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.

m ‘l['lh"ll"

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.
ChapelLane
Swords, Co. Dublin, Ireland

UL i
T ['“llml‘

lll)

Product Name: IMMULITE/IMMULITE 1000 Rapid TSH E' =
Catalogue Number (REF): LKRTI1 —
LKRTS

Siemens Material Number (SMN): 10381637

10381628
Classification: General IVD
Conformity Assessment Route: ANNEX I
Document Identifier: ECDEC_IMM 1000 Rapid TSH LKRT
Version: 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.

Digitally signed by Robak Malgorzata
RO b a k DN: serialNumber=Z0020NKF,

givenName=Malgorzata, sn=Robak,

o=Siemens, cn=Robak Malgorzata

Malgorzata Reason: | am approving this document 2019-02-06

Date: 2019.02.06 22:51:382
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Signature:

n
T

Malgorzata Robak Date
Regulatory Affairs Supervisor P
Siemens Healthcare Diagnostics Products Ltd. [YY-MM-DB] &

Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 1000 Rapid TSHLKRT Ver. 0%
Digitally signed by Marinescu Traian alin I
Date: 2023.12.13 15:00:01 EET ro @ ()|
Reason: MoldSign Signature %S
Location: Moldova "
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SIEMENS
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 Ltd. e
Glyn Rhonwy i
Llanberis, Gwynedd, LL55 4EL, UK —
e
Product Name: IMMULITE / IMMULITE 1000 Total T3 = =
Catalogue Number (REF): LKT31 = =
Siemens Matsrial Number (SMN): 10381630 p—
Classification: General IVD [
Conformity Assessment Routs: ANNEX Il e
Document Identifier: EC DEC_IMM 1000 Total T3 LKT3 =
Version: 01 - -

‘I
i

lt||!E

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: MJ ,//(.b/m ’{(rb e ¥y )2 08»/3‘?’
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Anita Wample Date =
Head of Quality Management [YYYY-MM-DD] i
Siemens Healthcare Diagnostics Products Ltd. == E
LLanberls Gwynedd LL55 4EL, UK = i

:.'.‘.‘.T.'.‘I:_'“‘";g

= =

R

Document No. EC DEC_IMM 1000 Total T3 LKT3 Ver. 01 Page 1 of 1



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 medical devices.

oy,
1

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

T

|

il
il |

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

|

|

Product Name: IMMULITE /IMMULITE 1000 Total T4

s
| mihnll

Catalogue Number (REF): LKT41

“ilii."

Siemens Material Number (SMN): 10381633

)|

|

Classification: General IVD

Conformity Assessment Route: ANNEX 111

Document Identifier: EC DEC_IMM 1000 Total T4 LKT4
Version: 01

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

Signature: ‘ L !
g (;W (em e A8 DY
Anita Wample Date
Head of Quality Management [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 1000 Total T4 LKT4 Ver. 01 Page 1 of 1



SIEMENS
EU Declaration of Conformity

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

bl

Legal Manufacturer: Siemens Healthcare Diagnostics Products Lid. ==
Glyn Rhonwy i
Lianberis, Gwynedd, LL55 4EL, UK % %

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

ji
T

iy
iismgh

Product Name: IMMULITE / IMMULITE 1000 Free T3

ﬂl

Catalogue Number (REF): LKF31

;IH!H
il

Siemens Material Number (SMN): 10381626

i!EIl]i
I

Classification: General VD —

Conformity Assessment Route: ANNEX 11 ===
——

Document Identifier: EC DEC_IMM 1000 Free T3 LKF3 g

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.

.
i

Signature: e .
s Lol L (ample. D002/
n Anita Wample Date
Head of Quality Management [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

,;mm
hlml!

]

Document No. EC DEC_IMM 1000 Free T3 LKF3 Ver. 01 Page 1 of 1



SIEMENS

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 Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK
Product Name: IMMULITE / IMMULITE 1000 Free T4 = =
Catalogue Number (REF): LKFT41
Siemens Material Number (SMN): 10381622
Classification: General IVD
Conformity Assessment Route: ANNEX Il

iy
!

I

Document Identifier: EC DEC_IMM 1000 Free T4 LKFT4

HEJHR

Version: 01

il

[}.

