SIEMERNS

Konformitatserkidrung

Declaration of Conformity

Wir erkifiren hiermil, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit dan Grundlegenden
Anforderungen der Richilinie 98/79/EG des Europaischen
Parlaments und des Rates (iber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemai Annex i
aridil werden.

Wa hereby declare that the in vitro diagnostic devices
described below conforms fo all applicable Essential
Reguirements of Direclive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conforrnity
assessment procedures of Annex I, ’

Produktname (dautsch):

Product name (English):
Thromborel § Thromborel 8 !
Produkt-Nr. / Produet No. (REF):
QUHP _i
Packungsgrdfe(n) | Package Size(s) (REF):
{ QUHP 28, QUHP 49 ]
IVD-Kategorie / IVD Category:
[ Sanstige | Others ]
Hersteller | Manufacturer: ) )
Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalo Deutschiand):

Addrass (inlernational):

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

Siemens Heaithcare Diagnostics Products GmbH
Emif-von-Behring-Str, 76
35041 Marburg
Germany

Bestitigung / Authorization:

Dirsctor Quality/Regulatory

7

X

Unterschrift / Signature

Cr. Jorg Ambom

Name /Name

2008-03-03

Datum [JJIJ-MMV-TT]/ Date [YY Y V-MW-DD)

[ Kenformitétserklérung / Declaration of Conformity (DoG)

Seite / Page: 1 von/of 1]

Digitally signed by Marinescu Traian alin g
Date: 2023.03.07 13:50:46 EET
Reason: MoldSign Signature
Location: Moldova
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EC DecZamz'z'om of Comformiéz

Application of Council Dirglctive:
98/79/EC ol 27 Ociober 1988 on In Vitro Diagnostic Medical Devices

Means of conformity:

The tollowing product is in cénfnrmhy with Directive 98/79/EC based on the test resilts
using harmonised standards it accordance with Asticle 5 of the Dircetive,

Product identification:
Product: REACTION TUBE
Model: _SU-40

Manufacturer:

Nams: SYSMEX CORPORATION _
Address: 1-5-1 Wakinohama-Kaizgandori, Chuo-ku, Kobe 6510073 .
Country: Japan

Authorised representative: ;
Name: SYSMEX EUROPE GMBH
Address: Bornbarch 1, 22848 Nordersted
Country: Gc‘rmany

Authorised officer: f/; @- E :“

Twhne Matsui

Position: Prc:s."dcm
Date: (o7l TRAU/ufR Yy roo1

Place: WspER STEPT ‘G%ﬂ«%&’
This certificate was issued under sole responsibility of/:w"*m 3
! 4 (S

e |
) AT
: - e BN
Authorised officer; —— 3 /é?(r—-w 5 £ A
Tokuhiro Okdfa REH ;
, 5
Position: _Vice President, Technoiogy Controf\\%:«\ ‘

- N e T

Date: “Mewtomber sé , 00/ %?;g;mgh

Place: Japan e

£




c € SIEMENS -,

Hegalthineers -’

EU Declaration of Conformity

for Pathromtin SL

Siemens Healthcare Diagnostics Products GmbH hereby declares conformity to REGULATION {EU)
2017/746 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on in vitro diagnostic

medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU for the following
InVitro Diagnostic Device:

Product Name
Pathromtin SL

Intended Purpose Statement of Device

Pathromtin SL is an in vitro diagnostic reagent for the guantitative determination of activated partial
thromboplastin time (APTT} as an aid to diagnosis, screening for hemostasis disorders and monitoring of
unfractionated heparin in human sodium citrated plasma by means of automated, semi-automated and/or

manual coagulometric methods. For APTT testing no international reference preparation or method is
avdilable,

Catalogue Siemens Material Package Size
Number (REF) Number (SMN) / Description
00GS28 10446066 10x5mL

0QGS35 10446067 20x5mL
10484200 10484200 20 x 5 mL (RiLIBAK)

Basic UDI-DI (Basic Unique Device ldentification)
0405686800191V5

Risk classification according to the rules of Annex VIil REGULATION {EU) 2017/746
Class C

Manufacturer and address of registered place of business

Manufacturer Siemens Healthcare Diagnostics Products GmbH
Single Registration Number DE-MF-000005039
Address Emil-von-Behring-Str. 76

