,.- .- /iy

Signature: [anila / 7(?/.}‘)’2{/5 &) Signature: /:,75’/};7; e e

x e o~ J :
Full Name:  Dyigna Romero Full Name:  Mark Littlefield &
Position:  Site Director, Quality Assurance Position:  Associate Director, Regulatory Affairs
Da1.‘e of Approval:  November 5, 2014 Date of Approval:  November 5, 2014
‘ Abbott Laboratories
Date Issued: November 5, 2014 Place Issued: 1921 Hurd Drive

Irving, TX 75038

) Effective (Date or
Supersedes:  September 28, 2006 Lot Number): November 17, 2014



2 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
3L79

Abbott Laboratories

Diagnostics Division

Abbott Park, lllinois 60064 USA

List Numbers GMDN Code
afd Size Code
of Devices

Names and Description of Devices

Classification

3L79-21;3L79-31;

3L79-41 =sie

Calcium

Self-declared

Authorized European

Abbott

Representative | Max-Planck-Ring 2
(Name and Address) | 65205 Wiesbaden, Germany
Storage site of technical | Abbott
documentation | 1921 Hurd Drive

(Name and Address)

Irving, TX 75038
Department - Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states.
This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole responsnbnhty of the
manufacturer. by 3

. L) ’ . - ” ’/,« _— ’/ £ /

Signature: ((’/"; {é’“’i jﬁ’/)ﬁ‘ A Signatine: 7 A 7z ”Mw . fmfv’;ﬁz;” ==
Full Name: piana Romero Full Name:  wmark Littlefield ¢

Position:  Site Director, Quality Assurance Position;  Associate Director, Regulatory Affairs

Daﬁe of Approval: - November 5,2014 Date of Approval:  November 5, 2014
. Abbott Laboratories
Date Issued: //w «3’“, 2 ,fa?/ Place Issued: 1921 Hurd Drive

Supersedes: December 31, 2012

Effective (Date or
Lot Number):

Irving, TX 75038

November 17, 2014
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Abbott
L] L]
Declaration of Conformity
Certificate Identification: 7D62
Legai Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, Illinois 60064 USA
List Numbers and GMDN L
Size Code of Cod Names and Description of Devices Classification
Devices ore
7D62-21 53362 Cholesterol Self-declared

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden, Germany ]

Authorized European
Representative (name and address)

Storage SIte.Of enicy Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex ITI of the IVD Directive and is issued under the sole
responsibility of the manufacturer,

Signature: . G BTty Signature; /’7’_{’%&2{ -

Full Name: Erik Muegge Full Name: Mark Littlefield

Position: QA Manager Ops Position: Assoc. Director Regulatory Affairs
I o =30 am e 2 .

Date of Approval: _8’ ~)E - 20/ 7 Date of Approval: fii/"’" o= L“_;‘_;ZCJ/ /

Date Issued: 3"5/5/’7' 2o/ 7

Abbott Laboratories
1921 Hurd Drive
Place Issued: Irving, TX 75038

Supersedes: 9-3-2015
Effective (Date or

Lot Number): F=SEF-2007
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EC DECLARATION OF CONFORMITY
For /n vitro diagnostic medical devices (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2,
manufacturer of the family of devices named as “kits for clinical chemistry and
Immunochemistry, coagulation and rapid tests for immunology and serology” declares, under
Its own responsibility that the below listed devices comply with all essential requirements listed
in Annex I of the 98/79/EC Directive, as prescribed in Annex III of such Directive and its
ftalian transposition (Legislative Decree nr. 322/2000).

t therefore declares and assures, under its own responsibility, that the devices:
1. comply with the applicable provisions of the Directive
2. are not included in the list A and B of Annex II of the Directive
3. are designed, manufactured and placed on the market according to the company
certified quality system, in compliance with ISO 9001 and ISO 13485 as per indicaticn
expressed in Annex III of the Directive.

