SIEMERNS

Konformitétserkidrung

Declaration of Conformity

Wir erkidren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkle mit den Grundlegenden
Anforderungen der Richilinie 98/79/EG des Europaischen
Parlaments und des Rates tiber In-vitro-Diagnostika
libereinstimmen und die Anforderungen gemaR Annex 1]
erfllil werden.

We hereby declare that the in vitro diagnostic devices
described below conforms lo 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 U, )

Produkiname (deutsch):

Product name (En glish}:

Thrombore! 8

Thromborel S

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

! OUHP

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

QUMP 28, QUHP 49

VD-Kategorie / /VD Category:

[ Sonstiga

[ Others

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland);

Address (international):

Siemens Healtheare Disgnostics Products GmbH
Emil-von-Behring-Str. 78
35041 Marburg

Siemens Heaithcare Diagnostics Products GmbH
Emif-von-Behring-Str. 76
350471 Marburg
Garmany

Bestdtigung /| Authorization:

Director Quality/Regulatory

T,

AN

Unterschrift / Signature

Dr. Jérg Ambom

Name /IName

2008-09-03

Datum [JJII-MN-TT]/ Date [YVYV-MM-DD |

| Konformitétserkirung / Declaration of Conformity (DoG)

Seite / Page: 1 von [ of 1]

Digitally signed by Marinescu Traian alin g
Date: 2023.03.01 10:06:01 EET
Reason: MoldSign Signature
Location: Moldova




SIEMENS

Konformitatserklsry ng

Declaration of Conformity

Wir erkigren hiammit, dass die untsn angegebenen In-vitro- | We hersby deciara thet he in vilro diagnostic devicas i

Clagnosiika-Produkte mit den Grundlegendan described balow conk fi |

Anforderungen der Richtiinle 98/79/EG das Européischen Requiremsnis of Dirsctive 88/79/EC on in vitro Diagnostic j
| Perlaments und des Rates iber In-vltro-Diagnostika Medical Devices ang accordance wes shown Ly ubntormt!y !

Ubersinstimmen und dia Anforderungan gamapn Annex Il | assassment procedures of Annex i1, ‘ !
Lerflit werden.

Produktname (deutsch):

{ ) Product name (Engl!shg: . E:
Dade Aclin FS Reagenz zur Beslimmung der APTT | Dade Actin FS Aclivated PTT Reagant T

ol ]
Produkt-Nr. / Product No, {REF):
B4218-20, -100 1
Packungsgrﬁ&e!n) { Package Size(s) (REF):
——
B4218-20, -100 i
VD-Kategorja / /1D Category: _
{ Senstige | Others !
Hersteller | Manufacturer:
Slemens Healthcars Oiagnostics Products GmbH j

Adressa (innerhaib Deutschiznd):
I Siemers Healthcare Diagnostics Products GmbH

Address (Intsrnational)-

Siemens Healthcare Diagnostics Products GrmbH '

Emil-von-Behring-51r. 76 Emil-von-8ehring-Str, 76 |
35041 Marburg 36047 Marburg . |
Garmany : )

Bestatigung / Authorization;
Director Quality/Reguiatory

Ve AL

Unterschrift / Signature

Dr. Jérg Ambom
Name /Nama

2008-08-03
Datum [JJJJ-MM-TT]/ Dats [YYYY-MNM-DDJ:

AEPUBL

=

e

[Kenformitétserkiarung / Deciaraiion of Conformity (DoG)




SIEMENS

Konformitéatserklarung

Siemens Healthcare Diagnostics
Products GmbH

Deciaration of Conformity

Diagnostika-Produkie mil den Grundlegenden
Anferderungen der Richtlinie 98/79/EG des Europélschen
Perlaments und des Rates Ubor In-vitro-Diagnostika

tibersinstimmen und die Anforderungen gemal Annex [l
arflllt werden.