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

Signature: —M 6?;&”’7’ ﬂé/ O-Of- D= = -

Anita Wample Date
[YYYY-MM-DD]

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

Document No. EC DEC_IMM 1000 Free T4 LKFT4 Ver. 01 Page 1 of 1



SIEMENS

EU Declaration of Conformity

We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 38/7S/EC for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:
Catalogus 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 Lid.
Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE/IMMULITE 1000 Anti-TG Ab
LKTG1

10381641

General IVD

ANNEX 1|

EC DEC_IMM 1000 Anti-TG Ab LKTG

01

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

Document No, EC DEC_IMM 1000 Ant-TG Ab LKTG Ver. 01

Lhentte (1l ple Aotz
Anita Wample Date

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

LLanberis Gwynedd LL55 4EL, UK

Page 1 of 1
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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 medical davices.

ATY

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

o
-
—————

}umg
ghml

ot i
Product Name: IMMULITE / IMMULITE 1000 Anti-TPO Ab %
Catalogue Number (REF): LKTO1 E =
Siemens Material Number (SMN): 10381618 f
Classification: General IVD e
Conformity Assessment Route: ANNEX 11l ﬁ

|

Iil!l‘g
iy

[{

Document Identifier: EC DEC_IMM 1000 Anti-TPQO Ab LKTO

-Ililtill!l

!

Version: 01

l[l

|

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: (aited (edhom ole o af 2y

Sl

Anita Wample Date =

Head of Quality Management [YYYY-MM-DD] e
Siemens Healthcare Diagnostics Products Ltd. =z E
LLanberis Gwynedd LL55 4EL, UK e

| mfm

%
i

Document No. EC DEC_IMM 1000 Anti-TPO Ab LKTO Ver. 01 Page 10of 1



SIEMENS
EU Declaration of Conformity

We hereby declare that the products dascribed 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
Llanbens, Gwynedd, LL55 4EL, UK

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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE/IMMULITE 1000 PSA
Catalogue Number (REF): LKPS1
LKPS5

Siemens Material Number (SMN): 10380860

10380949
Cilassification: ANNEX I, 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 1000 PSA LKPS

Version: 01

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

Lot (pmple 20160879

Anita Wample Date

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

LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 1000 PSA LKPS Ver. 01 Page 1 of 1



SIEMENS
EU Declaration of Conformity

We hereby declare that the product describad 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

Product Name: IMMULITE/IMMULITE 1000 Free PSA
Catalogue Number (REF): LKPF1 B o=
Siemens Material Number (SMN): 10380867

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 1000 Free PSA LKPF
Version:

a1

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

(Lot (13 ple

- 7>~
Anita Wample Date
Head of Quality Management [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.

LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 1000 Free PSA LKPF Ver. 01 Page 10of 1 {




SIEMENS

EU Declaration of Conformity

We hereby declare thai the product descnbed telow conforms to ail applicable requirements
of Council Directive 98/79/EC for in vitro diagnostic medicat 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.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE/IMMULITE 1000 AFP
LKAP1

10381162

General IVD

ANNEX Ill

EC DEC_IMM 1000 AFP LKAP
01

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

Signature:

Llito (ihmde.  jopoprr

Anita Wample Date

Head of Quality Management [YYYY-MM-DD]

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

Document No. EC DEC_IMM 1000 AFP LKAP Ver. 01
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SIEMENS
EU Declaration of Conformity

We hereby declare that the product described below confonmns to all apphcable requirements
of Council Directive 88/79/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 / IMMULITE 1000 Cortisol
Catalogue Number (REF): LKCO1

Siemens Material Number (SMN): 10381388

Classification: General IVD
Conformity Assessment Route: ANNEX I
Document Identifier: EC DEC_IMM 1000 Cortisol LKCO
Version: 01
—
g
This declaration of conformily is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Lid. =
This declaration supersedes any declaration issued previously for the same product. gg
—q
__E
—_—n—

i!
b

Kevin Owen
Head of Quality Management [YYYY-MM-DD]

C

Signaturs: LoritiAtlmgls, b Lin Dt 20070357

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

EL

Document No. EC DEC_IMM 1000 Cortisol LKCO Ver. 01 Page 1 of 1



SIEMENS

EU Declaration of Conformity

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

Document Identifier:

Version:

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

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

{MMULITE / IMMULITE 1000 LH
LKLH1

10381141

General IVD

ANNEX [l

EC DEC_IMM 1000 LH LKLH

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.