DICHIARAZIONE DI CONFORMITA CE
per dispositivi medico diagnostici in vitro IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH, SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante dei
dispositivi appartenente alla famiglia denominata “kit per chimica clinica, immunochimica,
coagulazione, e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita
che i dispositivi sotto elencati seddisfano i requisiti essenziali applicabili richiesti dall’Allegato I
della Direttiva 98/79/CE, come prescritto dall’Allegato III della medesima Direttiva e suo
recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichlara sotto la propria responsabilita che i dispositivi:
1. soddisfano le disposizioni applicabili della Direttiva
2. non sono inclusi nell’elenco A e B dell’Allegato III della Direttiva
3. sono progettati, fabbricati ed immessi in commercio nell’'ambito dell’applicazione di un
sistema di qualitad aziendale dichiarato conforme e certificato secondo le norme ISO
9001 e ISO 13485 come descritto dall’Allegato 111 della Direttiva,

Code/Codice Product Description/Nome prodotto

6K26-30 CRP Vario

6K26-41 CRP Vario

6K26-10 CRP Calibrator Set

6K26-12 CRP Calibrator WR

6K26-14 CRP Calibrator HS

6K26-21 CRP Control HS

6K89-30 Ammonia Ultra

6K91-30 Ceruloplasmin

4P79-30 UIBC Liguid

8L24-31 Creatinine (Enzymatic)

8L24-41 Creatinine (Enzymatic)

8L25-30 Lithium

6K89-20 Ammonia Controls \
6K30-10 Clin Chem Cal ) A
6K31-10 Plasmaproteins Cal 3x ' /
1P93-30 Cystatin C
1P93-10 Cystatin C Calibrator

IS0 9041:2008 - IS0 13485:2003 - EN ISD 13485:2012 - ISO 13485: 2003 CHMDTAS - 8BS GHEAS 1HO01:2007 - 180 14001:2G04

santinelo:



SENTINEL

Code/Codice Product Description/Nome prodotto
1P93-20 Cystatin C Control Set -
6K25-10 CK-MB Calibrator

6K25-20 CK-MB Control

6K30-20 Clin Chem Control 1

6K30-21 Clin Chem Control 2

6K32-20 Immuno Control 1

6K32-21 Immuno Control 2

6K32-22 Immuno Control Set

6K90-20 Bile Acids Cantrols

6K98-10 Fructosamine Control 1

6K98-20 Fructosamine Control 2

4P80-30 Lambda Light Chains

6K24-30 Cholinesterase

6K25-30 CK-MB

6K22-30 Pancreatic Amylase

6K96-30 Kappa Light Chains

6K23-30 HBDH

6K90-30 Bile Acids

6K92-30 Dibucaine CHE

6K93-30 Copper B
6K94-30 Fructosamine

6KS85-30 Iron

6K95-41 Iron

furthermore, the manufacturer declares to:
1. keep and make available for the Competent Authority the product technical file, as

specified in Annex III of the 98/79/CE Directive, as well as to retain the batch records
for a period of at least ten (10) years after the production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market
surveillance requested by the Directive,

1| fabbricante dichiara inoltre di:
1. conservare e tenere a disposizione delle Autorita Competente il fascicolo tecnico di

prodotto, specificato nell’Allegato III delia Direttiva 98/79/CE, nonché le registrazioni di
produzione e controllo per un periodo almeno di dieci anni dalla data di produzione
dell’ultimo fotto

2. avere istituito e di mantenere un’idonea procedura per garantire la sorveglianza post-
vendita richiesta dalla Direttiva.

| |

|
Sientinel Ch, SpA Date/Data
A ,,géf}e resentative A g e
Urfllegale Rappresentante = SIS

Dr. iFilippo De Luca

|
fTJC@ BHOLIROOE - 150G 134852007 « KN ISG 12348512032 - IS0 134852003 CMOCAS - BE QHEAS 180013007 180 120812000

s B W

v sentinel



a ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
3181

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
31.81-22; 31.81-32; ini
132142551_4?]3 32, 53251 Creatinine Self-declared

Authorized European

(Name and Address)

Representative

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical

(Name and Address)

documentation

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

States.

