SIEMENS
EU Declaration of Conformity

]- We hareby declare that the products described below conform 1o all applicable requirements
! of Council Directive 98/79/EC for in vitro diagnostic medical devices
Bt i st A— . e PTE1 1 e b

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 AFP
Catalogue Number {REF): L2KAP2
L2KAPS

Siemens Material Number (SMN): 10381187

10381184
Classification: General IVD
Conformity Assessment Route: ANNEX Il
Document Identifier: EC DEC_IMM 2000 AFP L2KAP
Version: 01

This declaration of conformity is issued undsr the sole responsibility of Siemens Healthcare Diagnostics Products Lid.
This declaration supersedes any declaration issued previously for the same product.

Signature: W &)M,d/ s :

Anita Wample &
Head of Quality Management ' & owes % MM-DD]
Siemens Healthcare Diagnostics Prg T MEDIR

S LI

LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 AFP LZKAP Ver. 01 Page 1 of 1

Digitally signed by Marinescu Traian alin
Date: 2022.12.06 11:06:14 EET
Reason: MoldSign Signature
Location: Moldova




SIEMENS

EU Declaration of Conformity

0197

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

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN}):

Classification:
Conformity Assessment Route:

Notified Body:

Document Identifier:

Version:

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

Signature:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhenwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL56 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane

Swords, Co. Dublin, Iretand

IMMULITE® 2000 Anti-HBc

L2KHC2

10381311

ANNEX I, List A

ANNEX IV

TUV Rheinland LGA Producis GmbH
Tillystrasse 2

890431 Nuremberg, Germany
Identification No, 0197

EC DEC_IMMULITE® 2000 Anti-HBc

03

Digitally signed by kohak Malgérzata

RO b a k DN serialNumbera Z0020MKF,
glventvamuntdalgorzata, sn-Robak,
a=Siemens, creRabak Malgorzats

Ma lgorzata Rieasan; {am appeaving this document
Date: 2019.09.26 22:50.36 +01°60"

Malgorzata Robak

Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd.
Llianberis, Gwynedd, LL55 4EL, UK

Document No. EC DEC_IMMULITE® 2000 Anti-HBc Ver. 03

Page 1 of 1
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SIEMENS
EU Declaration of Conformity

ooss

We hereby declare that the product described below conforms to all applicable requirements
of Council Directive S8/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer: Siemens Heaithcare Diagnostics Products Ltd.
Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Lianberis, Gwynedd, LL5S 4EL, UK

Product Name: IMMULITE 2000 Anti-HBs
Catalogue Number (REF): L2KAH2

Siemens Material Number (SMN): 10381318

Classification: ANNEX I, List A
Conformity Assessment Route: ANNEX IV
Notified Body: Lloyd's Register Quality Assurance Ltd.

1 Trinity Park, Bickenhill Lane
Solihuil, B37 7ES, UK
Identification No. 0088

Document Identifier: EC DEC_IMM 2000 Anti-HBs L2KAH

Version: 01

\shics Products Lid.
:/’

Signature: :Z T W ﬂ&/ 2006 )

Anita Wample Date

Head of Quality Management [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.

LLanberis Gwynedd LL55 4EL, UK

|

l
!

¢ '.":‘_/\
8:0iag
G é\_\:\

'Lnn {

Document No. EC DEC_IMM 2000 Anti-HBs L2KAH Ver. 01 Page 1 of 1



We hereby declare that ths products described below conform to all applicable requirements
of Councii Directive 88/78/EC for in vitro diagnostic medical devices.

Legai Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN}):

Classification:

Conformity Assessment Route:

Document identifier:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Disgnostics Products Lid.

Siemens Healthcare Diagnostics Products Ltd,

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Anti-TG Ab

L2KTG2
L2KTGSE

10381659
10381655

General iVD

ANNEX 1l

EC DEC_IMM 2000 Anti-TG Ab L2KTG

01

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

Signature:

(et fhimple

Anita Wample

Head of Quality Management
Slemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Deocument No. EC DEC_IMM 2000 Anti-TG Ab L2KTG Ver. 01




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

I 0

1M
il

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.

