Formularul ofertei (F3.1)‘
Data depunerii ofertei: 27 ” decembrie 2019

Licitatia Nr.. 21016163

Invitatie la licitatia Nr.:
Alternativa Nr.:

Catre: IMSP Spitalul Clinic al Ministerului Sanatatii, Muncii si Protectiei Sociale

ICS Diamedix Impex SRL declari ci:

a) Au fost examinate si nu exista rezervéri fati de documentele de atribuire.

b) ICS Diamedix Impex SRL se angajeazd si furnizeze/presteze, in conformitate cu
documentele de atribuire si conditiile stipulate in specificatiile tehnice si pret, urmatoarele
bunuri gi/sau servicii; reagenti si consumabile de laborator.,

¢) Suma totald a ofertei fard TVA constituie:

221 086, 00 lei ( doua sute douazeci si unu mii optzeci si sase_lei 00 bani).

d) Suma totald a ofertei cu TVA constituie:
244 772, 88 lei ( soua sute patruzeci si patru mii sapte sute saptezeci si doi lei 88 bani).

e) Prezenta ofertd va rdmine valabild pentru perioada de timp specificata in FDA4.8.,

" incepind cu data-limitd pentru depunerea ofertei, in conformitate cu FDAS.2., va rimine
obligatorie si va putea fi acceptatd in orice moment pina la expirarea acestei perioade;

f) In cazul acceptarii prezentei oferte, ICS Diamedix Impex SRL se angajeaza si obtind o
Garantie de bund executie In conformitate cu FDA7, pentru executarea corespunzitoare a
contractului de achizifie publica.

g) Nu sintem in nici un conflict de interese, in conformitate cu punctul IPO5.4.

h) Compania semnatard, afiliatii sau sucursalele sale, inclusiv fiecare partener sau
subcontractor ce fac parte din contract, nu au fost declarate neeligibile in baza prevederilor
legislatiei In vigoare sau a regul ,@ﬂ%@lgrﬂcu incidentd In domeniul achizitiilor publice, in

Semnat; [ eI N L §§

Nume: Turcanu Dorel

in calitate de: Reprezentant vanzari
Ofertantul: LC.S. ” Diamedix Impex” S.R.L.

Adresa: _mun. Chisinau, str. 31 august 1989 108/2
Data: “ 24" decembrie 2019

Digitally signed by Marinescu Traian Alin g
Date: 2019.12.27 09:28:37 EET A M
Reason: MoldSign Signature AN
Location: Moldova @




Specificatii de pret (F4.2)
[Acest tabel va fi completat de cdtre ofertant in coloanele 5,6,7,8, iar de citre autoritatea coniractantd — in coloanele 1,2,3,4,9]

Numarul licitatiei: 21016163

Data: "27" decembrie 2019

Alternativa nr.:

Denumirea licitatiei: Reagenti, calibratori si material de control
pentru coagulometrul CA-500, Sysmex, Japonia

Pagina: _din

Pret unitar fara

Pret unitar cu

Termenul de

Cod CPV | Denumirea bunurilor si/sau a servieiilor UM Cantitatea TVA TVA Suma fara TVA | Sumacu TVA livrare/prestare
1 2 3 4 6 7 8 9
Bunuri/Servicii:
Reagenti,calibratori si material de control
Lot1 pentru cuagulometrul CA-500, Sysmex,
Japonia
33696500-0]Standard Human Plasma ml 20 250,00 270,00 5000,00 5400,00 La solicitarea
33696500-0|Norma! Control Control plasma N ml 100 155,00 167,40 15500,00 16740,00 La solicitarea
33696500-0|Pathological control Control plasma P mi 100 155,00 167,40 15500,00 16740,00 La solicitarea
33696500-0{PT Multicalibrator mil 12 403,00 435,24 4836,00 5222,88 La solicitarea
33696500-0{ Tromborel S mi 2000 17,50 18,90 35000,00 37800,00 La solicitarea
33696500-0] Thrombin (100NIH) ml 1200 70,00 75,60 84000,00 90720,00 La solicitarea
33696500-0{Owren's Veronal Buffer ml 2500 4,50 4,86 11250,00 12150,00 La solicitarea
33696500-0/CA Clean 1 ml 5000 10,00 12,00 50000,00 60000,00 La solicitarea
Totallot 1 221086,00 244772,88




Cod CPV | Denumirea bunurilor si/sau a serviciilor UM Cantitatea Pret unitar fara| Pref unitar cu Suma fara TVA | Sumaca TVA ‘ﬁm_.agﬁ de
, TVA TVA livrare/prestare
1 2 3 4 6 7 8 9