Wir erxidren hiermit, dass diz unlen angegebenen In-vitro-

Wa hereby declare that the in vilro diagnostic devices
described below conforms fo all applicable Essential
Requirements of Directive 98/79/EC on in vitre Diagnostic
Medical Davices and accordance was shown by conformity
assessment procadures of Annex Ifl.

Produktname (deutsch):

Product name {English):

{ Calciumchiorid-Lésung

| Calcium Chioride Solution

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

ORHO
PackungsaréRe(n) { Package Size(s) (RIZF):
ORHO 37
WD-Kategorle / /VD Category:
[Sonstige [ Others 1

Hersteller | Manufacturor:

Siemans Healthcare Diagnostics Products GmbM

Adressa (innerhalb Deutschland):

Address (international):

Slemens Heallhcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

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

Bestatiqung / Autherization:

Direclor Quality/Regulalory

d

AN

Unierschrift / Sinnature

Dr. Jérg Ambom

Name /Name

2008-11-05

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

[LP-00101 VL DoC - Guitig ab: 2009-06-08 Seite / Page: 1 von/of 1]
Vertrauliche Informationen von Siemens Healthcare Diagnostips /
Proprietary Information of Siemens Healthcare Diagnostics




SIEMERNS

Konformitéitserk!érung Decfaration of Conformity

Wi siaran iarm Gass die unten angegebenen T
Diagnostika-Produkis mit den Grundlagenden

_Anforderungsn der Richtlinie SO/TBIEG des Européischan
Parlaments und des Ratas Uber in—vHro—Dkagnostika

Ubereinstimmen ung dle Anforderungen geméal Annex [l
erfiiilt werdan,

-vitro-

We hereby daclare thar ihe In vitro diagnostic devices
described below canforms to alf applicable Essential

Reguirements of Direcilve 98/79/5C on invilro Ciagnostic

Medical Devicos ang accordance was shown b Y conformity
assessment proceduras of Annax Jj

Produkiname deutsch):
Dade Thrembin Reagenz

Product name (Enoﬁshg:

Dade Thrombin Reageni

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

84233-25, -7 "“‘"

e

PackungsgréRe(n [ Packagg Size(s {REF):
——___——_——~——-—________..
B4233-25, .27 !

ND-Kategoria 1 IvD Categcg:
i _—_*H*_“———M T
Sonstige Others ]

Herstellar / Manufacturer:

Slemens Heallhearg Diagnostics Produgts GmbH )
Adrasse {innerhall Deutschland): Address [in!aman‘onalg: B
Siemens Healthcare Dlagnostics Produets GmbH _j

i Siemens Healthcare Clagnoslics Products Gmbl
Emii-\:on-Eehring-Str. 78 Emf'!«vcn—Befirfng-S!r. 76 H
25041 Marburg l 28041 Marburg ]
GrmanE o8
Bestétigung / Authorization:
Dirsctor Quality/Requ /

-4

f.ﬁ

Or. Jérg Ambom '

} Name /Name -
e — n—‘__"_‘_ﬁ

2008-03-03
—_—

Mﬁm_@ﬁgﬁ@m_ng / Declaration of Conformil DoC Seite / Page: 1 von fof1]
T >&l®/ Page: 1 von[of




SIEMENS

Konformitétserk!érung Decfaration of Conformrfty

| Wir erd3ren hiermit, dass dis unten angegebenen In-vitro- | We hereby declare that the in vitro dlagnostic devices i
Otagnostika-Produkts mit den Grundiegenden described below conforms (o all applicable Essential i
Anfarderungen der Rightlinle 88/TS/EG des Europsischen Requirements of Directivg 98/79/EC an in vitre Disgnastic |

| Parlaments und des Rates Uber In-vitro-Diagnostika Medical Devices ang eccordance was shown by conformity 1

l Ghereinstimmen und die Anforderungen gemagn Annex il | agsessment procsdures of Annex Jif.