Chapel Lane
Swords, Co. Dublin, Ireland

IMMULITE 2000 Anti-TPO Ab

L2KTO2
L2KTO6

10381650

10381649

General IVD

ANNEX I

EC DEC_IMM 2000 Anti-TPO Ab L2KTO

02

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

Signature:

Digitally signed by Rabak Malgarzata

R O b a k DN: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak, o=Siemens,
cn=Rabak Malgorzata

Ma I gorzata Reason: | am approving this document

Date: 2019.02.04 14:37:08 Z

2019-02-04

Malgorzata Robak

Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Product
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Anti-TPO Ab L2KTO Ver. 02

Page 1 of 1
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|

‘ We hereby declare that the product described below canforms fo &l applicable requirements
of Councii Directive 38/79/EC for in vitro diagnostic medical devices.

{ AL =% seviscm . S —

Legal Manufacturer: Siemens Healtheare Diagnostics Products Ltd.
Glyn Rhonwy
Lianbers, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 OM-MA
Catalogue Number (REF): L2KOP2

Siemens Material Number (SMN): 10380972

Classification: General IVD

Conformity Assessment Route: ANNEX I

Document Identifier: EC DEC_{MM 2000 OM-MA L2KOP
Version: 01

This declaration of conformity is issued under the sofe responsibility of Siemens Healthcare Diagnostics Products Lid.
This declaration supersedes any declaration issued previously for the same product.

e: J P ; 7
Signature: (Lot 5 [ s, . 2ok oy
Anita Wample

Head of Quality Management
Slemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_iMM 2000 OM-MA LZKOP Ver. 01 Page 1 of 1



SIEMENS e
EU Declaration of Conformity

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

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 CEA
Catalogue Number (REF): L2KCE2
L2KCE6

Siemens Material Number (SMN): 10380994

10380995
Classification: General IVD
Conformity Assessment Route: ANNEX i
Document Identifier: EC DEC_IMM 2000 CEA L2KCE
Version: 01

ostics Produols Lic

Signature: 232 g e
Kevin Owen Date =
Head of Quality Management [YYYY-MM-DD] —
Siemens Healthcare Diagnostics Products Ltd, = =
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_|MM 2000 CEA L2KCE Ver. 01 Page 1 of 1



EU Declaration of Conformity

0083

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

Legal Manufacturer:

Place of Manufacture:

Product Name:
Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document Identifier:

Version:

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

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 CMV IgG
L2KCVG2

10381309

ANNEX 11, List B

ANNEX IV

Lloyd's Register Quality Assurance Lid.
1 Trinity Park, Bickenhill Lane

Solihull, B37 7ES, UK

Identification No. 0088

EC DEC_IMM 2000 CMV IgG L2KCVG

01

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

Signature:

Gl ple

Anita Wample

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 CMV IgG L2KCVG  Ver. 01

Page 1 of 1



S I

EU Declaration of Conformity

i 0088

: of Councit Directive 98/79/EC for in vitro diagnostic medical devices

We hereby declare that the product descnbed below conforms to ail apphicable requirements

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 CMV IgM
Catalogue Number (REF): L2KCM2

Siemens Material Number (SMN): 10381320

Classification: ANNEX II, List B
Conformity Assessment Route: ANNEX IV
Notified Body: Lloyd's Register Quality Assurance Ltd.

1 Trinity Park, Bickenhill Lane
Solihull, B37 7ES, UK
Identification No. 0088

Document Identifier: EC DEC_IMM 2000 CMV IgM L2KCM

Version: 01

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

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

Signature: i 2 % Mﬂ"?’ KZL»

26 0k~ 19

Anita Wample

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 CMV IgM L2KCM  Ver. 01




SIEMENS

EU Declaration of Conformity

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

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

1™

1111}
i |

I

Place of Manufacture: Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy =
Llanberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, Ireland

1™ ™

Product Name: IMMULITE 2000 Free T3 = i
Catalogue Number (REF): L2KF32 e
L2KF36 ;—

Siemens Material Number (SMN): 10381675

10381682 =
Classification: General IVD :_T—.,._,_
Conformity Assessment Route: ANNEX 11l =
Document Identifier: EC DEC_IMM 2000 Free T3 L2KF3 =
Version: 02

iy

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedes any declaration issued previously for the same product.
Digttally signed by Rabak Malgorzata
Robak it sl W
o=Siemens, cn=Rabak Malgarzata

Signature: Ma|gorzata Reason. | am amproving this document 2019-01-30

™ |

I
I

Date: 2019.01.30 22:50:29 2 ]

