SIEMERNS

Konformitatserklirung

Declaration of Conformity

J Wir erklgren hiermit, dass die unten angegebenen In-vitro-

| Diagnoslika-Produkte mit den Grundlegenden

| Anforderungen der Richilinie 88/79/EG des Europaischen
Parlaments und des Rates (iher In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemall Annex Il

erfilil werden.

Wea hereby declare that the in vitro diagnostic devices
described beiow conforms io all applicable Essential
Reguirements of Directive 98/79/EC on in vitro Diagnosfic

assessment procedures of Annex NI,

Medice! Devices and accordance was shown by conformity

Produktname (deutsch):

Product name (English):

Thromboret 8

Thromboref S

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

QUHP

PackungsgréRe(n) / Package Size(s) (REF):

QUHP 28, QUHP 49

LJ

IVD-Kategoria / VD Category:

{ Sonstige

| Others

Hersteller / Manufacturer:

Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address (internalional):

Siemens Healtheare Diagnostics Products GmbH Siemans Healthcare Diagnostics Products GmbH
Emil-ven-Behring-Str. 76 Emif-von-Behring-Str, 76
35041 Marburg 35041 Marburg
Germany

Bestdtigung / Authorization:

Director Quality/Reguiatory

£

Unterschrift / Signature

Dr. Jorg Ambom

Name /Name

2008-08-03

Datum [JJJJ-MNV-TT]/ Date [YYYY-MV-OD]:

| Kenformitétserkirung / Declaration of Conformity (DoC)

R B 8 g e e e b P S|BRS4S

Digitally signed by Marinescu Traian alin g
Date: 2023.01.18 08:54:09 EET
Reason: MoldSign Signature

Location: Moldova
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EC Declaration of Conformizjz

Application of Council Directive:
98/79/EC 0f 27 October 1998 on I Vitro Diagnostic Medical Devices

Means of conformity:

The following product is in conformity with Directive 98/79/EC based on the test rosults
using harmonised standards in accordance with Article § of the Directive, i

Preduct identification:
Product name: Ca CLEAN ]

Manufacturer:

Name: SYSMEX CORPORATION
Address: 1-3-1 Wakinohama—Kuigandori, Chuo-ku, Kobe 651-0072
Country: Japun

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address:; Bornbarch 1, 22848 Nordersiedt -
Country: _Germany -

Authorised officer: é %ﬁ:————-

Iwdne Matsui

Position: President
Date: 27y TANUARY 1o

Place: ﬁozg;g'@ STee T ! C—rﬂ,thA,//‘f

This certificate was issued under sole responsibility of:

A
Authorised officer: ,k_f—":‘;*"%?lv?’é’ =
Tokuhiro ox}-,a"da

Position: Vice Prcsidém, Technology Canltrol
)
Date: -

Hopemben 7, 200/
Place: Japan
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£C Declaration of Conformi‘iy

Application of Counci Directive:

98/79/EC of 27 October 1998 en In Vitre Diagnostic Medical Devices

Means of conformity:

The following product is in conformity with Directive 98/79/EC based on th

¢ lest resylis
using harmonised standards in accordance with Article 5 of the Directive,

Product identification:
Product name: ca CLEAN II

Manufacturer:

Name: SYSMEX CORPORATION
Addrass: 1-5-1 Wakinohama—Kaigandori, Chuo-ku, Kobe 65 1-0073
Country: Japan

Authorised representative:
Name: SYSMEX EURCPE GMBH
Address: Bornbarch 1, 22848 Norderstedt
Country:  Germany

Authorised officer: / al‘;:

Iwane Matsui

Position: President
Date: 9 7H ﬂ,wﬁp}/ 1onl
Place: MOLiRLSTENT &W%ﬁr’?ﬁz/

This certificate was issued under sole responsibility of:
o

Authorised officer: -——-":'_:*_3%:_

Tokuhiro bk?f
Position: _Vice Presider L, Technology Contro)
Date: _ "hremien 7, 20D/
Place: Japan




SIEMENS

Konformitatserkisry ng

Declaration of Conformity

Wir erkiZren hlarmit, dass die untsn angegebenen In-vitro-
Diagnestika-Produkte mit den Grundlegendan
Anforderungen der Richtlinia S8/78/EG des Eurgpéischen
| Perlaments und des Rates {ber In-vltro-Diagnostika

bersinstimmen und die Anforderungan gemif Annex i
erfiilil werden.