Lerilillt werden,

Produktname deutsch): Product name ;’Engn’fshL
Dade Cwran's Veronal-Pufier

I Dade Gwren's Veronal Buffer

!
I
|

|
—siiasd,
Produkt-Nr. / Product No. (REF):
B4234-25 ]
-
Packungsaréfie(n ! Package Size(s) (REF):
B4234-25 ; ,
IVD-Kategorla / /VD Catagons:
Sonslige Clhers T
Hersteller | Manufacturer:
—_—
Siemens Heallhoare Diagnostics Products GmbH i

Adresse (innerhalb Deulschland):
Siemens Healthcare Giagnosiies Products GmbH ‘

Address (inrema{.fonaig:
Siemens Healthcars Diagnoslics Products Gt

Emit-von-Behring-Str, 76

Emill-von-Befring-Str. 75
35041 Marburg 1 35047 Marburg
! | Germany
Bestétigung f Authorization:
'_ Direclor Quality/Requlatory
Unterschrifl / Slgnature
Dr. Jérg Amborn
Name /Name .
2008-08-03
Datum [JJJ-MM-TT] 7 Date YYYY-MM-DDJ-

= RE
7 T
ey




SIEMENS

Konfermitétserk!érung

—_—

Declaration of Conformity

7 3 T e e - - — > e . . ey
Wir erkidren hlermit, dass die unten angegebenen |n-vilro- | Wa hereby daclare that 1he in vitro diagnosic devices i
Dlzgnostika-Produkle mit den Grundlegendan

asscribed balow conforms to aff 8ppllesble Essenijor . |
Anforderungen der Richtlinie 98/79/EG dos Europaischen Requiremsnis ¢f Diractive S87YEC on in vitrg Diagnostic
Parlaments und des Rales Uber In-vitro-Diagnoslika

Medicel Devices ang &ccordance was shown by conformity
Uberolnstimmen und dle Anforderungen geman Annex ] Sssessment procedures of Annex fii. '
arfillt werden,

Produktname {deutsch): ) Product name (En lish): '
Mmoo = T = oy S ——
| INNOVANCE D-Dimer | INNOVANCE D-Dirmar j
Produkt-Nr. ! Broduct No. (REF): -
QPBR
Packungsgréﬂe[ng ! Package Size(s) REF):
i

———
i OP2P 03, OPRP 07
WD-Kategorie / fvD Category:

Sonsligs Qfirers . ]
ivonslige ——— T

Herstaller / Manufacturer:

Slemens Healthearg Diagnostics Products GmbH ' ’

Adresse ginnarha_lb Deulschland); Address {nternetional):
Stemens Healthcare Diagnostics Products GmbH

Siemens Heclthcere Diagnostics Producis Groiy N

Emil-von-Behring-SLr. 76 Emil-von-Behring-Str, 76 i

| 35041 Marburg 35047 Merburg . {
| Germany |

Bestitigun ! Authorization:
| Diractor Quallty/Requlatory

Unterschrifl / Signature

Name /Name

Or. J6rg Amborn _!
]

2008-09-03
Dalum JIJJ-MM-TT]/ Date [YYYY-MM-DDJ:

@nformitétserkiérung { Declaralion of Conformity (DoC)

Seite / Page: 1 von/ of 1




SIEMENS

Konformitétserk!éirung

Declaration of Conformity

i Wir erkisiran hiernit, dass dia unten angegebenan In-vilro-
Diagnostika-Produltte mit den Grundlegenden
Anferderungen der Richilinte 38/79/EG des Européischan
Parlaments und des Rates Ubar In-vitro-Diagnostiks

Uberginstimmen und die Anforderungen gemal Annex Il
erfillt werden,

Wa hereby dociare that the In vitro diagnosiic devides
described below conforms to aif applicable Essentia ..
Regulrements of Direstive 98/7TY/EC on in vitra Diagrostic
Madicel Devices and accordance was shown by conformiiy
&ssessmeni procedurss of Annex I}

Proguktname {deutsch):

Product name {Engh‘shg:

@\EOVANCE D-Clmer Conlrals

l INNOVANCE D-Dimar Conlrols

- ! =) .
’_Produk.t Nr. ! Produet No. (REF):

e

OPDY “_]