(donitid fBarnple Aje-op-2Y

Signature:

Anita Wample Date

Head of Quality Management [YYYY-MM-DD]

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

Document No. EC DEC_IMM 1000 LH LKLH Ver. 01

Page 1 of 1
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SIEMENS
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.

t]! e ‘i[]II! IIP

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy e
Lianberis, Gwynedd, LL5S 4EL, UK ————
£ =
Product Name: IMMULITE / IMMULITE 1000 FSH —%m_._"":"_—-:
Catalogue Number (REF): LKFS1 =

i

Siemens Material Number (SMN): 10381153

Classification: General IVD

Conformity Assessment Route: ANNEX Il

Document Identifier: EC DEC_IMM 1000 FSH LKFS =
Version: 01 =

H

This declaration of conformily 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 T W{ :ﬁﬁb ”&yﬁ.of_,’z%/

Anita Wample Date

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

LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 1000 FSH LKFS Ver. 01 Page 1 of 1



SIEMENS
EU Declaration of Conformity

We hereby declare that the product descrbed 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

Product Name: IMMULITE / IMMULITE 1000 Total Testosterone

Catalogue Number {REF): LKTW1

Siemens Material Number (SMN): 10381156

R Y

;]iml
i

Classification: General IVD

Conformity Assessment Route: ANNEX Il

I

[
et

Document identifier: EC DEC_IMM 1000 Total Testosterone LKTW

1!

Version: 01

§l

4

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

. o .
Signature: - ‘A&;\ 4022/777 15 20 W~ O y-, ;,14/
: Anita Wample . Date
Head of Quality Management [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.
LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 1000 Total Testosterone LKTW Ver. 01 Page 1 of 1



SIEMENS
EU Declaration of Conformity

We hereby declare that the product descnbed below conforms to all applicable requirements
of Council Directive $8/79/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 Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE / IMMULITE 1000 CEA
Catalogue Number (REF): LKCE1

Siemens Material Number (SMN): 10380845

Classification: General IVD

Conformity Assessment Route: ANNEX Il

Document Identifier: EC DEC_IMM 1000 CEA LKCE

Version: 01

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

Signature: MML P Fedin O 2/ 7-03-29

Kevin Owen Date

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

LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 1000 CEA LKCE Ver. 01 Page 10of 1



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 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 Lid.
Chapel Lane
Swords, Co. Dublin, Ireland

Product Name: IMMULITE/IMMULITE 1000 GI-MA
Catalogue Number (REF): LKGIM

Siemens Material Number (SMN): 10380965

Classification: General IVD

Conformity Assessment Route: ANNEX IlI

Document Identifier: EC DEC_IMM 1000 GI-MA LKGI
Version: 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.

Digitally signed by Robak Malgorzata

DN: serialNur givel

Robak Malgorzata e

N som: | am approving this docu
Signature: e it sl b 2019-02-20

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Lid. DAY Y-paM-Re]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 1000 GI-MA LKGI Ver. 02 Page 1 of 1
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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 medical devices.

:

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

iy,
Il

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
Swords, Co. Dublin, Ireland

alall

Product Name: IMMULITE/IMMULITE 1000 BR-MA

Catalogue Number (REF): LKBR1

"

Siemens Material Number (SMN): 10380948

Classification: General IVD =
Conformity Assessment Route: ANNEX Il =
Document ldentifier: EC DEC_IMM 1000 BR-MA LKBR

Version: 02 —

|

I
1

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.