35041 Marburg

Germany

Notified Body

Name TUV Rheinland LGA Products GmbH
Identification Number 0197
Address Tillystr. 2

90431 Nirnberg

Germany
Conformity Assessment Procedure Annex IX

IMPEXS

SQSP-00101-MAR-T11 Unrestricted

Effective date: 2021-07-26 DoC Revision 1.0 / Page 1 of 2



SE E M E E‘%a S Siemens Healthcare Diagnostics

Products GmbH
Konformitatserkldrung Declaration of Conformity

Wir erkidren hiermit, dass die unten angegebenen Inwvitro-
Diagnostika-Produkie mil den Grundlegenden
Anforderungen der Richtlinle 98/70/EG deg Europélschen
Parlaments und des Rates Uber In-vitra-Diagnostika

bereinstimmen und die Anforderungen gemaR Annex III
arflllt werden,

Wao hereby decizre that the in vitro diagnostic devices
doscrfbed below conforms fo all applicabie Essential
Requirements of Directive 98/79/EC on in vitro Dizgriosiic
Madical Davices and accordance was shown by conformity
assessment procadures of Annex I,

Produktname {deutsch):

Product name {English):
[ Calciumehiorig-Ltsung

[ Calcium Chioride Solulion

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

ORHO
PackungsardBhe(n) / Package Size(s) (REF):
CRHO 37
WD-Kategorle  /VD Category:
[Sonstige { Others ]

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbM

Adresse (innerhalb Deutschland): Address (internalional):

Slemens Heallhcara Diagnostics Products GmbH Siemens Healthcare Diagnostics Producis GmbH
Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76
35041 Marburg 35041 Marburg
Germany

Bestitigung / Authorization:
Director Quality/Regulalory

7 A

Unierschrifl/ Signature

Dr. Jérg Ambom
Name /Name

2009-11-05
Datum [JJJJ-MM-TT]/ Dafe [YY Y Y-MM-DD]:

[LP-00101 VL DoC — Glitig ab: 2009-06-08 Seite / Page: 1 von/of 1)
Verlrauliche Informationen von Siemens Healthcare Diagnostics /
Proprietary Information of Siemens Healthcare Diagnostics




SIEMENS

Konformitétserkiérung Declaration of Conformity

| Wir erklZren higrmit, dass dig unten angegebenen I
Diagmosiika-Pmdukte mil den Grundleganden

Anforderungen dar Richtiinie 88/79/26G dee Eurepéischen

Parlaments und des Rates Gber ln—vHro—Dtagncatika

Ubersinstimmen und die Anforderungen geméal Annex ] J
erfiifll werdan,

-vilro-

We heroby dsclare that the in viro giagnostic devices
describad below conforms fo alf applicable Esseniial
Raguirements or Directive 98/75/EC on in vilro Dizgnostic §
Medica! Devices ang accordance was showy by conformity
8ssessmont procadures of Annex iif, .

Produtt name (En lish):
LLOGUCt name (English): —_—
Dade Thrombin Reagent

]

R

ProdukeNr. | Produet No. (REF): .
84233-25, -27 1

Produkiname Seutsch):
Dade Thrembin Reagenz

: |

Packungsgréiein [ Packagg Size(s {REF): n
B4233-25 27 I
lVD—Ka:egorie 1 IVD Category:
Sonstige | Others e
Hersteller / Manufacturer:
p2iEtBver /

m\\_ e ———
| Slemens Healthcare Diagnostics Products GmhH

i
i

{Innerhalb Deutschiang): Addrgss fnra.rna{ionar’}: it
Siemens Healthcare Clagnoslics Products GmbH Siemens Healthcare Diagnostics Products GmbH }
Emir—von-Behring»Str. 78 Emff—vcn-ﬁehﬁng-&‘rn 75 ;
35041 Marburg 35041 Marburg = |
Bestitigun ! Authorization:
Dirscior Qualily/Requiziony
———_._.“ﬁ_———-—w—L_SL_L____b_

German
Unlerschrifl / Signature

Dr. Jérg Ambom
—

Name /Name ~

2008-09-03

Datum [JI-MM-T1]] Date [YYYY-tAN-DD]: Wi
VA, s
o :

——

KenformitéiserklErung / Dacizration of Confarmity (BaC} Seite [ Page: 1 von | of1]