Malgorzata Robak

Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Pro
Llanberis, Gwynedd LL55 4EL, UK

™

I

I
LT

Document No. EC DEC_IMM 2000 Free T3 L2KF3 Ver. 02 Page 1 of 1



We hereby declare that the producis described below conform to all appﬁc&l_ale requirements
of Council Directive 98/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

Siemens Healthcare Diagnostics Products Ltd.
Giyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Free T4

L2KFT42
L2KFT46

10381678
10381677

General IVD

ANNEX I

EC DEC_IMM 2000 Free T4 L2KFT4

01

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

Signature:

d,.u% (22 [@[L

Anita Wample

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd,
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Free T4 L2KFT4 Ver. 01




SIEMENS

EU 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 medica! devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:
Catalogue Number (REF):

Siemens Material Number (SKN):

Classification:

Conformity Assessment Route:

Document Identifier:

© Version:

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

Signature:

Document No. EC DEC_IMM 2000 GI-MA L2KGI Ver. 01

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 GI-MA
L2KGI2

10380988

General IVD

ANNEX Il!

EC DEC_IMM 2000 GI-MA L2KGI

01

(Uit W@rmple.
Anita Wample
Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK




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 Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
& Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swaords, Co. Dublin, Ireland

Product Name: IMMULITE 2000 HBsAg

Catalogue Number (REF): L2KHB2

Siemens Material Number (SMN): 10381306

Classification: ANNEX I, List A
Conformity Assessment Route: ANNEX IV
Notified Body: Lioyd's Register Quality Assurance L.td.

1 Trinity Park, Bickenhill Lane

Solihull, B37 7ES, UK
Identification No. 0088

Document ldentifier: EC DEC_IMM 2000 HEsAg L2KHB

Version: 0z

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Produ.crs Hd
This declaration supersedes any declaration issued previously for rhe same proo’ucr

Robak Lt
Signature: Malgorzata

Malgorzata Robak
Regulatory Affairs Supervisor

Siemens Healthcare Diaghostics Products Ltd.
Lianberis, Gwynedd, LL55 4EL, UK

yorsata. sn=Renak. or Siemens
& Malgorzat

Document No. EC DEC_IMM 2000 HBsAg L2ZKHB  Ver, 02 Page 1 of 1



SIEMENS

EU Declaration of Conformity

We hereby declare that the products described below conform to all applicable requirements
of Ceuncil Directive 98/78/EC for in vitro diagnestic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier;

Version:

This declaration of conformity is issued under the sole responsibili
This declaration supersedes any declaration issued previously for the same product. /’\'

Signature:

Siemens Healthcare Diagnostics Products Ltd.
Giyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 H. pylori IgG

L2KHPG2
L2KHPG6

10381336
10381335

General IVD

ANNEX i1

EC DEC_IMM 2000 H. pylori IgG L2KHPG

01

ty of Siemens Healthcare Diagnostics E@dm‘ts
Sl o

M /,dd/m].aﬁ_

Anita Wample

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Aty

AL
.__«’ivwc.'r.":

LTaTA = O

Document No. EC DEC_IMM 2000 H, pylori IgG L2KHPG Ver. 01 Page 1 of 1



SIEMERNS
EU 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: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products t.id.
Glyn Rhonwy
Llanberis, Gwynedd, LL.55 4EL, UK

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, Ireland

Product Name: IMMULITE 2000 Herpes | & Il 1gG

Catalogue Number (REF): LZKHVG8E

Siemens Material Number (SMN): 10381333

Classification: General IVD

Conformity Assessment Route: ANNEX Il

Document fdentifier: EC DEC_IMM 2000 Herpes | & 196G L2KHVG
Version: 02

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

Digially #med by Robak Mlgorzata
B mbierad 05 JONKE.