"I Al

Digitally signed by Robak Malgorzata
R (0] ba k DN: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak,
M I t o=Slemens, en=Robak Malgorzata
Reason: | am approving this document
a g Orzata Date: 2019.02.19 16:10:36 Z 2019-02-19

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

y
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Document No. EC DEC_IMM 1000 BR-MA LKBR Ver. 02 Page 1 of 1



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 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:

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

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

IMMULITE/IMMULITE 1000 OM-MA
LKOP1

10380969

General IVD

ANNEX I

EC DEC_IMM 1000 OM-MA LKOP

02

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

Digitally signed by Robak Malgorzata
DN: serialNumber=Z0020NKF,

RObak Malgorzata :;;A;;akMalg;r;ata sn=Robak,

Reason: | am approving this document 20 1 9_02_1 3

Date: 2019.02.13 23:4852 Z

I Bl

iy
|

I

Malgorzata Robak

Regulatory Affairs Supervisor Date

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

Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 1000 OM-MA LKOP Ver. 02
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SIEMENS

EU Declaration of Conformity

0197

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:

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, 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®/IMMULITE 1000 CMV IgG

LKCV1

10381289

ANNEX II, List B
ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE®/IMMULITE 1000 CMV IgG

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.

Robak S}?ﬁiif{i?éi":ﬁfii:‘:i?ﬁ”é?”::‘

§n=RahakMa!gomra snefoss
Malgorzata el 2019-09-19
Malgorzata Robak Date
Regulatory Affairs Supervisor YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd, LL55 4EL, UK

Page 1 of 1

Document No. EC DEC_IMMULITE®/IMMULITE 1000 CMV IgG  Ver. 03
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SIEMENS

EU Declaration of Conformity

T

0197

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.

I

b

Ml
|

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 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®/IMMULITE® 1000 CMV IgM
LKCM1

10381296

ANNEX I, List B
ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE®/IMMULITE® 1000 CMV IgM

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.

)

Signaturé:r.

Digitally signed by Robak Malgorzata
: seri NKF, g

R (0] ba k M a [ g (0] rzata fnb;kwbak. o=Siemens, cn=Robak Malgorzata

Aeazon: | am approving this document

Date: 2019.08.13 16:27:32 +01'00 201 9.—08—1 3
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Lid.
Llanberis, Gwynedd, LL55 4EL, UK
Page 1 of 1

Document No. EC DEC_IMMULITE®/IMMULITE® 1000 CMV IgM  Ver. 03
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SIEMENS

EU Declaration of Conformity

We hereby declare that the product described below conforms to all applicable requrements
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 Routa:

Document identifier:

Version:

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

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

IMMULITE / IMMULITE 1000 HCG
LKCG1

10381161

General IVD

ANNEX IlI

EC DEC_IMM 1000 HCG LKCG

01

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

Signature:

._*ﬁ‘?‘f\'_-"—-
] DIAMEL S
P

R Y
BT

L Ao Oen Py 7-03%
Kevin Owen Date
Head of Quality Management [YYYY-MM-DD]

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

Document No. EC DEC_IMM 1000 HCG LKCG Ver. 01

Page1of 1




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 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

Swords, Co. Dublin, Ireland

Product Name: IMMULITE/IMMULITE 1000 Insulin

Catalogue Number (REF): LKIN1

Siemens Material Number (SMN): 10381429

Classification: General IVD

Conformity Assessment Route: ANNEX Il

Document Identifier: EC DEC_IMM 1000 Insulin LKIN
Version: 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.

| I

Digitall, d by Robak Mal
RO b a k m?: lsaer?awsllvgn:‘r:berizzu;uwk}? o
givenName=Malgorzata, sn=Robak, o=Siemens,
S_ t Mal or t ;n=Roba|k M.algorzatla it
' eason: | am approving this document
Ignaiure: g Zala Dare;mm.uz.?;w:ngsf.z 2019-02-19
Malgorzata Robak Date
Regulatory Affairs Supervisor
guisary b [YYYY-MM-DD]

Document No. EC DEC_IMM 1000 Insulin LKIN  Ver. 02

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

Page 1 of 1
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SIEMENS
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 Ltd.
Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

JN|

il
“'I |
T

|

Fmssr
hmﬂfv

Product Name: IMMULUITE / IMMULITE 1000 Prolactin

{

Catalogue Number (REF): LKPRt

Siemens Material Number (SMN): 10381145

Classification; General IVD

Conformity Assessment Route: ANNEX Il

Document Identifier: EC DEC_IMM 1000 Prolactin LKPR

Version: 01

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

Signature: /_-; E [}ﬁj : b ’ E 0?0 e _'2 5[
Anita Wample Date
Head of Quality Management YYYY-MM-DD}