SIEMENS

Konformitétserk!érung

Decfaration of Conformity

| Wir erklZren hiarmit, doss die unten angegebanen nvitro:
Olagnostika-Produkie mit den Grundlegenden
Anfarderungen der Richtlinla S8/7Q/EG des Européischan
Parlaments und des Rates {iber {n-vitro-Diagnostika

bereinstimmen und die Anforderungen gemédl Annex i
LerfUilt werden,

deserlbed below conforms (o all applicable Essentisf
Requirements of Directive SB/T8/EC an in vitro D
Madical Devices ang accorda
assessmen! procedures of Annex Jjl,

Produktname {deutsch):

Dade Cwren's Veronal-Puffar

Produet name (English):
1JDa::fe Guwren's Veronal Bufiar

Produkt-Nr. / Produet No, (REE):
|

Wa horeby declara fhel tha n Vitro diagnostic devices |

i

A |

2ghosiic i

nte was shown by conformy ly |
!

|

B4234-25 _!
Packungsgrdfie(n [ Package Size(s) (REF):
B4234-25 ;‘
\VD-Kategorle / /VD Category:
Sonstige Others M :
Hersteller | Manufacturer:
——
Siemens Healthcara Dizgnoslics Produets GmbH i

Adresse [innerhalb Deulschiand):

Address {r‘nramarlonaig:

Siemens Healthcare Diagnostics Products GmoN
Emil-von-Behring-Str, 76
| 35041 Marburg
e

Siemens Meallhcare Diagnostics Products Grribi
Emff~von-89hring-8rr. 76 ”
35047 Marburg
Germany

Bestétigung / Authorization:

Director Quality/Regulatory ]

YUnterschrifl / Slgnature

Dr. Jérg Ambora

Name /Neme E|

2008-08-03

[~y T~

Daturn [JJJJ-MM-TT] 7 Date [¥ Y VY- M-DD] L
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EC Declaration of Conformzzjz

Application of Council Directive:
98/79/EC of 27 October 1998 on In Vitro Disgnostic Medical Devices
—= /e 01 27 October 19

Means of conformity:

The following produet is in conformity with Directive 9B/THEC based on tt

e test .c%ullb
using harmonised standar ds in accordance with Article 5 of the Directive,

Product identification:
Product name: CA CLEAN I

Manufacturer:

Name: SYSMmExX CORPORATION
Address: _1-5-1 Wakinohama- Kaigandori, Chuo-ku, Kobe 651-0072
Country: Japan

Authorised representative:
Name: SYSMEX EUROPE GMBH
Address: _Bomnbarch 1, 22848 Norderstedt :
Country: Germany o

Authorised officer: é /A‘_‘;‘;Q__
I\.‘v

& Maisui
Position:  President

Date: 97 TAMUA?/‘/ 1007

Place: 4 2£E£&£21 CTE'P..:‘?AA/F’

This certificate was issued under sole responsibili tv of;
A

———

Authorised officer;.._--—“:—%*ﬁ'r‘%aviA—’
Tokuhiro ogﬁ’da

Position: _Vice President, Technology Cantral

Date: WW« 7, MC’/
Place: Japan




SIEMENS

Konformitatserkldrung Declaration of Conformity

Wir erkidren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rales iiber In-vitro-Diagnostika
tibereinstimmen und die Anforderungen gemaR Annex il
erfillt werden.

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

Produktname (deutsch): Product name (English):
[ Dade Thrombin Reagenz Dade Thrombin Reagent
Produkt-Nr. / Product No. (REF):
B4233-25, -27 E
—
PackungsgréBe(n) / Package Size(s) (REF):
B4233-25, 27 ]
IVD-Kategorie / [VD Category:
[ Sonstige | Gthers ]
Hersteller | Manufacturer:
Siemens Healthcare Diagnostics Products GrmbH —|

Adresse (innerhalb Deutschland):

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

Address (inlernational):

Bestatigung / Authorization:
Director Quality/Regulatory

7 A

Unterschrift / Signature

Dr. Jérg Ambom

Name /Name

2008-09-03
Datum [JJJJ-MM-TT]/ Date [YYYY-MM-DDJ:

| KonfermitétserklZrung / Declaration of Conformity (DoC)

— 1 S T A SRR R



c € SIEMENS .-,

Healthineers ~°

EU Declaration of Conformity
for INNOVANCE Antithrombin

Notified Body Certificate Number
HX 1512506-1

Common Specifications the product conforms with
identifier Title of Document

N/A N/A

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics
Products GmbH according to REGULATION (EU) 2017/746 for the following In Vitro Diagnostic Device and

any other Union legislation as stated in the Conformity with Standards and supersedes any declaration
issued previously for the same product.

