SIEMENS
EC Declaration of Conformity

We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 98/79/EC for in vitro diagnostic medical devices,

Legal Manufacturer: Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

Place of Manufacture: Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA
EC Authorized Representative: Siemens Healthcare Diagnostics Ltd.
Sir William Siemens Square
Frimley, Camberley, GU16 8QD, UK
Product Name: Dimension® Triglycerides Flex® reagent cartridge

Catalogue Number (REF): DF69A

Siemens Material Number (SMN): 10444906

Classification: General IVD
Conformity Assessment Route: ANNEX Il

Document Control Numbery: DoC_ DM_TGL_DFB9A
Version: 2.0

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Inc.
This declaration supersedes any declaration issued previously for the same praduct,

Signature: ié;’,”/, Ty, % (/{ Lt ,,;.1;;/{\3'/{}&/;2 v
Rebecca S. Ayash M e

Sr. Director Regulatory Affairs

Siemens Healthcare Diagnostics Inc.

Newark, DE 19714
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Document No. DoC_ DM_TGL_DFG9A Ver, 2.0
il

i

Digitally signed by Marinescu Traian Alin
Date: 2019.11.04 08:56:24 EET
Reason: MoldSign Signature

7
Location: Moldova ’




EC Declaration of Conformity

We hereby declare that the product described below confarms fo all applicable requirements
of Council Directive 98/79/EC for in vitro diagnostic medical devices.

l.egal Manufacturer: Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

Place of Manufacture: Siemens Heallhcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA
EC Authorized Representative: Siemens Healthcare Diagnostics Lid.
Sir William Siemens Square
Frimley, Camberley, GU16 8QD, UK

Product Name: Dimension® Alanine Aminotransferase Flex® reagent cartridge

Catalogue Number (REF): DF143

Siemens Material Number (SMN): 10475530

Classification: General IVD
Conformity Assessment Route: ANNEX Il

Document Control Number: DoC_ DM_ALTI_DF143
Version: 2.0

This declaration of conformity is issued uncler the sole responsibility of Siemens Healthcare Diagnostics Inc.
This declaration supersedes any declaration issued previously for the same product.

,""““) (.‘ ) ;
)%’fﬁ/ﬁfr_) ) é’;ﬁéﬁf»?& o
Rebecca 8. Ayash L

Sr. Director Reyulatory Affairs

Siemens Healthcare Diagnostics Inc.
Newark, DE 19714

Signature: (

Document No. DoC_ DM_ALTI_DF143 Ver.2.0 Page 1 ¢f 1




SIEMENS

EC Declaration of Conformity

We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 98/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

EC Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Control Number:

Version:

Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

Siemens Healthcare Diagnostics Ltd.

Sir William Siemens Square

Frimley, Camberley, GU16 8QD, UK

Dimension® Aspartate Aminotransferase Flex® reagent cartridge

DF41A

10444959

General IVD

ANNEX 11l

DoC_ DM_AST (GOT)_DF41A

2.0

This declaration of conformity is issued under the sole responsibility of Stemens Healthcare Diagnostics Inc.
This declaration supersedes any declaration issued previously for the same product.

Signature:

@fuwu \ﬁ &’W

Rebecca S. Ayash

Sr. Director Regulatory Affalrs
Siemens Healthcare Diagnostics Inc.
Newark, DE 19714

Document No. DoC_ DM_AST (GOT)_DF41A Ver. 2.0

Page 1




SIEMENS
EC Declaration of Conformity

We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 98/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer: Siemens Healthcare Diagnostics

Inc.

500 GBC Drive, Mailstop 514, P.O. Box 6101

Newark, DE, 19714, USA

Place of Manufacture: Siemens Healthcare Diagnostics

Inc.

500 GBC Drive, Mailstop 514, P.O. Box 6101

Newark, DE, 19714, USA

EC Authorized Representative: Siemens Healthcare Diagnostics
Sir William Siemens Square
Frimley, Camberley, GU16 8QD,

Product Name: Dimension® Total Bilirubin Flex®

Catalogue Number (REF): DF167

Siemens Material Number (SMN): 10444957

Classification: General IVD
Conformity Assessment Route: ANNEX I

Document Control Number: DoC_ DM_TBI_DF167
Version: 2.0

Lid.
UK

reagent cartridge

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Inc,

This declaration supersedes any declaration issued previously for the same product.

Signature: @{4&6{1&)(5} (C‘

Rebecca S. Ayash
Sr Director Regulatory Affairs

Siemens Healthcare Diagnostics Inc.

Newark, DE 19714

Document No. DoC_ DM_TBI_DF167 Ver. 2.0
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SIEMENS
EC Declaration of Conformity

We hereby declare that the product described below conforms to all applicable requirements

of Council Directive 98/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer:

EC Authorized Representative:

Product Name:

Siemens Healthcare Diagnostics [nc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

Siemens Healthcare Diagnostics Ltd.
Sir William Siemens Square
Frimley, Camberley, GU16 8QD, UK

Dimension® Cuvette Cartridge

Catalogue Number (REF): D828

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Control Number:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Inc.