R fe) b a k M 2 I g 0 rzata give Malgarata. snotosk, ashismens,

cnnRnbal

Signature: Rt S S M
Date: 201952,

Drd

lilil!ltl

lll

%
ABray &
Igpposd §
}ai E-{-‘J
By

Malgorzata Robak
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. YYYY-MM-DD]

Llanberis, Gwynedd L.L55 4EL, UK

Document No. EC DEC_IMM 2000 Herpes | & Il IgG L2KHVG  Ver. 02

Page 1 of 1



SIEMENS

EU Declaration of Conformity

We hereby declars that the products described below conferm to all applicable requirements
of Council Directive S8/79/EC for in vitro diagnostc medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

Signature:

Siemens Healthcare Diagnostics Products Ltd. g
Glyn Rhonwy e
Llanberis, Gwynedd, LL55 4EL, UK g5 B

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Total IgE

L2KIE2
L2KIES

10380873
10380872

General IVD

ANNEX I

EC DEC_IMM 2000 Total IgE L2KIE =

01

=

Kevin Owen

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total IgE L2KIE Ver. 01 Page 1 of 1



EU Declaratlon of Conformity

d

0197

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

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF);

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document Identifier:

Version:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, LL.55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd,
Chapel Lane

Swords, Co. Dublin, freland

IMMULITE® 2000 PSA

L2KPS2, L2KPS6

10380986, 10380996

ANNEX I, List B
ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 PSA

03

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

Signature:

Document No. EC DEC_IMMULITE® 2000 PSA Ver. 03

Digitally signed by Robak Malgorzata
RO b a k . DN: serialNumber=Z0020NKF,
* givenName=Malgorzata, sn=Robak, c=Siemens,
en=Rabak Malgorzata
Ma I g Orzata Reason: ] am approving this document
Date: 2019.09.25 09:58:23 +0100'

2019-09-25

Malgorzata Robak

Regulatory Affairs Supervisor P
Siemens Healthcare Diagnostics Productst'
Llanberis, Gwynedd, LL55 4FL, UK

Page 1 of 1
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We hereby declare that the product described below conforms o alf applicabls requirements
of Councii Directive 98/79/EC for in vitre diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SBN):

Classification:
Conformity Assessment Route:

Notifled Body:

Document Identifier:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnastics Products Lid.
This declaration supersedes any declaration issued previously for the same product.

it Lehrmpte.

Signature:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE/IMMULITE 2000 Free PSA
L2KPF2

10380984

ANNEX II, List B
ANNEX IV

Lloyd's Register Quality Assurance Ltd.
1 Trinity Park, Bickenhill Lane

Solihull, B37 7ES, UK

Identification No. 0088

EC DEC_IMM 2000 Free PSA L2KPF

01

Anita Wample

Head of Quality Management
Siemens Healthcare Diagnostics Products Ltd,
LLanberis Gwynedd LL55 4EL, UK 1

Document No. EC DEC_IMM 2000 Free PSA L2KPF Ver, 01

Page 1 of 1



SIEMENS
EU Declaration of Conformity

We hereby declare that the preducts described below conform to ail applicable requirements g
of Council Directive 98/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
. Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK
Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Total T4
Catalogue Number (REF): L2KT42
L2KT46

Siemens Material Number (SMN): 10381685

10381664
Classification: General IVD
Conformity Assessment Route: ANNEX Il
Document Identifier: EC DEC_IMM 2000 Total T4 L2KT4
Version: 01

Thrs decfamtron of conformity is issued undar the sole nssponsrbmty of Siemens Healthcare Dfaguasv@a’mducts le

Signature:

Anita Wample
Head of Quality Management
Siemens Healthcare Diagnostics Products Ltd.
LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total T4 L2KT4 Ver. 01 Page 1 of 1



SIEMENS
EU Declaration of Conformity

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

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

Signature:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Total T3

L2KT32
L2KT36

10381654

10381657

General IVD

ANNEX ill

EC DEC_IMM 2000 Total T3 L2KT3

01

(st &224«,%@

Siemens Healthcare Diagnostics Products Ltd.

Anita Wample Date

Head of Quality Management

LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total T3 L2KT3 Ver. 01

'—L‘r‘h"
SEE

TS
901"
>

Page 1 of 1



SIEMENS
EU Declaration of Conformity

T

We hereby declare that the product described below conforms o ali applicable requirements
of Council Directive S8/7S/EC for in vitro diagnestic medical devices.

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Toxoplasma Quantitative IgG
Catalogue Number (REF): L2KTXP2

Siemens Material Number (SMN): 10381323

Classification: ANNEX I, List B
Conformity Assessment Route: ANNEX IV
Notified Body: Lioyd's Register Quality Assurance Ltd.