A W.Mm,,,,
Signature: S A s

Dato: 3,202t 08:36
OMT‘?MJ

Email: ANDREAS.WIEGAND@SIEMENS-HEALTHINEERS.COM

Andreas Wiegand Date:
Senior Director Regulatory Affairs 2021-08-03
. e i P
Siemens Healthcare Diagnostics Product GmbH P iAgery”
£ 2 Y i'x‘."‘,."
Marburg, Germany \gxa_‘;‘;}%??,; %
f-:.""#‘"'; S ] i
F Y los %
&
S5QSP-00101-MAR-T11 Unrestricted

Effective date: 2021-07-26 DoC Revision 1.0 / Page 2 of 2



| C € SIEMENS .-,

Healthineers -

EU Declaration of Conformity

for Coagulation Factor X Deficient Plasma

Siemens Healthcare Diagnostics Products GmbH hereby declares conformity to REGULATION (EU)
2017/746 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on in vitro diagnostic

medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU for the following
In Vitro Diagnostic Device:

Product Name
Coagulation Factor X Deficient Plasma

Intended Purpose Statement of Device

Coagulation Factor X Deficient Plasma is an in vitro diagnostic reagent for use in assays for the quantitative,
WHO- standardized determination of coagulation factor X (FX) activity as aid to diagnosis of congenital or
acquired FX deficiencies in patients with bleeding disorders or at risk for FX deficiency in human sodium
citrated plasma by means of automated, semi-automated and/or manual coagulometric methods.

Catalogue Siemens Material Package Size
Number (REF) Number (SMN) [ Description

OTXY13 10446415 3x1mlL

Basic UDI-DI (Basic Unique Device identification)
0405686500861VX

Risk classification according to the rules of Annex VIl REGULATION (EU} 2017/746
Class C

Manufacturer and address of registered place of business

Manufacturer Siemens Healthcare Diagnostics Products GmbH
Single Registration Number DE-MF-000005039
Address Emil-von-Behring-Str. 76

35041 Marburg

Germany

Notified Body

Name TUV Rheinland LGA Products GmbH
Identification Number 0197
Address Tillystr. 2

90431 Nirnberg

Germany
Conformity Assessment Procedure Annex IX

IMPEX»

SQSP-00101-MAR-T11 Unrestricted

Effective date: 2021-07-26 DoC Revision 1.0 / Page 1 of 2



SIEMENS

Kenfermititserklaryn g Declaration of Conformity

devices
‘ : doscribed balow conforms to all appilcable Essantiar
Anforderungen der Richtlinie 98/79/EG dos Européischen Requiremsnis of Dirsctive BB/TYEC on in vitro Dizgriostic
Parlaments und des Rales Uber In-vitro-Diagnostika

i Madice! Devices ang accordance was shown by conformity
Ubersinstimmen und die Anforderungen geman Annexill | assessment procedures of Annex fif. ’
arfilit werden,

Wir erkigren hlermil, dass di unten angegebenen Invilro- | We hercby daciers that the in vilro dlagnosiic -
Dlagnostika-Produkle mit den Grundisgenden

e G

Produktnzme (deutsch : ' Product name (English): : )
INNOVANCE D-Dimer ! {NNOVANCE D-Dimar M

—“_-*.._,*'*1,
Prodult-Nr, { Product No. (REF): .
OPEF _]
S N T L
Fackungsgré‘:ﬁe(n) ! Package Size(s) (REF):
r —_——
; QP8P 03, OPBP 07 !
—_— ]
lVD-K_ategcrle 1ivD Category: i -
Sonstigs | Others 4
Herstaller / Manufacturer: :
™ = " "_H'_"__‘—*-'_——-u_".
Slemens Heallhcare Diagnostics Frodusts GmbH