10445042

General IVD

ANNEX Il

DoC_ DM_Cuvette Cartridge_D828

3.0

This declaration supersedes any declaration issued previously for the same produect.

Signature:

Document No. DoC_ DM_Cuvette Cartridge_D828 Ver. 3.0 :

0)6 10012
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@4«& e/ D &&M\../
Rebecca S. Ayash U

Sr. Director Regulatory Affairs

Siemens Healthcare Diagnostics, Inc.
Newark, DE 19714

__Date
.;F.[Y‘ YY-MM-DD]




SIEMENS

EC Declaration of Conformity

We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 88/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

EC Authorized Representative:

Product Name:
Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Control Number:

Version;

Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 8101
Newark, DE, 19714, USA

Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

Siemens Healthcare Diagnostics Ltd.
Sir William Siemens Square
Frimley, Camberley, GU16 8QD, UK

Dimension® Direct Bilirubin Flex® reagent cartridge

DF125

10444956

General VD

ANNEX 11l

DoC_ DM_DBI_DF125

2.0

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Inc.
This declaration supersedes any declaration issued previously for the same product,

Signature:
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Rebecca 8. Ayash

Sr. Director Regulatory Affairs
Siemens Healthcare Diagnostics Inc.
Newark, DE 19714

Document No. DoC_ DM_DBI_DF125 Ver. 2.0




SIEMENS
EC Declaration of Conformity

of Council Directive 98/79/EC for in vitro diagnostic medical devices.

We hereby declare that the product described below conforms to all applicable requirements

Legal Manufacturer:

Place of Manufacture:

Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

EC Authorized Representative: Siemens Healthcare Diagnostics Ltd.

Product Name:

Sir William Siemens Square
Frimley, Camberley, GU16 8QD, UK

Dimension® Creatinine Flex® reagent cartridge

Catalogue Number (REF): DF33B

Siemens Material Number (SMN): 10872079

Classification: General IVD

Conformity Assessment Route: ANNEX 1l

Document Control Number: DoC_ DM_CREZ2_DF33B
Version: 2.0

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Inc.
This declaration supersedes any declaration issued previously for the same product,

Signature:

(7;//“/4/0 (S ) é«if?(v.,fc./

el / &/

&
Rebecca S. Ayash

Sr. Director Regulatory Affairs
Siemens Healthcare Diagnostics Inc.
Newark, DE 19714

Document No. DoC_ DM_CREZ2_DF33B Ver. 2.0

Date

[YYYY-MM-DD]




SIEMENS

Declaration of Conformity

We hereby declare that the in vitro diagnostic devices and / or accessories describ

below conform to the Annex | Essential Requirements of Directive 98/79/EC.

Note:

Product labeling may show Siemens Healthcare Diagnostics Inc. or Da

Behring Inc. during the labeling transition period.

Product:

Cat. No. (REF)

Manufacturer
Address:

EU Authorized
Representative:

Date:

Authorization;

Siemens Healthcare Diagnostics Inc.

P.O. Box 6101

Dimension® Uric Acid Flex® reagent
cartridge (URCA)

DF77

Siemens Healthcare Diagnostics Inc.
500 GBC Drive

P.Q. Box 6101

Newark, Delaware 19714-6101

Siemens Healthcare Diagnostics Lid.
Sir William Siemens Sq.
Frimley, Camberley, UK GU16 8QD

2008-07-01

ed

de

Signature i(a&u @Qtﬁ@t\_‘

Print  Julie L. Feaster

Regulatory Affairs & Quality Systems
Representative

Newark, DE 19714-6101




SIEMENS

Declaration of Conformity

We hereby declare that the in vitro diagnostic devices and / or accessories described
below conform to the Annex | Essential Requirements of Directive 98/79/EC.

Note: Product labeling may show Siemens Healthcare Diagnostics Inc. or Ddde
Behring Inc. during the labeling transition period.

Product: Dimension® Urea Nitrogen Flex® reagent
cartridge (BUN)
Cat. No. (REF) PR21
Manufacturer Siemens Healthcare Diagnostics Inc.
Address: 500 GBC Drive
P.O. Box 6101

Newark, Delaware 19714-6101

EU Authorized Siemens Healthcare Diagnostics Ltd.
Representative: Sir William Siemens Sq.
Frimley, Camberley, UK GU16 8QD

Date: 2008-07-01

Authorization:

Signature CULA-Q/;{ (78 \':&/Gl‘)\tf/t

Print ___ Julie L, Feaster

Regulatory Affairs & Quality Systems
Representative

Siemens Healthcare Diagnostics Inc.