This declaration is made in accordance with Annex ITI of the IVD Directive and is issued under the sole responsibility of the

manufacturer,

Signature

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes;

- Yoma Wpmpne

Diana Romero

Site Director, Quality Assurance

November 5, 2014

/- 201y

July 16,2013

Full Name;:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

. /’<"’}{° ,?f
Signature: ‘;Zg:&‘: : LA =

Mark Littlefield

Associate Director, Regulatory Affairs

November S, 2014

Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

November 17, 2014




: 2 DRC-726
% " Biokit CE DECLARATION OF CONFORMITY BT
ion
A Werfen Company i Page 1 of 3

C E DECLARATION OF CONFORMITY

Manufacturer: BIOKIT, S.A,
MHersteller Fabricante Can Malé s/n. 08186
Fabricante Producent Lliga d"Amunt
Fabricant Tillverkare = i
Produttore Karaoxkevaorig geroglgna =iSpain

Biokit hereby declares that the produci(s) listed below conform to the European Union directive
and standards identified in this declaration.

Biokit erklédri, dass die aufgefUhrien Produki(e) mit den Bestimmungen der angegebenen EU-Richllinien und mit den aufgefihrten
normativen Dokumenten in- Ubereinstimmung sind,

Biokit declara por fa presente que los producto(s) abajo mencionados, estan conformes con las directivas y normas Europeas
identificadas en esta declaracion.

Biokit déclare par la présente, que la(s) produit(s) sous-mentionné(s), est (sont) conforme(s) aux directives et normes Européennes
identifiées dans cette déclaration.

Biokil dichiara con la presente che il(i} prodotio(i) sotlomenzionata() 8(sono) conformi alla direttiva o agli standard specificati in
questa dichiarazione.

Biokit declara pelo presente que ofs) produio(s) abaixo mencionado(s) estéfestdo conforme a Directiva € normas da Comisséo
Europeia especificadas nesta declaragéo.

Biokit erkieerer herved, at det (de) nedenfor anferte produki(er) er i overensstemmelse med de EU-direktiver og standarder, der er
anfart | denne erkizzring.

Blokit bekréftar hdrmed alt nedan uppréiknade produkt(er) dr férenlig(a) med de EU-direktiv och standarder som idenlifieras i denna
deklaration

H Biokil j1& 1o rmapdv dnAdiver 611 10 MPOIGV(=Ta) TTOU QVAPENOVITI KATWTENW OUNLOPQUQVOVTal pe Ty odnyle m¢ Eupwrraikic
Evwong Kai 1a TTpdrurra rou mapariBevral orny rapouda ShiAwan.

EU Directive:
EU-Richtlinie  Directiva UE  Directive Européenne Direltiva Europea Directiva UE  EU-Direktiv  EU Direktiv O8nyla EE

VD - 98/T9/EC (27/10/1998)
Standard(s):

Normen und Richtlinien  Esléndar(es) Norme(s) Norma(e) Padréo/Padrbes Standard(er) Stendard(er) MMpdrumo(-a)

IS0 9001 ISO 13485




DRC-726

2 Rinki CE DECLARATION OF CONFORMITY s
Biokit Edition 3

A Werfer Company P-172 Page 2 of 3

Notified Body:

Benannts Stelle QOrganismo Nolificado Organisme Notifié  Organismo Notificale  Organismo Nofificado  Teknisk Kontrollorgon
Anmdlf Organ  Ketvorroinuévos Opyaviaude

Name: Other Devices Code:N/A

v Certificate N N/A Annex Il

Product(s):
Produkt(e) Producto(s) Produit(s) Prodottofi) Produto(s) Produkt(er) Produkt(er) [ipoiovi-ta)

Product(s)

Produictie) Produto(s).