Adresse (innerhalb Deulschland); Address (intarnationsl):
Siemens Heallhcare Diagnostics Producte GmibH

Siemens Healthcere Diagnostics Produgis Gmbl
f Emil-von-Behring-Str. 78 Emll-von-Behring-Str. 78 I
| 35041 Marburg 35047 Merburg !
|

Germsng " ‘

Bestétigung / Authorization:
L Director Quality/Regulatory

\Unterschrift / Sionature

Dr. J6rg Amborn
Name /Name

2008-09-03

[KorformitAtserkiarung 7 Declaralion of Conformity (DoG)

R ' s AR A AR i




SIEMENS

Konformitdtserkiarung

Declaration of Conformity

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richllinie 98/79/EG des Europiischen
Parlaments und des Rates Uber In-vitro-Diagnostika
ubereinstimmen und die Anferderungen gemaR Annex IlI
erfillt werden.

We hereby declare that the in vilro diagniostic 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 conformity
assessment procedures of Annex {ii.

|
!

Produktname (deutsch):

Product name (English):

[—Kontroll-PIasrna N

Contro! Plasma N

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

ORKE
PackungsgréBe(n) / Package Size(s) (REF):
ORKE 41 j
IVD-Kategorie / IVD Category:
[ Sonstige | Others ]

Hersteller | Manufacturer:

1 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
Ermil-van-Behring-Sir, 76
35041 Marburg
Germany

Bestatigung / Authorization:

Director Quality/Regulatory

e PN

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

[ Konformitétserklarung / Declaration of Conformity (BaC)

Seite / Page: 1 von / of 1 |




SIEMENS

Konformitatserkldrung

Declaration of Conformity

Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates tiber In-vitro-Diagnostika
bereinstimmen und die Anforderungen gemaR Annex Il
erfillt werden.

Wir erkldren hiermit, dass die unten angegebenen In-vitro-

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Regquirements of Directive S8/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex /M. N

Produktname (deutsch):

Product name (English):

[ Kontroll-Plasma P

Cenirol Plasma P

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

QUPZ
Packungsgrofle{n) / Package Size(s) (REF):
| OUPZ 17
IWD-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-Sir. 76
35041 Marburg

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

Bestdtigung / Authorization:

Director Quality/Regulatory

AN

Unterschrift { Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MN-T 1]/ Dafe [YYYY-MM-DDJ:

[ Konformitétserklérung / Declaration of Conformity (DoC)

Seite / Page: 1 von [ of 1]




SIEMENS

Konformitatserkigrun g

———

Deciaration of Canformii_,}-
_

————
]

Wir erktiren ermil, dags dia ualan é@gebenen In-vitro- [ We heroby declers (hat the in vifre diagnastic 1svi
Diagrosiika-Produkle mit dan Grundlsgandsn i doseribad below conforms lo ell
{ﬁ.m'nrderungan Gar Richllinie 98/78r=G das Europiiisehen | Requiremants of Diroctive 98/7
| Parlaments ung des Rates tbar In-vitro-Diagn

r

applicable Essenjaf; :

S/EC onin vitro Clagriostic
ostiha Medical Devices and accordence was shown by conformity
Gbereinstimmen und dig Anforderungen gemin Annax il | sssessmen| pracedures of Annox iy, |
Lorfillt werdgn,

|

L]

——— e — o -
f__rcﬁulunamgjdeutsuh;:

E: _ . Product namo (Engilsh): }
Dade Ci-Tral 2 Dede Ci-Trof 2.
sirole —— ;

Produkt—h_rii Produet No. (REF}):

~ 281071 B —

[_Pncl(un*:‘aﬂrﬁﬂﬂr_lu Package Size(s) (REF):

——

e 281071 -
.VfJ-K_a!eag:j_g 1IvD Category:
[Sonsiige

N T — .
= S Qthsrs

Horsteller | Monufacturer:

Slernens Healthcarg Diagnostics Produc[%_G_mbH
— e .. SleImens Heailhoe

Adregee {Innerhalb Daulschmnu):
Siemens Haalihears Diagnostics Products GmbH

Address (inlermelionel):