We hersby declare thel ihe in vilra diagnostic davices )
described below conforms io alf applicsbly Essaniial |
Reguirements of Diractive 88/79/EC an in vitro Diagnestic

Medicat Devices and accordance was shown by conformity
assessment procedures of Anney JIi.

Produktname (deutsch):

Product name (Enq.'fsh}:

Oads Aclin FS Rezgenz zur Bestimmung der APTT

Dade Adiin FS Aclivaied PTT Reagen; i
Produkt-Nr, | Product No. (REF);
B4218-20, -100 !
Packunqsgréﬁe(n} [ Package Siza(s) (REF): . s
I B4218-20, 100 i
——
_VD-Kategorje / /D Category:
| Sonstige [ Others ]
Hersteller / Manufactursr: :
i Slemens Healihcars Diagnostics Products GmbH : |

Adressa (innerhaib Beutschiznd):

Address (fnternational):

! Siemens Heallhcare Ciagnostics Products GmbH
Emil-von-Behring-Str, 76
35041 Marburg

Slemens Healthears Disgrosiics Products GmbH !
Emil-von-Behring-Str. 76 |

36047 Marburg . !

Germany s |

Bestétigung / Authorization;

Director Quality/Reguiatory

<7_

A

Unlerschrift / Signature

Dr. Jérg Ambom

Name /Nams

2008-08-03

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

menfcrmitéiserkl'érung/ Declaration of Conformity (DeC)




SIEMERNS

Konformitétserk!érung Decfaration of Conformity

| Wir erkfEren hiermil, dass dis unten angageenen In-vire- | e heraby declare that ]
Dizgnostika-Produkia mit den Grundlagenden described below canforms to alf applicable Essentia) {
Anforderungen der Richilinie S8/79/EG des Europalscian i 7 :
l Parlaments und des Rates Gbgr Invitro-Diagnostika i

Medica! Devicos and accordance was shown by c‘onfo.'mir}; '
Uberelnslimmen und dig Anforderungen gemai Annex il | assessmont pracedures of
erfillt werdan,

Annex ilf, )
Produkiname dewlsch): Product name (Engiish): ’
Dade Thrombin Reagerz Dade Thrombia Reagen: TI
—_—
Produkt-Nr, / Product No. (REF): .
84233-25, -27

[

Packungsgrénein { Package Size(s) (REF):
5 07 N -—i
B4233.25, -27

—

——— e}
'VD-Kategorie | /D Caregoz:
Sonstige | Others

Hersteller | Manuizcturer:
o = TR S mhe T ——
1 ] Slemens Heslihcarg Diagrostics Products GmbH

Adresse (Innerhalb Oeuischland):
F Siemens Healthcare Dlagnosics Products Gmbl r

Address (intarnational): e
Siemens Healthcare Diagnostics Produels GmbH !

) Emil-von-Eehring-Slr. 78 Emi!-von-Behr."ng-S!r. 76 i
35041 Marburg i 35041 Marburg i |
I Gormany -

Bestétigung [ Authorization:
Dirscior Qual!ty!Reguialory

) A

Unlerschrifl / Signelure

DOr. J&rg Ambhem

Name /Nams

2008-08-02
Datum [JJJJ-MM-TT] /DMYY-MM*DD]:

%nformiféiserkiérunq / Beclaration of Conformity {DoC}

e i T AR A e b



SIEMENS

Konformit-éitserkiérung Decfaration of Conformity

I Wir erxidren hisrmit, dass die unten angegebanen In-vitro- We heraby declara that the in vitro giagnostic devices !
Dlagnostika-Produkie mit den Grundiegenden desoribed below conforms lo alf applicabls Essentlal

Anfarderungen der Richtlinle SB/TS/EG des Europaischen Requirsmenis of Directive 88/79/EC on in vitro Diggnostic

Parlaments und des Rates Gber In-vitro-Diagnostika Medical Devices and eccordance was shown by conformity

[ Gbereinstimmen und die Anforderungen gemal Annexlli | assessment progedures of Annex M,

erfiillt werden.