1 Trinity Park, Bickenhill Lane
Solihull, B37 7ES, UK
Identification No. 0088

Document |dentifier: EC DEC_IMM 2000 Toxoplasma Quantitative 1gG L2KTXP

Version: 01

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

Signature: / Z ; g ab/)’ﬂ @ é_’

Anlta Wample

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL554EL, UK

Document No. EC DEC_IMM 2000 Toxoplasma Quantitative IgG L2KTXP  Ver. 04



0088
] We hereby declare that the product described below conforms to 2H applicable reguirements
l of Council Directive $8/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document identifier:

Yersion:

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

Signature:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Toxoplasma Igh {(u-Capture)
L2KTZ2

10381298

ANNEX {I, List B
ANNEX IV

Lloyd's Register Quafity Assurance Ltd,
1 Trinity Park, Bickenhill Lane

Solihull, B37 7ES, UK

Identification No. 0088

EC DEC_|MM 2000 Toxoplasma IgM (u-Capture) L2KTZ

01

Anita Wample e
Head of Quality Management [YYYY-MM-
Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Toxoplasma IgM {(u-Capture) L2KTZ Ver, 01 Page 1 of 1



SIEMENS

EU Declaration of Conformity

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

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, Ireland

IMMULITE 2000 Third Generation TSH

L2KTS2
L2KTS6

10381665

10381667

General IVD

ANNEX 111

EC DEC_IMM 2000 Third Generation TSH L2KTS

02

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

Signature:

Document No. EC DEC_IMM 2000 Third Generation TSH L2KTS Ver. 02

Digitally signed by Robak Malgorzata

R O b a k DA: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak, c=Sicmens,
cn=Robak Malgarzata

Ma Ig orzata Ekasort | aresprondng i docornert G

Date:2019.02.17 22:13:33 Z

Malgorzata Robak

Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products }
Llanberis, Gwynedd LL55 4EL, UK

. %fg—:r-ﬂ’." :"’ ;
NN e '9 3
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SIEMENS
EU Declaration of Conformity

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

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMMULITE 2000 FSH
Catalogue Number (REF): L2KFS2
L2KFS6

Siemens Material Number (SMN): 10381201

10381180
Classification: General IVD
Conformity Assessment Route: ANNEX Il
Document ldentifier: EC DEC_IMM 2000 FSH L2KFS
Version: 01

Signature: 2 z Z;:‘ /. Wﬁ &/

Anita Wample

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 FSH L2KFS Ver. 01 Page 1of 1



EU Declaration of Conformity z

We hereby declare that the products described below conferm to all zpplicable requirements
of Council Directive 98/79/EC for In vitre diagnostic medical devices.

R T ——

PR ry

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 LH
Catalogue Number (REF): L2KLH2
L2KLHE

Siemens Material Number (SMN): 10381211

10381212
Classification: General IVD
Conformity Assessment Route: ANNEX il
Document identifier: EC DEC_IMM 2000 LH L2KLH
Version: 01

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

si : 1 S
ghature 4/2.‘/&:”: /{Mp—,ﬂ,{(f’ .

Anita Wample

Head of Quality Management 4
Slemens Healthcare Dliagnostics Products Lt
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 LH L2KLH Ver. 01 Page 1 of 1



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

Legal Manufacturer;

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

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

Signature:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane

Swords, Co. Dublin, Ireland

IMMULITE 2000 Prolactin

L2KPR2
L2KPR6

10381200

10381199

General IVD

ANNEX I

EC DEC_IMM 2000 Prolactin L2KPR

02

Digitally signed by Rabak Malgarzata
R O b a k DN setlalNuimben =700 ONKF,

givenName =Malgorzata, sn-Robak,

weSivmens, Rk Malyorsaia

M a [ g O rZ a t a Reason | am approving this document

Date: 2019.02.17 234142 2

Malgorzata Robak

Regulatory Affairs Supervisor

Siemens Healithcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Prolactin L2KPR  Ver. 02

Page 1 of 1




SIEMENS
EU Declaration of Conformity

[
!
We hereby declare that the products describad below conform to alf appiicable requirements
! of Counctl Directive 88/79/EC for in vitro diagnostic medical devices.
Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL. UK
Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK
Product Name: IMMULITE 2000 Total Testosterone
Catalogue Number (REF): L2KTW2

L2KTWE

Siemens Material Number (SMN): 10381190

10381191
Classification: General IVD
Conformity Assessment Route: ANNEX Il
Document Identifier: EC DEC_IMM 2000 Total Testosterone L2KTW
Version: 01