‘ Stemans Healllicare Diagnosies ProduEi.ETi;‘F:ﬁ—_-_}
| Emil-von-Behring-Str. 75 EnIII»von-Eehr:'ng-Sfr. 76 . ;
3 35041 Marburg 35041 Marburg ‘ |
L ! G‘erman)i X i
———— - e SR
T Bestatigung / Authoriza tion: g 1 ‘
Clrevtor Quelily/Ra ulatory s
. Dlreoic quilaig S——
o~ |
I Unierschelfl/ Signalurs _{
1 H
Dr. Jérg Ambom ! j
' Name /Nama e HE i
2008-09-03 |

——— elum [JLT-NMTT] T Date [ oV YV De |

.'___H*___ J

&)

403 Py

2,

—— : e R 7y 2 S S
i<c£1€o:mu;§:serk!émng_{‘oeciarm!on of Conformity (DaC) Selle [ Paga: 1 venl of 1]

itally siuned by Marneseu Vraian Alin
fe 2019711,04 08:57:48 BT

: i MoldSign Signance

Lovation: Maldova




SIEMENS

Konformitétserkéérung Declaration of Conformity

{ Wir erkidran hiermil, dass dia unten angegsbanen In-vitro- ‘ We hereby declare that the Jn vitro diagnostic devizes
i Diagnoslita-Produlcte it den Grundlaganden described balow conforms o all applicable Essential .

Anferderungen der Richtlinte 9B/79/EG des Europélschan Requiremenis of Directive S87YEC on in vire Diagnostic
Parlaments und des Rates Uber In-vitro-Diagnostika

Madics! Devices and sccordance wes shown by conformity
dberenstimmen und ¢le Anforderungen geman Annex Il | assessment Procadurss of Annex 1if, t |
- erftlit warden. 2
Preduktname {deutsch): . Produst pame {English):
INNOVANCE D-Oimer Gontrals INNOVANCE B-Dimar Conirols ; ""P

—Produkt-Nr. / Produst No. (REF):

CPOV A

fackungsgraﬁa(n) [ Package Size(s) (REF}:

e

OPDY 03 ]
IYD-Kategorie / (VD Categorny:
Sonstigs | Othors 7
Hersteller | Manufacturor:
e g
i Slemens Healthcare Dizgnostics Products GmbH E I

Adresse {Innerhalb Ceulschiand): Addross (internationel):

i! Siemans Mealthcare Dlagnostics Products GmbH Siemens Heallhcars Djagnostics Products GmbH
! Emil-von-Behring-Str, 78 - Emil-von-Behring-Sir. 76 . |
35041 Marburg 380471 Marburg o
Garmeny - 1

Bestatigung [ Authorization:
Director Qualiiy/Regulatory

) AA

Unterschrifl / Signature

DBr. J&rg Amborn

Name /Nama

2008-08-03
Datum [JJJ-MM-TT]/ Dals YYYY-MM-DDJ:

| Konfermitatserkiaruna 7 Declaration of Conformity (OoC) Selte / Page: 1 ven Jor 1 ]




SIEMENS

Konformitédtserklarung

Declaration of Conformity

C€

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates Uber In-vitro-Diagnostika
ibereinstimmen und die Anforderungen gemafl Annex Il
erfiillt werden.

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

Produktname (deutsch): Product name (English):
| PT-Multi Calibrator PT-Muiti Calibrator J
Produkt-Nr. / Product No. (REF):
OPAT
Packungsgrdie(n) / Package Size(s) (REF):
| OPAT 03
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. 78
35041 Marburg

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

Bestdtigung / Autharization:

Director Quality/Regulatory

=) e

Unterschrift / Signature

Dr. Jorg Amborn

Name /Name

2008-09-03

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

[ Konformitatserklarung / Declaration of Conformity (DoC)
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SIEMENS

Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

C€

Wir erklaren hiermit, dass die unten angegebenen ln-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europaischen
Parlaments und des Rates Uber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemé Annex il
erfllt werden.

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

Produktname {deutsch}.

Product name (English):

[ Standard-Human-Plasma

[ Standard Human Plasma

1

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

I

ORKL

PackungsgroBe(n} / Package Size(s) {(REF):

ORKL 13, ORKL 17, ORKL 21

IVD-Kategorie f /VD Category:

| Sonstige

| Others |

Hersteller / Manufacturer:

|

Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address (intemational):

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

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

Bestitigung { Authorization:

Director Quality/Regulatory

r')

P

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2011-04-05

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

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