Produktname {dsutsch):
Dade Cwren's Veronal-Pufiar

Produet name (Engffshg:
i Dade Owren's Varonal Bufier

—
sl
Produkt-Nr. / Praduet No. (REF):
84234-25 ]
ol
Packungsgrﬁﬂem) [ Package Size(s) (REF):
B4234-25 gi
VD-Kategorle / VD Categony:
Lr§_cnatige | Others L i
Hersteller ! Manufecturer:
[ Siemens Healthcare Diagnostics Produets GmbH i

Adresse /innerhalb Deulschland):

Address (interoational): .
Siemens Healthcare Diagnostics Products Gmbog Siemans Heallhcars Oiagnostics Produals GribH !
Emil-von-Behring-Str, 76 Emil~von-Behring-Str. 76 f |
35041 Marburg 35041 Marburg
I Germany

Besidtigung / Authorization:
Direclor Quality/Regulatory ]

.

Unterschrifl / Signature

Dr. Jérg Amborn

Name /Name

| 2008-09-03

U5

L
e
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[KerformitaiserkZrung / Declaration of Conformity (DoC)

Seile [ Page: 1 von/ o7 1|
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SIEMENS

Konformitétserklfarung Declaration of Con‘formity

o

Wir erklaron hermit, dzss die umien angegebenen In-viiro- | We hereby daclers ThaT the in vilrg diagnostic G’BL;J:CES _:h"'}
l Diagnostika-Produkle mil dan Grundiegendan dascribed below conforms {0 all spplicable Essaniial :
Anforderungen der Richtlinie 8BI7Y/EG dus Europaischen

Requiremsnis of Dirgctive 88/79/EC on in vitre Disgrostic
Medical Devices and accordance was shown by conformity !
assessment procedures of Annex . ’

———
Praduktname (deutsch):

) Product name {(English): : i
INNOVANCE 0-Dimer INNOVANCE D-Dimar T
Predukt-Nr. { Produet No, (REF):
OPBR

—_—

Parlaments und das Rates Uber In=vitro-Diagrioslika

| Uberainstimmen und dla Anforderungen geman Annex ||
Lirﬁ.mt werden,
- VRrRen.

—_—
Packungsgritie(n) / Package Size(s {REF):
: T S
; QP3P 03, OPBP 07 !
VD-Kategorie / j¥D Category:
{ Sonstige | Others ]
Rersteller | Manufacturar: i
Slemens Heallhcare Diagnastics Frodusts CmbH ’ i
Adresse (innerhalb Dsulschlandg: Address (internations!): —
Siemens Healthcare Dlagnostics Products GmbH Siemens Healthcare Diagnostlics Produels GmblH
| Emil-von-Behring-Slr. 76 Emil-von-Behring-Sir, 76 i
1 35041 Marburg 35047 Marburg |
| Germany |
b

Bestitigung / Authorization:

Direclor Quallly/Regulztory

Unterschrift / Sigrafure

Dr. Jorg Amborn

Name /Name

2008-09-03
| Dalum JIJJ-MM-TT] / Date [YYYY-MieDDT-




SIEMENS

Konformitatserkiary ng

Declaration of Conformity

Wir erkldran hiermit, dass die unten engasgebenen

Diagnostika-Produkie mit den Grundiegenden | described below conforms to alf applicabla Essonijal
i Anforderungen der Richliinie 98/79/EG des Europaischen | Requlremsnts of Directiva S8/TY/EC on in vitr
| Parlaments und ¢as Rates Uber In=vitro-Diagnostlka tedical Devices and accordancs was shown

tbereinstimmen und dis Anforderungen gemél Annex i assessment procedures of Annay Jij.
erfillll warden,

In-vilro- | s hereby deciare that the in vitro dlagrostic davices

|

v I

o Didgnostic |
by conformity |

T f
'Produkmame (deutsch): Product pame (En

1glish): - e e

| Kentrol-Plasma N } Cantrol Plasma N |
Produkt-Nr. | Produet Ne, (REF): s _

! ORKE ]
L P 1]

PackungsgréBs(n [ Package Size(s) {REF): _

ORKE 41 |
WD-Kategorle / jVD Category:
Sonstige

[ Cthers

Hersteller / Manufeciurer:

Siemens Heallhcare Disgnostics Producls GrmbH 7

Adresse (innerhaib Deutschland): Address (internstionai): . !
Slemens Heallhcare Diagnostics Producls GmibH | Siemens Healthcare Diagnosiics Producls GmbH |
Emil-ven-Behring-Str. 76 i Emil-von-Behring-Sir, 76
35041 Marburg J

35041 Merburg :
Germany S !

L

__Bestétigung | Autharization:
Director Quality/Regulztony

- AL

Unterschrifl / Signature

Dr. Jérg Amborn

Mame /Nama

2008-08-03
Catum [JJJI-MM-TT] ] Date [YYYY-MM-DDJ:

EPUg; P
iy
G
-, P&y

R
.