P.O. Box 6101
Newark, DE 19714-6101




SIEMENS
EC Declaration of Conformity

We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 98/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer: Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

Place of Manufacture: Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA
EC Authorized Representative: Siemens Healthcare Diagnostics Ltd,
Sir William Siemens Square
Frimley, Camberley, GU16 8QD, UK
Product Name: Dimension® Iron Flex® reagent cartridge

Catalogue Number (REF): DF85

Siemens Material Number (SVN): 10444945

Classification: General IVD
Conformity Assessment Route: ANNEX 1

Document Contrel Number: DoC_DM_IRON_DF85
Version: 2.0

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Inc.
This declaration supersedes any declaration issued previously for the same product.

Signature: @W?&M—) é@ty,fgfu
' 4

Rebecca Ayash

Senior Director Regulatory Affairs
Siemens Healthcare Diagnostics
Newark, DE 19714

Document No. DoC_DM_IRON_DF85 Ver, 2.0 Page 1 of 1




SIEMENS
EC Declaration of Conformity

We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 98/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer: Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

Place of Manufacture: Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA
EC Authorized Representative: Siemens Healthcare Diagnostics Ltd.
Sir William Siemens Square
Frimley, Camberley, GU16 8QD, UK
Product Name: Dimension® Albumin Flex® reagent cartridge

Catalogue Number (REF): DF13

Siemens Material Number (SMN): 10444975

Classification: General IVD
Conformity Assessment Route: ANNEX 111

Document Control Number: DoC_ DM_ALB_DF13
Version: 2.0

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Inc.
This declaration supersedes any declaration issued previously for the same product.

Signature: Lod \;i;‘_m‘g R LT F 8411
Yuk:Ting Lewis - Date
Director Regulatory Affairs . [YYYY-MM-DD]

Siemens Healthcare Diagnostics Inc.
Newark, DE 19714

Document No. DoC_ DM_ALB_DF13 Ver, 2.0 Page 1 of 1




SIEMENS

Declaration of Conformity

We hereby declare that the in vitro diagnostic devices and / or accessories described
below conform to the Annex | Essential Requirements of Directive 98/79/EC,

Note: Product labeling may show Siemens Healthcare Diagnostics Inc. or Dade
Behring Inc. during the labeling transition period.

Product: Dimension® Total Protein Flex® reagent
cartridge (TP)
Cat. No. (REF) DF¥3
Manufacturer Siemens Healthcare Diagnostics Inc.
Address: 500 GBC Drive
P.O. Box 6101

Newark, Delaware 19714-6101

EU Authorized Siemens Healthcare Diagnostics Ltd.
Representative: Sir William Siemens Sgq.
Frimley, Camberley, UK GU16 8QD

Date: 2008-07-01

Signature "‘”QLLQA:Q. Kﬂ\:&mu

Print __ Julie L. Feaster
Regulatory Affairs & Quality Systems
Representative

Authorization:

IX
. ; ; IMPE Y,
Siemens Healthcare Diagnostics Inc. : MPEX»

S.RL.

P.O. Box 6101
Newark, DE 19714-6101




SIEMENS

EC Declaration of Conformity

We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 98/79/EG for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

EC Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Control Number:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Heaitheare Diagnostics Inc.

Siemens Healthcare Diagnostics Inc.

500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

Siemens Healthcare Diagnostics Inc.

500 GBC Drive, Mailstop 514, P.O. Box 68101
Newark, DE, 19714, USA

Siemens Healthcare Diagnostics Ltd.

Sir William Siemens Square

Frimley, Camberiey, GU16 8QD, UK
Dimension® Glucose Flex® reagent cartridge
DF40

10444971

General IVD

ANNEX I

DoC_DM_GLUC_DF40

2.0

This declaration supersedes any declaration issued previously for the same product.

Signature:

Reteieens 8 et
7

Rebecca S. Ayash

Sr. Director Regulatory Affairs
Siemens Healthcare Diagnostics Inc.
Newark, DE 19714

Document No, DoC_DM_GLUC_DF40 Ver. 2.0
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SIEMENS

Declaration of Conformity

We hereby declare that the in vitro diagnostic devices and / or accessories described
below conform to the Annex | Essential Requirements of Directive 98/79/EC.

Note: Product labeling may show Siemens Healthcare Diagnostics Inc. or Ddde
Behring Inc. during the labeling transition period.

Product: Dimension® Cholesterol Flex® reagent
cartridge (CHOL)
Cat. No. (REF) DF27
Manufacturer Siemens Healthcare Diagnostics Inc.
Address: 500 GBC Drive
P.O. Box 6101

Newark, Delaware 19714-6101

EU Authorized Siemens Healthcare Diagnostics Ltd.
Representative: Sir William Siemens Sq.
Frimley, Camberley, UK GU16 8QD

Date: 2008-07-01

Signature ﬂafuht (‘)P \i%(j(m

Print ___Julie L. Feaster
Regulatory Affairs & Quality Systems
Representative

Authorization:

Siemens Healthcare Diagnostics Inc.

P.O. Box 6101
Newark, DE 19714-6101
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