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

Signature: 4;:{&,1,(,@ M/}‘.Z/yn)gﬁrd—

Anita Wample

Head of Quality Management

Slemens Heaithcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total Testosterone L2KTW Ver, 01 Page 1 of 1



We hereby deciare that the products descnbed below conform to all applicable requirements
of Council Directive 98/7S/EC for in vitro diagnostic medical devices

S —id

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL. UK

Siemens Heaithcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Estradiol

L2KE22
L2KE26

10381178
10381177

General IVD

ANNEX 11l

EC DEC_IMM 2000 Estradioi L2KE2

01

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

Signature:

Document No. EC DEC_IMM 2000 Estradiol L2ZKE2 Ver. 01

it aomple.

Anita Wample

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK




SIEMENS e e eroducts Gmbi

Konformitatserklarung Declaration of Conformity

C€

Wir erklaren hiermit, dass die unten angegebenen In-vitro- | We hereby declare that the in vifro diagnostic devices
Diagnostika-Produkte mit den Grundlegenden described below conforms fo all applicable Essential
Anfcrderungen der Richtlinie 98/79/EG des Europdischen | Requirements of Directive 98/79/EC on in vitro Diagnostic
Parlaments und des Rates tUber In-vitro-Diagnostika Medical Devices and accordance was shown by conformity

| Ubereinstimmen und die Anforderungen gemal Annex |l | assessment procedures of Annex (II.

| erfiiilt werden.
Produktname {deutsch): Product name (English):

[ IMMULITE 2000 / IMMULITE 2500 Reinigungsmodul | IMMULITE 2000 / IMMULITE 2500 Probe Cleaning Kit J
Produkt-Nr. / Product No. (REF):

| L2KPM ]
PackungsgroBe(n) / Package Size(s} (REF):

| ' L2KPM l
IVD-Kategoerie / VD Cafegory:

| Sonstige | Others |

Hersteller / Manufacturer:
| Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland): Address (international):
‘ Siemens Healthcare Diagnostics Products GmbH Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76
35041 Marburg 3504171 Marburg
. Germany

Bestitigung / Authorization:
Director Quality/Regulatory

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2011-04-05
Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

LP-00101_VL_DoC — Giiltig ab: 2011-01-25 Seite / Page: 1 von/ of 1




.

Konformitdtserklarung

Siemens Heazalthcare Diagnostics
Products GmbH

Declaration of Conformity

Wir erkl&ren hiermit, dass die unten angegebenen [n-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates tber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gem&® Annex Il
erflllt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms fo all applicable Essential
Requirements of Directive 898/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Ili.

Produkiname (deutsch):

Product name (English):

[ IMMULITE 2000 / IMMULITE 2500 Waschmodul

| IMMULITE 2000 / IMMULITE 2500 Probe Wash Module |

Produkt-Nr. / Product No. (REF):

| L2PWSM |
Packungsgroe(n) / Package Size(s) (REF):

{ L2PWSM |
IVD-Kategorie / IVD Category:

' Sonstige | Cihers |

Hersteller / Manufacturer:

\ Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (infemational):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnosiics Products GmbH
Emil-von-Behring-Sir. 76
35041 Marburg
Germany

Bestatigung / Authorization:

Director Quality/Regulatory

7l

[ {

Unterschrift / Signature

Dr. Jérg Ambern

Name /Name

2011-04-14

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DD]:

LP-00101_VL_DoC — Gliltig ab: 2011-01-25

Seite / Page: 1 von/of {



We hereby declare that the product described below conforms to all applicable requirernents
of Council Directive 98/7S/EC for in vitro diagnostic medical devices.

Legal Manufacturer: Siemens Healthcare Diagnostics Inc.
62 Flanders-Bartley Road
Flanders, NJ, 07836, USA

Place of Manufacture: CARCLO TECHNICAL PLASTICS
’ Grant Road
Tucson, AZ 85705, USA

Hoover Precision Products
1390 industrial Park Dr.,
Sault Ste. Marie, Ml 49783, USA

EC Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Lid.
Chapel Lane
Swords, Co. Dublin, Ireland

Product Name: IMMULITE 2000 Systems Reaction Tubes

Catalogue Number (REF): LRXT

Siemens Material Number (SMN}): 103852086

Classification: General IVD

Conformity Assessment Route: ANNEX I

Document ldentifier: DoC_IMMULITE 2000_RxnTubes
Version: 4.0

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.
a Digitally signed by Ryan Sherrie