]

Seite / Page: { vori/of 1]




SIEMENS

Konformitétserk!érung Decfaration of Conformity

| Wir erkl&ren Rigrmit, dass dle antan engegebenen In-vivo- | We heredy desiars fhal The i vitro diagnosilc devices 1

i Dizgnostike-Produkte mit den Grundlegenden | dascribed beiow conforms lo all apoficabls Essentlal
Anfardeningen der Richtiinle 98I7S/EG des Eurapaischen Reguirements of Directjve SE/FY/EC on in vilro Diggnosiic |
Parlamenls und des Rates Uber In-vitro-Diagnostika Madical Devices and aceordance was shown by conformity |

Ubereinstimmen und die Anforderungen gemil Annex Il assessment procedures of Annex Jfi,
Ledilll werden,

—_—

Produktname (deutsch): Product name {Enqﬁsh].; . )
Kontrofl-Plasma P T e

i Coentrol Plasma P
Produkt-Nr. / Praguct Na. (REF);
QUPZ i
Packungsgrél’ie{n) / Package Size(s) {REF): .
OUPZ 17 ]
VD-Kategorie / (VD Categary:
Sonslige | Cthers i

Hersteller | Manufacturer

Siemens Healthcare Oiagnostics Preducts GmbH

Adresse (innarhalb Deulschlznd):

Address (Internationsl):
Siemens Healthcare Diagnostics Products GmbH

I Slamens Healthicara Diagnosiics Prodicts GrbH 1[
! Emil-von-Bshring-Str. 76 Emil-von-Behring-Str. 76 , |
| 35041 Marburg ’ 35047 Marbirg |
i Germany i

Bestitigung / Authorizatlon:
Director Quality/Regulatory

) A

Unlerschritt/ Slonature

Dr. Jarg Amborn

Name /Name

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

[KonformiitaiserkiBrung / Declaration of Conformity (DoC)

Seite / Page: 1 vony of 1 |
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Reyso
|

[Wir erdéren Namit. dase g s
| Dizgnosika-Produlae mit den Gi

! Anforderungen cer Richiliniz 98/78/E@ das Evrapdizehen Requirarments of Dlroctive 98/73,
! Parlomants und des

Modical Devices ang accordance was shown &y conlormily i
Cbereinstimmen und dia Anforderungen gemdl Annax [l I

s Product name (Engilsh):
Dade Ci-Tro 2 i Dadg Ci-Trol 2 O

r_F':Jckun'd'aprtiﬁg_mJ ! Package Slze(s) (REF):

[
|
L

B_c}nror;ﬁ:}'_fgérktérunq_f Dedlara

itally signed by Marineseu Vraian Alin
e 2191104 08:57:48 8T

e ol
n: MoldSign Signarare / .
on Maldava 4}

SIEMENS

Konformitétsezrklérung

Declaration of Conformity

—

'

nlen 8ngegabanan vire:

Wa heraby declarg (ha the in vt
rundlsganden

re diagnostic tovicns
describod bolow conforms lo el

applicabla Essoniiat;

YEC en in vitro Clagrostic
Rates dbar In-vi{ro-Diagnostiia

.

arfiil werden.

Bssessmenl procedures of Anpex 1.
——

Produitnams (deutsch): .

Produk‘.-!\_}‘[.__f_ﬂg_dgcr No. (REF);

——

291071

251071 T
| —— = CE
_[VIJ-Kateao_a-:_cz ! IVD Category: ~
Sonslige [Others :j::____
Horsteller [ Manufacturer:
e Slemans He‘giﬂyflz_:_are Dlagnostics Products GmbH

Adresse {Innerhalb Daulsehiand):

e Address (inlormetionsl):
Siemens Maalheosre Dlagnostics Praducts CmbH

Stemans Heallhcare Diagnosiias Produtis GmsA )
Emliwun-fiehﬁng-Slr. 76 Errn!!—uo.r'n-thring-S!r, 76 [
36941 Marburg

T e—————

] Germeny,

i
I
35041 Marburp . ]'
!