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

Document No. EC DEC_IMM 1000 Prolactin LKPR Ver. 01 Page 1 of 1



SIEMENS

EU Declaration of Conformity

We hereby declare that the product descnbed below conforms 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 ldentifier:

Version:

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

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

IMMULITE / IMMULITE 1000 Calcitonin
LKCL1

10381401

General IVD

ANNEX 1l

EC DEC_IMM 1000 Calcitonin LKCL

01

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

Signature:

(st ample

ey T oSO

Anita Wample Date

Head of Quality Management [YYYY-MM-DD]

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

Document No. EC DEC_IMM 1000 Calcitonin LKCL Ver. 01

Page 1 of 1
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EC Declaration of Conformity
according to directive 98/79/EC, Annex III

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
of applicable EC standards and other normative documents. If changes are made to the product
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® Chemiluminescent Substrate
Catalog number: LSUBX

National and other
standards and technical EN 375, EN 980, ISO 13485, EN 13612, EN 13640, EN 13641,

specifications: ISO 14971, ISO/IEC 17050-1, 2, EN 17511, 21 CFR 820
EU Representative: Siemens Healthcare Diagnostics Limited
Faraday House

Sir William Siemens Square, Frimley
Camberley, GU16 8QD

United Kingdom
Signature/Date of /
Manufacturer or i dl 0'”4' // 7 / |
Responsible Party: yd Signature Date

Name/Title of Signatory: % !’H/})) 7 / }/fd }/Lé O 6]3&‘9\ - W(ﬂ

Print Name Title

RA-018-A Eff Date: 04/08




SIEMENS

Konformitdtserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundiegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates (ber In-vitro-Diagnostika
Obereinstimmen und die Anforderungen gemaRk Annex lll
erfiillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Reguirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex ifi.

Produktname {deutsch): Product name (English):

[ IMMULITE Reinigungsmodul | IMMULITE Probe Cleaning Kit |
Produkt-Nr. / Product No. fREF):

[ LKPM |
Packungsgrifie{n) / Package Size(s) (REF):

LKPM |

IVD-Kategorie / /VD Category:

[ Sonstige | Others ]

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

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

Siemens Healthcare Diagnostics Products GmbH
Emii-von-Behnng-Str. 76
35041 Marburg

Gemmany

Bestétigung / Autherization:

Director Quality/Regulatory

A

Unterschrift / Signature

Dr. Jérg Ambom

Name /Name

2011-04-05

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

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

Seite / Page: 1von/of 1



SIEMENS

Konformitédtserkldrung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europaischen
Parlaments und des Rates Giber In-vitro-Diagnostika
Gbereinstimmen und die Anforderungen gemaft Annex Il
erfiillf werden.

We hereby declare that the in vifro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by confarmity
assessment procedures of Annex Iif.

Preduktname (deutsch):

Product name (English):

[ IMMULITE Waschmodul

| IMMULITE Probe Wash Module

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

LPWS2
PackungsgréBe(n) / Package Size(s) (REF):
LPWS2
IVD-Kategorie / IVD Category:
[ Sonstige | Others

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address (international):

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

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

Bestitigung / Authorization:
Director Quality/Regulatory

) A

Unterschrift / Signature

Dr. J6rg Amborn

Name /Name

2011-04-14
Datum [JJJJ-MM-T 1]/ Date [YYY Y-MM-DDJ:

5
70 7260"‘{“

\‘x‘
N2 Sty Fo
N 10y BT <&
Ny Hwa g O
\, o RAS?\J%

e
T

LP-00101_VL_DoC - Giltig ab: 2011-01-25

Seite / Page: 1 von/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.

We hereby declare that the products described below are in conformity with Directive 2011/65/EU of the European
Parliament and of the Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical
and electronic equipment and are in conformity with the harmonised standard EN 50581:2012.

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

Place of Manufacture: Caplugs
18704 S. Ferris Place

Rancho Dominguez, California, 90220, United States

EC Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd.