R a n S h e r rl e DN: serialNumber=Z0026ZFR, givenName=5Sherrie,
; snaR =Siemens, cn=Ryan Sherrie
Signature: y ;QS}'& :12:46 -04'00°

S s

Sherrie Ryan

Sr Manager Regulatory Affiars <" &
Siemens Healthcare Diagnosticsh
Newark, DE 19714

Document No. DoC_IMMULITE 2000_RxnTubes Ver. 4.0 Page 1 of 1



EC Declaration of Conformity
according to directive 98/79/EC, Annex ITI

Manufacturer:

Siemens Healthcare Diagnostics Inc.
5210 Pacific Concourse Drive
Los Angeles, CA 90045-6900

U.S.A.

We declare under sole responsibility that the following device to which this declaration relates,
meets the essential health and safety requirements and is in conformity with the relevant sections

which is covered by this declaration of conformity, the declaration of conformity is no longer
valid.

Device type: In Vitro Diagnostic Medical Device
Device name: IMMULITE® 2000 Chemiluminescent Substrate
Catalog number: L2SUBM

National and other

standards and technical EN 375, EN 980, ISO 13485, EN 13612, EN 13640, EN 13641,
specifications: ISO 14971, ISO/MIEC 17050-1, 2, EN 17511, 21 CFR 820

EU Representative: Siemens Healthcare Diagnostics Limited
Faraday House
Sir William Siemens Square, Frimiey
Camberley, GU16 8QD
United Kingdom

Signature/Date of

Manufacturer or dig/} 7/’7

Respeonsible Party: l

7 Signature Date

Name/Title of Signatory: F% [l J:?/ Y /7/7th D\C—%&P\'bb Porgeles

Print Name Title
A
T
Ed. 00 RA-018-A Efmazc”éﬁggj‘f o8
August 13, 2009 iz 3




BIO-RAD LABORATORIES
CLINICAL DIAGNOSTICS GROUP
EC DECLARATION OF CONFORMITY

MANUFACTURER: Bio-Rad Laboratories, QSD
ADDRESS: Bio-Rad Laboratories, QSD
9500 Jeronimo Rd,
Irvine CA 92618
EURQPEAN AUTHORIZED Bio-Rad
REPRESENTATIVE:

3, Boulevard Raymond Poincare
Marnes-la-Coquette, France 92430

PRODUCT(S) NAME(S) and CATALCG NUMBER(S):

Lyphochek® Immunoassay Plus Control Catalog Number: 370, 371, 372, 373, 370X
CLASSIFICATION:

[ ANNEX [1-A ] DEVICE FOR SELF TESTING

G ANNEX II-8 0 OTHER DEVICE

CONFORMITY ROUTE

[ ANNEX 111

5J ANNEX I1V.3 Full Quality System

[ ANNEX IV .4 Product Design Examination EC CERTIFICATE No.: 193471
Name of Notified Body : LNE/G-MED
Notified Body Identification No.: 0459
Expiration Date : 27.11.2013

[0 ANNEX V Type Examination EC CERTIFICATE No.:
Name of Notified Body :
Notified Body Identification No.:
Expiration Date:

[ ANNEX VIt Production Quality System

NEW PRODUCT(S) (Notification according to article 10 point 4} OyYes & NO

GENERIC DEVICE GROUP CODE:

EDMS Nomenclature: 12-50-01-30
GMDN Nomenclature: None

GENERIC DEVICE GROUP TERM (EDMS Nomenclature): Multl Constituents Immunochemistry Controls
We hereby declare that the above mentioned product(s) meet(s) the provisions of the following Directives

APPLICABLE DIRECTIVE:

Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro Diagnestic medical
devices

APPLICABLE HARMONIZED STANDARDS:

EN 13641:2002 EN $B0: 2008

EN ISO 14971: 2007 EN 13485:2003

EN ISO 15225:2000 EN 13612:2002

EN 375:2001 EN 13840:2002

J ‘poet .
o i m/ _ ‘ .
D\JM’”(/ JENINE (A USA \2/9/0
Signature issued in Date
Vasif Vora Regulatory Affairs Representative

Name Function

.-»—:mw—.
This document contains proprietary information. Do not reproduce, transfer to othg) /ﬁocurrfants 0{:;].1
authorization,

e 1o others without prior

o
o0
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