Procducto(s) _ Produkt(er)

Produit(s Produkt(er)

Prodotto(i)  fTpoiov(-ta)

PIN

6L34-42 Quantia A-1-AGP
6K38-01 Quantia ASQO
6K39-01 Quantia B2-Microglobulin
6K40-01 Quantia Digitoxin
6K41-01 Quantia Ferritin
6K42-01 Quantia IgE
6L32-42 Quantia Myoglabin
6K44-01 Quantia RF
6K99-01 Quantia Al-Antitrypsin
7K02-01 Quantia D-Dimer
7K00-01 Quantia Lp (a)
6K45-01 Quantia PROTEINS Standard
6K46-01 Quantia ASO Standard
6K47-01 Quantia B2-Microglobulin Standard
6K48-01 Quantia Digitoxin Standard
6K49-01 Quantia Ferritin Standard
6K50-01 Quantia Igk Standard
61.33-04 Quantia Myoglobin Standard
6K52-01 Quantia RF Standard
7K02-10 Quantia D-Dimer Standard
7K00-10 Quantia Lp (a) Standard
5P83-01 Lp (a) Calibratars
6K53-01 Quantia PROTEINS Control
6K54-01 Quantia ASO-RF Control |
6K55-01 Quantia ASO-RF Control Il




¥ Biokit

CE DECLARATION OF CONFORMITY

DRC-726

Edition 3
A Werfen Company
P-172 Page 3 of 3
-~ Produkt(er)
(QESsEAtiEoTHTal i Tt T i3
6K56-01 Quantia Ferritin/Myoglobin/IgE Control
6K57-01 Quantia Digitoxin Control
7K02-20 Quantia D-Dimer Control
7K00-20 Quantia Lp (a) Control
5P84-10 Lp (a) Control
20/ 2/ 2945

Signalure \\

Date
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Abbott
L] *
Declaration of Conformity
Certificate Identification: 3L82
Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, Illinois 60064 USA
L'ist Numbers and GMDN o _ ) _
Size Code of Cod Names and Description of Devices Classification
Devices ode ==
3L82-21, 3L.82-41 53301 Glucose Seif-declared

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wieshbader, Gerrhany ]

Authorized European
Representative (name and address)

Storage snte.ofteghnlcal Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038
documentation (nante and address)
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex IIT of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: '/?_J rég’;_:' A O Signgture: -
Full Name: Erik Muegge Full Name: Mark Littlefield
Position: QA Manager Ops Position; Assoc. Director Regulatory Affairs
Date of Approval: g o \S‘L:}Z'JO/ 7 Date of Approval: _ ¥~ SE4%2¢)/ 7/ -
Date Issued: DAY -zt 7
Abbott Laboratories
1921 Hurd Drive
Place Issued: Irving, TX 75038
Supersedes: _November 17,2014

Effective (Date or TR
Lot Number): s/-' S/ ZCD/Z_ o




2 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
7D65

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices |
Zggg_ﬂ 53030 Gamma-Glutamy! Transferase Self-declared
Authorized European | Abbott
Representative | Max-Planck-Ring 2
(Name and Address) | 65205 Wiesbaden, Germany _
Storage site of technical | Abbott
documentation | 1921 Hurd Drive
(Name and Address) | Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, 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 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole responsibility of the

manufacturer,

Full Name:  Diana Romero Full Name:
Position:  Site Director, Quality Assurance Position:

Date of Approval: (f.— RA-~20785 Date of Approval:
Date Issued: ?,- 3-20/5 Place Issued:
Effective (Date or

Supersedes: November 5, 2014

Lot Number):

= :/ /
siwwns 2772 e

7 5

Mark Littlefield
Associate Director, Regulatory Affairs
Z-3- 2015

Abbott Laboratorics

1921 Hurd Drive
Irving, TX 75038

P~-3-20/8



		2021-12-13T16:02:14+0200
	Moldova
	MoldSign Signature