Chapel Lane
Swords, Co. Dublin, Ireland

Product Names: See List of Products
Classification: General IVD

Conformity Assessment Route: ANNEX 111

Document Identifier: DoC_ IMMULITE_LSCC_LSCP
Version: 3.0

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.

Digitally signed by Joseph Ernest

Signature: Jose p h E n eSt Date: 2020.10.20 14:19:59 -04'00"

Ernest Joseph

Director Regulatory Affairs

7 Siemens Healthcare Diagnostics Inc.
DIAMEDTX & Tarrytown, NY USA

Ll

Document No. DoC_ IMMULITE_LSCC_LSCP Ver. 3.0

[YYYY-MM-DD]

Page 1 of 2
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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 medical devices.

I

i
Il

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

il

I
i |

I

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
Swords, Co. Dublin, Ireland

"yl

Product Name: IMMULITE/IMMULITE 1000 Anti-TG Ab

i
LI

[

Catalogue Number (REF): LKTG1

Siemens Material Number (SMN): 10381641 . %—:__

Classification: General IVD

Conformity Assessment Route: ANNEX Il

Document Identifier: EC DEC_IMM 1000 Anti-TG Ab LKTG = __
Version: 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.
Digitally signed by Robak Malgerzata

RO b a k DN: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak. o=Siemens,
en=Robak Malgorzata

M a I g O rza ta Reason: | am approving this document 20 1 9_02_ 1 O

Signature:
Date: 2019.02.10 22:28:55 2

1 N

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. DY YY-MM-D0]
Llanberis, Gwynedd LL55 4EL, UK

fn
]

I

Il l" m mum
T 1

|

Document No. EC DEC_IMM 1000 Anti-TG Ab LKTG Ver. 02 Page 1 of 1



SIEMENS
EU Declaration of Conformity

We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 98/73/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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE / IMMULITE 1000 Troponin | i
Catalogue Number (REF): LKTI o=
Siemens Material Number (SMN): 10381026 e
Classification: General IVD ——
Conformity Assessment Route: ANNEX IlI @
= =
Document Identifier: EC DEC_IMM 1000 Troponin | LKT! =
Version: 01 = —
=

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: M /JM F‘{'&J ﬂg/é@ﬁ}-/

u

Anita Wample Date ==
Head of Quality Management [YYYY-MM-DD] _—
Siemens Healthcare Diagnostics Products Ltd.

LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 1000 Troponin | LKTI Ver. 01 Page 10f 1



SIEMENS

EU Declaration of Conformity

Ml FHH'I[I ||I’
B

|
il

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 Names:

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

This dectaration of conformily is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

See List of Products

General IVD

ANNEX Il

EC DEC_IMM Progesterone LKPW_LPWZ

2.0

This declaration supersedes any declaration issued previousiy for the same product,

Signature:

£ Zlﬁ 2&/_}%£& 2015-12-11

Anita Wample Date

Head Of Quality Management [YYYY-MM-DD]

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

Document No. EC DEC_IMM Progesterone LKPW_LPWZ Ver. 2.0
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- SIEMENS

—_—=

= EU Declaration of Conformity

——=-__ List of Products

i Product Name

Catalogue
Number
(REF)

Siemens
Material

Number

(SMN)

IMMULITE/IMMULITE 1000 Progesterone

LKPW1

10381128 N/A

IMMULITEIMMULITE 1000 Progesterone Sample Diluent

LPWZ

10388207 N/A
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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.

YRR

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

Swords, Co. Dublin, Ireland

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy —z=s
Llanberis, Gwynedd, LL55 4EL, UK =
EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. E:d -
Chapel Lane =

Product Name: IMMULITE/IMMULITE 1000 Vitamin B12

I
i

Catalogue Number (REF): LKVB1

"

Siemens Material Number (SMN): 10380900

™l

Classification: General IVD

Conformity Assessment Route: ANNEX I

Document Identifier: EC DEC_IMM 1000 Vitamin B12 LKVB
Version: 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.

Digitally signed by Rebak Malgorzata

Robak Malgorzata e ariterm
Pt s s 2019-02-10

ey

Signature:

1

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 1000 Vitamin B12 LKVB Ver. 02 Page 1 of 1



		2023-12-13T15:00:01+0200
	Moldova
	MoldSign Signature




