
Certificate ldentifi cation :

Legal Manufacturer's Name;

Declaration
6K01
Abbott Laboratories
Dia€mostics Division

Signature:

Full Name:

tl*'n"e.wqr Signature:

Diana Romero

Site Director, Quality Assurance

Full Name: Mark Littlefield ! '

Position: Associate Director, Regulatory Affairs

November 5.2014

Date Issued: "g: &# {

Supersedes: December 11,2006

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Novernber 5,2014
Abbott Laboratories
l92l Hurd Drive
Irving, TX 75038

November l.-l .2014

of Conformitv

Abbott Park, Illinois 60064lUSA

al
st Nunobers
d Size Code
rf Devices

GMDN Code Names and Description of Devices Classification

6K01-20 56676 Acid Wash Self-declared

Authorized European
Represcntative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden. Germany

Storage site of technical
documentation

(l\arne and .A,ddress)

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affhiis

E{arnronized Standards Listed in the Technical Documbntation

w

Th
fira

the undersigned, hereby doclare that the in vitro diagnostic medical devices described above and bearing the CE
king, conform with the applicable provisions of the EC Direqtive 98/79/EC of the European Parliament and of the
ncil of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the mcintrer
)s.

declaration is rnade in accordance with Annex III of the IYD Directive and is issued under the sole responsibility of the
u factu rer.



Date Issued:

Supersedes:

Certifi cate Identification:
Legal Man ufacturerts Namel

Declaration
9D3l
Abbott
Abbott

of Conformitv

Signature:

Full Name:

Position:

Date of Apploval:

Place Issued:

Effective (Date or
Lot Number):

Diana Romero

Site Director, Quality Assurance

5-2y"- )otl
5 _ )8 -eotf
March 28, 2013

Associate Director, Regulatory Affairs

g- 28- zto/.r
Abbott Laboratories
1921 Hwd Drive
Irving, TX 75038

F zg'za/-f

L st Numbers
d Size Code
lf Devices

GMDN Code Names and Desc ription of Devices Classification

9D3t-20 58236 Alkal e Wash Scli'-declared

Authorized European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2

65205 Wiesbaden. Germany
Storagc sitc of technical

documentation
(Name and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Departrnent - Regulatory Affair

Harrnonized Standards Listed in the Technical Docum ntation

w

Th
ma

tho undersigned, hereby declare that the in vitro diagnostic rpedical devices described above and bearing the CE
king, conform with the applioable provisions of the EC Direcfive 98l79lEC of the Eurotrrean Parljament and of the
ncilof 27 October 1998 on In Vitro Diagnostic Medical Devlces as they are transposed into the laws of the member
)s.

declaration is rnade in accordance with Annex III of the IVD Directive and is issued under the sole responsibility of the
ufacturer.  

Mark Littlefield



Certifi cate [dentifi cation :

Declaration
l172

of Conformity

W9, the undersigned, hereby declare that the in vitro diagnostic qrredical devices described above and bealing ths CE
-^Ll-:-^^ 

----f--,--- - -:ar rl L' ^^mafking, cotrform with the applicable provisions of the BC Direcfive 9811glEC of the European Parliament and of the
Cofncilof 27 October 1998 on In Vitro Diagnostic MedicalDevfces as they are transposed into the laws of the member
staIes.
Thiip declaration is made in accordance with Annex III of the IVD Directive and is issued under thc sole responsibility of theThiii declaration is made in accordance with Annex III of the IVD Directive and is i
maiufacturer.

nr'/\
signature: U2/rW( +t . signature:

{-tg- aaljDatl orApprovalr 5 -tg - AA 15

Darerssued: 5-N^ADIS

Diana Romero

Site Director, Qualig Assurance

Supersedes: March28, 2013

Mark Littlefield

Associate Director, Regulatory Affairs

g- zg- ze/S
Abbott Laboratories
l92l I lurd Drive
Irving, TX 75038

€_ zr_ 2o /f

Full Name:

Position:

Full Name:

Position;

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Legal Manufactu rerts Name:

t
a

st Numbers
d Size Code
rf Devices

GMDN Code Names and Desqription of Devices Classification

tI72-20 59058 Dete lent A Self-declared

Authorized European
Representative

(Narne and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germarry

Storage site of tcchnical
documentation

(Name and Address)

Abbott
1921 Hurd Drive
Iwing, TX 75038

Department - Regulatory Affair

Harmonized Standards Listed in tlre Technical Docum ntation



Certificate Identifi cation:

Declaration
2194

of ponformity

Legal Manufacturerts Name: Abbott Laboratories

DiaFnostjcs D ivis i_o. I
Abbott Park. Illinois USA

l
ai

st Numbers
d Size Code
of Devices

GMDN Code Names and Desr:ription of Devices Classification

2ls4-2tlssosll oete rgent B I Self-declared

Autlhorized European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden. Germanv

Storage site of technical
documentation

(Name and Address)

Abbott
l92l Hurd Drive
Irving, TX 75038

Department - Regulatory Attbir

llarmonized Standards Listed in the Technical Documi rntation

ma

the undersigned, hereby declare that the in vitro diagnostic riredical devices described above ancl bearing the CE
ring, conform with the applicable provisions of the EC Dire(tive 98l79lEC of the European Par'liament and of the
rcil of 27 October 1998 on In Vitro Diagnostic Medical DeVices as they are transposed into the laws of the membel
c

declaration is rnade in accordance with Annex III of the IYI) Qirective and is issued under the sole responsibility ot the
rfactu rer.

Signature:

Full Name;

Position:

Diana Romero

Site Director, Quality Assurance

Signature:

Full Name;

Position:

Date of Approval:

Place Issued:

Effective (Date or
LotNumber):

Da{e of Approval: December 4,2014

Date Issued: December 4, 2014

Supersedes: New

Associate Director, Regulatory Affairs

December 4,2014
Abbott Laboratories
1921 Hurd Dlive
Irving, TX 75038

December 4,2014

Mark Littlefield



BBOTT

Certifi cate Identifi cation:

Declaration
9D29

of ponformity

declaration is made in accordance with Annex III of the IVD Directive and is issued untler the sole responsibility of the
ufactu rer.

Signature: Signarure: M-A
Full Name; Diana Romero Full Name: Mark Liftlefield

Position; Site Director, Quality Assurance Position; Associate Director, Regulatory Affairs
' ,f

orApprovar: U-/ l-2615 Dat" of Approval: 6 -lt- ?,o 6
Abbott Laboratories

Date Issued: (Z-t/ '2C/5 place Issued: l92l Hurd Drive
Irving, TX 75038

supersedes: March 28,2013 Effective (D4t" ^'Lotuu'uli' 6'lt-ao (t

LegalManufacturer'sName: AbbottLaboratgries
Abbott Park, lllinois

stics Division
USA

I
a

ist Numbers
rd Size Code
of Devices

GMDN Code Names and Desr ription of Deviccs Classification

9D29-20 56676 Water B h Additive Sclf-declared

9D29-2r 56676 Water Br h Additive Self-declared

Authorized European
Representative

(Name and A,ddress)

Abbott
Max-Planck'Ring 2
65205 Wiesbaden, Germany

Storage site of technical
documentation

(Name and Address)

Abbott
192 I Hurd Drive
Irving, TX 75038

Department - Regulatory Affair

Harrmonized Standards Listed in the Technical Docum ntation

w the undersigned, hereby declare that the in vitro diagnc
<ing, conform with the applioable provisions of the EC
ncil of 27 October 1998 on In Vitro Diagnostic Medica

ical devices described above and bearing the CE
9817g/EC of the European Parliament and of the
as they are transpo.sed into the laws of the member
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