— Bestatigune / Authorization; D . i
o ! Director Quzlily/Ragulatory ;
| :___ Unierschil ] Signalore i

Dt Jérg Amborm

Name /Name _ j
|
2008-09-03 i ;
Datum [TITEMM-TT] Dals [YYYY-NRI-DD]. | ‘

_____ fon of Conformily (Do)

L]

i s AT




SIEMENS

Konformitétserkldrung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

Wir erkléren hiermit, dass dis unlen angegetenen In-vitro-

Diagnostika-Produkte mit den Grundlagenden
Anferderungen der Richtlinle 98/70/EG des Européischen
Parlaments und des Rates (ber In-vitro-Diagnostika

ubereinstimmen und die Anforderungen gemal Annex IIf
arfilt werden.

We haroby declare Ihat the in vilro dizgnostic devices
doscribed below conforms to ali appllcable Essential
Requirements of Dirsctive 98/79/EC on in vitro Dizgnoslic
Medical Davices and accordance was shown by conformity
assessment procadures of Annex Il

Produktname {deutsch):

Product name {(English):

[ Calciumehlorid-Losung

| Calcium Chicride Solution

Produkt-Nr. ! Product No. (REF);

QORHO
PackungsgréBo(n) / Package Size(s) (REF):
ORHO 37
IVD-Kategorle / VD Category:
[Sonstige [ Ofhers

Hersteller ! Manufacturer:

Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deulschland):

Address (international):

Slemens Heallhcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
38041 Marburg

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

Bestdtigung / Authorization:

Direclor Quality/Regulalory

s

A

Unterschrift / Signature

Dr. Jérg Ambom

Name /Nama

2008-11-05

Datum [JJJJ-MM-TT] / Date [YYYY-MM-0D]:

[LP-00101 VL DaC — Gultig ab: 2008-06-08 Seite / Page: 1 von/ of 1]
Vertrauliche informationen von Siemens Healthcare Dlagnosti_cs /
Proprietary Information of Siemens Healthcare Diagnostics




SIEMENS

Konformitétserkiérung Declaration of Conformity

{ Wir arkigran hiernmit, dass dia unlen angegebenan In-vilro- | Wa hereby declars that the In virg disgnostic davices |

{ Diagnostika-Produite mit gen Grundlegenden described balow conforms lo all applicatls Essential -
Anfarderungen der Richllinie 98/7S/EG des Europdischen | Requirements of Cirective 98/79/EC on in vitre Dia
Parlsmants und des Rates Uber In-vitro-Diagnostika

]
0n0stc i

Medicel Davices and sccordance wes shown by canformity ’

Uberainstimmen und dle Anforderungen geman Annex it | assessment procedurss of Annex Hi, |
arfiilit werden. I

Produktnama {deutsch):

. Product pame (English):
m\lOVANCE D-Oimer Contrals INNOVANCE D-Dimer Controls

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

CPDY : 1

Packungsgrdfia(n) / Package Size(s) (REF):
lL OPDY 03

IVB-Kategarie / /YD Category:
Sonstiga

| Cthors P

Hersteller /| Manufacturar:

P Slemens Healthcare Diggnostics Products GmbH st |

Adresse (innarhath Ceutschiand): ;
Siemens Healthcare Dlagnostics Products GmbH Siemens Meallhcare Diagnoslics Products GinbH
Emil-von-Behring-Str; 76 Emil-von-Behring-Sir. 76 '
35041 Marburg 35047 Marburg
Gearmany

Address (Internationel):

Baestitlgung / Authorization:
Director Quallty/Requlaiory

P A

Unterschrifl / Signature

Dr. J&rg Amborn

Name INama |

2008-09-03
Datum [JJJI-MM-TT] ] Daie [YYYY-MM-DDJ;

U

¢
vt
o,

= REPUR

LAC B o0

[

St et
Ll

1 Cu RESY

H(onfcrm'zlétssrkiérung ! Declaralion of Conformity (DoC) Seite / Page: 1 von / of 1]




SIEMENS

: Konformitétserklérung

Wir erkidren hiermit, dass dle unten an
Olagnostika-Produkle mit den Grundlegenden

Perlaments und des Rales {iber In-vitro-Dlagnostika

Ubereinstimmen und die Anforderungen gemal Annex ii]
erfllt werden, i

gegebenen nwvitro- | Wa hereby declara [h

at the I vitro diagnosilc devices
daseribed below conforms to all applicable Essenlial
Anforderungan der Riehtlinle 98/79/EG des Europdischen Requirements of Dirgative 98/70/E5C
Medical Devizas sng accordance wa
assessment procedurss of Annex .

Decfaration of Conformity |

on in vitro Diagnostic J
§ shown by conformity i
!