[_Packungsgrﬁﬁegn! { Package Size{s) {REF):
et s s
|
OPDY 03 .
IVB-Kategorie | JVD Category: -
Sonstige | Others N i

Hersteller | Manufacturar:

b Slemens Heallhcare Diagnostics Products GrmbH T

Adresse (innarhalh Deulschland):

Address (international):

Siemans Mealthcare Dlagnosting Products GmbH
Emil-von-Behring-Str, 76
35041 Marburg

Siemerns Healthcare Diagnostics Products GirabH
Emil-von-Bshring-3ir. 76 :
E 35041 Marburg
| Germeny

(.

Bestitigung / Authorization:

Direclor Quailty/Regulatory

7=

Unterschrifl / Signaiure

Dr. Jérg Ambern

Nams INama

2008-08-03

Datum WJ-MM-TT1/ Date YYYY-MM-DDJ:

Seite / Page: 1 von iof 1]




R, S ke ; PIRTE fapen

EC Declaration of CO?@fO?ﬂ@if}/

Application of Counci| Directive:

98/79/EC of 27 October 19

Means of conformity:
The following product is

using harmonised

Product identification:
Product name:

Manufacturer:
Name:
Address:

in conformity with Directive 9B/79/EC based on the test
 standards in accordancs. with Article S of the Directive,

98 on in Viiro Diagnostic Medical Devices

resulls

CA CLEAN ]

SYSMEX CORPORATION

1-3-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0072°
—-—...._,——-..___ __"m—_“-‘“—.—_..*«_‘_%__

Country: Jepan

Authorised representative:

Name:
Address:
Country:

Authorised officer:
Position:

Date:
Place;

SYSMEX EUROPE GMBH
Bombareh 1, 22848 Norderstedt
Germany
[ e ]

twdne Matsuj
President

2?1y TAA/UA’;L% 1007

P ym&cggz C—rﬂhAW

This certificate was issued under sole responSIbJIi’fy of;

ya

i

Authorised officer:

Position:
Date:
Place;

1
Tokuhirg O’.}A’da

Vice Prem’dém, Technology Cuntrol
‘/}m/‘&ln/é"‘f/‘u 2 , = 0_/
Japan




Sysmex e

Pdnim oty T it Shugi, iene EBEDITE tange
FPhonn  c g
Tagstaii, © n

EC Declaration of Confarmzzy

Application of Council Directive;

98/79/EC of 27 October 1998 on In Vitro Diaenostic Medical Devices
M\L‘_ﬁ_q____ﬂ__

Means of conformity:

The [ollowing produet is in conformity with Directive 98/79/EC based an the test u.suhs
using harmonised standards | in accorda'u,e with Article 5 of the Directjve,

Product identification:
Product name: ca CLEAN II

Manufacturer:

Name: SYSMEX CORPORATION

Address: [-5.1 Wakinohama—Kaiqandori, Chuo-ku, Kobe 651-0073
Country: Japan

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

Authorised officer:

Iwane Matsui
Position: President
Date: 9 7H TAUWW-’?’ Lonl—
Place: pog@ STELT @—WA%?V

This certificate was issued under sole responsablhty of:

e

Authorised officer: =

Tokuhiro Okyz’(
Position: Vice Presidedt Technology Contro)

Date: _ Juciremifien V. e/
Place: Japun




SIEMENS

; Konformitétserklérung Declaration of Conformity

Wir erldren hiermit, dass die unten angsgebenen In-vilro- | We hereby declare [hat the In vitre diagnosiic dav.’ceé
Diagnostika-Produkle mit den Grurdlegenden

described belaw conforms fo all applicable Essentia)
Anforderungan der Richtlinle 98/79/EG des Européischen Raguiraments of Diractive 98/79/5C on in wil
Parlamants und des Rales Gber in-vitro-Dlagnostika

tro Diagnostic
Medical Devizes eng accordanca was shown by conformity {
Uberelnstimmen und die Anforderungen geman Annex il assessmien! procedures of Annex i,
erfGil werden, i

el e |
Produktname {deutsch): : Product nare (Engﬂsh]:
FT-Mullj Calibrator | PT-Mulli CaiiGrator )
Produkt-Nr. | Pradust No, (REF): )
—— —_—
: OPAT
S :

Packungsgréfe(n) | Package Size(s) (REF); -
OPAT 03 :

st
WD-Ketegerie | fD Caregcg:
[Sonstige

[ Others

: Hersteller | Manufacturer:

L Slemens Heallhcare Diagnoslics Produgls GmbH .
Adresse {Innerhalb Dautsehland): Address (infernationei); ]
Slemens Heallhcarp. Diagnostics Produéts GmbH Siemens Healthcare Diagnosiics Produets GrabH |
Emikvon-Behring-Sir. 75 Emil-von-Betfiring-Str, 75 : |
35041 Marburg ' 35047 Marburg
Germany _
. Bestdtigung | Authorization:

Oiraclor Qual!ty!Reguiamry

Unterschrift/ Slenaiure 5

Dr. J&rg Ambomn

Name /Name ]
2008-09-03
[ Datum [JJJJ-MM-TT] 7 Date [YYYY-MM-DD]: e |

Kon‘.‘ormhétserk{érung / Declaration of Conformity (DoC) - Seite / Page: 1 vorl_ff_o{l}




ﬁﬁ E M E M 5 : : Siemens Healtheare Diagnostics

_ Products GmbH
Konformitétserkiérung Declaration of Conformity .

N I _'_-__v_'-‘_"‘— ‘ ) - — - . .
Wir erkigren hiermit, dass die unien engegebenen |n-vitro- | We harsby deciare thal (he in vitro diagnaslic devices
Diagnostika-Produkte mit den Grunglagendan | described balow conforms to all applicable Essanijz] J
l Anforderungen dor Richtlinie 98/79/EG des Européischen J Requirements of Directive 98/79/EC on in vitro Diegnosiie |
! i i Madical Davices and accorda i I
|
—_— )

nce was shown by conformit y
Produktnama {deutsch): i Produet naine (English):
Standard-Human-Plasma y | Stendsrd Human Plasma

| assessment proceduras of Annex li].
erfilt werden,

: ]
i e
Predukt-Nr. | Product No. (REF):
i ORKL ]
_— S
Packungsgrébe(n) / Packege Slze(s) (REF)
| ORKL 13, ORKL 17, ORKL 21 !
By, : e s s
VD-Kategoris { (VD Category: i ]
Sonstige i | Others . ]
- —_—
Hersteller | Manufecturer: i
Bt ! —
| Sismeng Healihcarg Dlegnostics Products Gmbk i

Adresse (innerhath Obvulschland):
Siemens Heallhcare Diagnostics Producls GmbM Siemeans Hasltheare Diagnostics Producis Gmbh J
Emil-ven-Behring-Str, 76 Emit-von-Bekring-Str, 76
35041 Marburg : 35041 Marburg ’

Address (internationa!):

Garrnany

Bestiitlgung / Authorization:
Director Qualily/Regulalory

A

Unterschifl / Signafura

l

Dr. Withelm Schuy
Name /Name

-

2008-08-05
Dalum [JJLJ-MM-TTT/ Date YYYY-MM-DDT:

t e
R e e

N g3+ o
54 Oy Ay

LP-00101 VL DoC — Goltia ab: 2009-08-08 Seite / Page: 1 von [ of 7|
Vertrauliche Informationen van Siemens Healtheare Diagnostics /
Proprietary Information of Siemans Healthcare Dizagnostles




SIEMENS

Konformitéitserklérung

Declaration of Conformity

A = 0 5 T - - "—‘_-*"'_‘“—*—_-‘_.*‘“—"‘-“
Wir erkldran hisrm i, dass dig unten angegebenan (n-vitre- | We heroby declare Ihal the In vilra dlagnostic davices
Diagnostika-Progukie mit den Grundiegendan described below conforms {o all enplicabla Essenijal
i Anforderungen der Richliinie S8/79/EG des Européischen