Produktname (deutsch):

PT-Muiti Caiibratar

Product name (Englsh): _
AT-Multi Calibrator

Produkt-Nr. ] P, t No. =
ToCUkt-Nr. | Praduct No. (REF)

L : OPAT

Packungsgrﬁﬂe}n! [ Package Size(s) (REF):

GPAT 03

IVD-Kotegorie | VD Ca tegory:

Sonstige | Cthers

dersteller | Manufacturer:

¢
|
1]

- Siemens Heallhcare Diagnostics Producls Gmup

Adresse {Innerhalb Deutschiand}:

Address (internationsi):

Slemens Haalthcare Diagnosiics Products GmbH
Emil-von-Behring-Str. 75
35041 Marburg

-

Sismens Healthéars Dlagnostics Produzls GrabH

Emil-von-B
35041

s Bestétiguna | Autherization:

ehring-Str, 76
Marburg

Germany

Direclor Quaiilyfﬁeguiaiary

) AL

Unterschrift/ Slenaiure

Dr. Jérg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT) 7 Date [y YV V-0 e

F(onformhétserkiérung / Daclaration of Conformily {DoC)




g E E M E M g : ‘ Slemens Heaithcare Diagnostics

: Products GmbH
Konformitétserkiériung Declaration of Conformity

Wir erkidiren hlermit, dass die unten angegebenen |n-vifro- | We Fereby declars that the in vitro dizgnostic devices |
Diagnostike-Produkte mit den Gmndlagandbn | describad below conforma o aff applicable Essentiai :
Anforderungen dar Richtlinie 88/79/8G des Europaischen | Requirements of Directive 98/79/20 on In vitro Disgnosiic |
Pariaments und des Rates iiber In-vilro-Dizagnostika i

: . Madical Devices and accordance was shown b Y conformity |
{ Ubsreinslimmen und dia Anforderungen gemal Annex |i] assessment proceduras of Anngx . .
erflilt werden, ]

——— e

Produktnama deutsch): ] Product name (English):
Standard-Human-Plasmp ; | Stendard Human Plasma

]
Produkt-Nr. [ Product No, (REF):
b ORKL e ]
Packunqigrérse;nz} Packege Slze(s) {REF)
ORKL 13, CRKL 17, ORKL 21 ]
e ORKLT5, ORKLY —_—
YB-Kategorle 1 1D Category: ]
Seonstige i [ Otrers p i
|
Hersteilar / Manufacturer:
f - - ——
| Sizsmens Healthcara Dlagnesiics Products GmbH |
Adresse {innerhatb Deutsshland); Address (international): )
Siemens Heallhcare Dlagnostics Preducls GmeH Stemens Heslthcara Diagnoestics Products GmbH
Emil-ven-Behring-Str, 76 Emit-ven-Behring-Sir. 76 ) |
35041 Marburg : 35081 Marburg [
Garmany
-

Bestdtigung / Authorization:
Director QuaiilyIRegulalow

Wl

Uniterschiifl / Signatura 1
| i Dr. Withelm Schuy
Name /Name
2008-08-05

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

LP-00101 VL_DoC — Giltio ab: 2009-08-08 Seite [ Page: 1 von/ofq |
Vertrauliche mr’orme;ﬁonen von Slemens Healtheare Diagnostics /
Proprietary Information of Siemens Heaithcare Diagnostles
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EC Dedamm)n of Comform.izj/

Application of Coungil Directive:
98/79/EC ol 27 Ociober 1958 on In Vitro Diagnostic Medica Devices

Means of conformity:

The following producr is in conformity with Direstive 98/7%/EC based on the test resilis
using harmonised standards i accordance with Article S of the Directive,

Froduct identification:
Product: REACTION TUBE
Model: _Su-40

Manufacturer:
Name: SYSMEX CORPORATICON ‘

Address: 1-5-1 Wakinohama-i(ajgandori, Chuo-ku, Kobe 6510073

Country; Japan

Authorised representative: .

Neme: SYSMEX EUROPE GMBY
Address: Bornbarch 1, 22848 Nordersted!
Country: Germany

Authorised officer: / @?;—\

Iwéne Matsui

Position; President
Date:  /o7Tuy 774.,{/;:/\?,}/ iy A—
ok Place: _&MS‘TFM G%MV ol

C::._f = —— é{- i- "‘f‘

Tokuhiro Okdda &”

Position: _Viee President, Technojogy Contro}’\
Date: _“Jevtmber /&, 300 /
Place: Japan

Authorised officer: —
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