Requiremsnts of Dirsctive S&/7TS/EC on
| Parlaments und des Rates Gber Invitro-Diagnostika Madical Devices end accardancs was s
tberoinstimmen und die Anfarderungen geman Annexill | assessment procedures of Anneg jil.
je_rﬁ.’ulll werden,

—_—
Produktname (doutsch): Product name (English): -
| Kontroll-Plagma N Conlrol Piasma v

i vilro Diagnostic

]
!
i
i
hown by conformity ‘

f
Prad ukt-Nr. / Produet Nao, [’ﬁEF).‘
[

ORKE T T

Packungsgréfe n) [ Package Size(s) (REF):

ORKE 41 =
—
WD-Kategorle | VD Ca:egog:
Sonstige | Others ]
_Hersteller / Manufacturer:
Siemens Heallhcare Disgnostics Products GmbH B

Adresse (innerhalb Dgutschland): Address (intsrnstional): .
Siemens Healthcare Diagnoslics Producis Gk | Siemens Healthcara Diagnosiics Producis GrabH
Emilvon-Behring-Str. 78 i Emil-von-Bebring-Sir. 75
35041 Marburg ’

L

35041 Marburg
Germang

Bestiétigung | Authorization:
Birector Oualw’{yfﬁaqulaloy

) AL

Unterschnifl / Signafure

Dr. Jérg Amborn

Marme /Name

2008-08-03
Catum [JJJMMTT]] Date [YYYY-MM-DDJ: o PR

by

; &
"o'.-f..,.,,_ g ?UV‘Q
A oy RS

)

Seita / Page: Tvonlof 1]




SIEMENS

Konformititserkisry ng

Declaration of Conformity

| Wir erkléren hiermit, dass gie unten angegabensn In-vitra- We hereby declars thal the in vilro diagnosilc devices
 Dizgnostika-Produkte mit den Grundlegenden daserlbed belovs conforms fo all applicable Essentlar
Anforderungen der Richtiinle 88/79/E3 des Europiischen

Requirements of Directive SE/79/EC on in vilro Disgncsiic
Pariaments und des Rates Uber ln-v‘\tro-D{agnoslika Madic wn by conformity

Ubereinstimmen und die Anforderungen gemil Annox |l
Lerftiit werden.

al Devicaes and accortsnce was sho
assessment procedures of Annex .

s o)
Produkiname (deutsch): Product name (Englist):
Kontroll-Plasma P ‘[ Control Plzsma P :
Produlct-Nr. / Product Ne, (REF):
QUPZ . F
Packungsgréfe(n) / Package Size(s) (REF): :
ourZ 17 '

VD-Kategorie | VD Category: NN
Sonstigs m

Hersteller Manufacturer:

Siemens Mealtheare Diagnostics Froducts GmbH )

Adresse linnarhalk Deutschiand):

Address finternational)- . ———
Stemens Healihcare Diagnostics Products CmbH Slemens Healthcere Diagnostics Prodiscts GmbH $
Emil-ven-Bshring-Sir. 76 l

Emil-von-Behring-Str. 76
35041 Marburg ‘

35041 Marburg ' i
Gormany

Bestéitigung / Authorization:
L Director Qus!fm’Reau!alow ]

7). A

Unlerschift / Signature

Dr. Jérg Amborn

Nama /Name

2008-08-03
Datum [JJJJ-MM-TT]/ Dala (YYYY-MI-DDJ;

fe#

REPUG;
rea onieg S

o
= -

L@wformitétserkférung / Reclaration of Conformity (DoC)

Selte / Page: 1 voni o 1 ]
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SIEMENS '

Kon-formitétse:z'klérung
—_—

———

———

1
]
}

Declaration of Conformity.

Wir eriidren Nermill, dass g unlan engegebenen In-vitrg-
| Diagnostlita-Produkia mit den Grundleg

| We hershy declers that the in
' Anfarderungan der Richilinia 9B/70!

———
vilro diagnostic vov
anden | tascrfbad bolow conforms {6 &ll applicapig Essaniiat;
‘ Requiremenis of Diroctive 9879/EC on in vitry Clagnostic
{ Parlaments und des Rates Uber

In-vltro-Diagnosting Madical Devices ang accordancs wag shown by conformiy |
Cberainstimmen und dis Anforderungan gemin Annex Il | essessmen! procedures of Annox (i), i |
arfi‘:illwai't_:‘_aﬂp_.__

G dos Evrapaisclan

e e ]
Produktnams (Yeutgeh): Product nama (Englisk):

S e e —————— R u _“'*“——-—.._—-w—-—-a-»———-v:
Dade Cl-Trol 2 o ] Dado Ci-Tral2 . ——— T
Pfoduk*-fi&imwﬂ&____m.___ ..... —_—

ﬂ____~._,___.,——-___,.ﬁj_ﬂl_._.__.,_.__,__._w EERSR. N,

rfacﬁ(un;'g‘gﬂb'_@_e’n}.’ Package Size(s) (REF): . . o -

!—-—.._a—_———-—-_....__ 281071 .

_[\_{l_);Katugu_ijg ! VD Category: .

Sonstign

——

iy ot T

Horsteller | Menufacturer:

{ Sternens Healihcare Diagnostics Produ:{s—(-‘:mbl-{
e —e—— . Slemens Heg —le— g IR TTO0VGS GmbH

Adresse (Inperhalb Daulschland):
- _LEMab Ugulschland)

i Addrass (Mlomefiona): ]

| Siemens Hegihcare Diagnostics Prodiels Gmpn Slemons Heallhcore Dingnostics Produgis GmkH -
| Emil-von-Behring-Str. 76 Emil-von-Bohring-Si. 75 v
| 35041 Marburg 35041 Marburg
L.___.___,%—__,_“.. e __Gormmany

e BESMALGUNG | Authorizotion;

—————__Dlredior ualiyRequlaory
1

2 S

= ~una il

|
. R |
- Untersehriit/ Signalors

e Wnlerschidit/

Dr. J&rg Amborm !

I—— Mamelieme o
2008-09-03 | :
e Palum TITNM-TT] Dale [YYYY-MMDDL ;

o3 ma
=
o
it

S
R
E4r L4
L e TG
> T ohEs|
iy
L oA

=k REPU)

'

Y
e

ng(ﬂ_ﬁﬂ@gérklémng_{‘[._d_gc_]aralton of Conformily (DG} =
Y

itilly signed by Marineseu Traian Alin
20191 1.04 08:57:48
oz MoldSign Signaruce
tion: Maldava
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EC Declaration of Conformity

Application of Council Directive:
88/79/EC 0f 27 Ociober 1998 on In Vitro Diagnostic

Medicaj Deviees

Means of conformity:

The following product is in conformity with Direct

ive 98/79/EC based on the test resilis
_using harmonised standards in accordance with Ar

ticle S of the Dirccrive,

T —

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

Manufacturer:

Name: SYSMEX CORPORATION

Address: 1-5-1 Wa.icinchama—}{a.igandori, Chuo-ku, Kobe 651-0073
Country: Japan

Authorised representative: ;

Name: SYSMEX EUROPE GMBH
Address: Bornbarch 1, 22848 Nordersted
Country: Gefmany

Authorised officer: Z,- @ :”1—:

Iwine Matsui

Position: _President
Date: _ﬁé TH 7’,4.,:;/:;,:&7,?/ _toe p 2S—
Place: NSpt2 STEPT G—%M/V _

This certificate was issued uhder sole responsibility of:
i d

Authorised oﬁicer:—r——%‘c—;%"‘“%"w—'—:“ i
Tokuhiro Okda e
: 475
Position: _Vice President, Technology Contl'o&??;\.j; ¢
Date:  “Mwrmber s, 200 /’% 2
Place: Japan
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