Lot 2 Consumabile pentru cuagulometrul CA-

500, Sysmex, Japonia
33696500-0{Cuve (1.5ml) Bucata 16000 0,50 0,60 8000,00 9600,00
33696500-0{Cuve (4.0ml) Bucata 2000 0,30 0,36 600,00 720,00
33696500-0iCuve de reactie SU(40) Bucata 40000 0,70 0,84 28000,00 33600,00
33696500-0 Mwaw.m MENTENANTA pentru CA-5001a | 0 1 10 115,00 12138,00 | 10115,00 12138,00

i

33696500-0iCASH PIPETTE SSY(ac) Bucata 1 25 000,00 30 000,00 25000,00 30000,00

Total lot 2 71715,00 86058,00

Totallot 1si2 292801,00 330830,88

=~ .

Semnat: M BT A Numele, Prenumele: Dorel Turcanu In calitate de: Reprezentant vanzari TN
Ofertantul: 1.C.S. "D IAMEDIX IMPEX” S.R.L.  Adresa: mun. Chisinau, str. 31 august 1989 108/2




i S

Specificatii tehnice (F4.1)

[Acest tabel va fi completat de cditre ofertant in coloanele 3, 4, 3, 7, iar de cdtre autoritatea contractanti — in coloanele | , 2,6, 8]

numaril 616163 Data: ,,27" decembrie 2019 Alternativa nr.:
licitatiei:

U@.bE.E.Rm Reagenti,calibratori ‘mw material de control pentru cuagulometrul CA- Lot: 1.2 Pagina: 1 din 5
licitatiel: 500, Sysmex, Japonia -

Denumirea bunurilor . . Tarade |Produ- mvwn.wmomﬂmm »mviom %mr:u Specificarea tehnica deplina Standarde de
Cod CPV . ... Modelul articolului . . - solicitati de ciitre autoritatea ¢ < .
si/sau a serviciilor origine citorul - propusa de edtre ofertant referintd
contractanta
1 2 3 4 5 6 7 8
Bunuri/Servicii:
Reagenti,calibratori si
material de control
Lot1 pentru cuagulometrul
CA-500, Sysmex,
Japonia
Set de 10 {1 calibratori liofilizati
pentru trasarea curbei de calibrare a
fibrinogenului, testelor speciale, si a
testelor de cagulare ce necesita
calibrare. Fiecare lot de reactiv este
33696500-0 Standard Human Plasma  [Standard Human Plasma |Germania mwmamnm Cerinte generale,amb.10 x 1.ml msotit de un tabel de <m.~.oz peniru
Healthineers = ’ ’ toate testele, pe categorii de P
instrumente. Impachetare: 10 %RMMW
Compozitie: Plasma umana w.%mﬁmmmm
si diluata si stabilizata cu Mmmm,.p W
Stabilitate si stocare: 4 sap
-18°C




Cod CPV

Denumirea bunurilor
si/sau a serviciilor

Modelul articolului

Tara de
origine

Produ-
catorul

Specificarea tehnici deplina
solicitatad de ciitre autoritatea
contractantd

Specificarea tehnic3 deplind
propusa de catre ofertant

Standarde de
referintd

33696500-0

Normal Control Control
plasma N

Normal Control Control
plasma N

Germania

Siemens
Healthineers

Cerinte generale,amb.10 x 1,ml

Plasma umana liofilizata de la dornori
sanatosi cu valori in intervalul de
referinta normal, stabilitate — dupa
reconstituire - 30 zile la -20°C.
Impachetare 10x1 mL

33696500-0

Pathological control
Control plasma P

Pathological control
Control plasma P

Germania

Siemens
Healthineers

Cerinte generale,amb. 10 x 1,ml

Plasma umana liofilizata de la domori
sanatosi cu valori in intervalul de
referinta patologic, stabilitate — dupa
reconstituire - 30 zile la -20°C.
Impachetare 10x1 mL

33696500-0

PT Multicalibrator

PT Multicalibrator

Germania

Siemens
Healthineers

Cerinte generale,amb 6 x 1m]

Set de 6 calibratori liofilizati pentru
trasarea curbei de calibrare pentru
activitatea protrombinica {AP) si raportul
international normalizat (INR). Permite
determinarea automata a valorii Sl a
instrumentului folosit si a valorii plasmei
cu activitate protrombinica de 100%.
Compozitie: Plasma umana lofilizata si
stabilizata cu tampon. Stabilitate si
stocare: min 4 saptamanila €-18°C, 6
flacoane x 1 mL




Cod CPV

Denumirea bunurilor
si/sau a serviciilor

Modelul articolului

Tara de
origine

Produ-
citorul

Specificarea tehnica deplina
solicitatd de citre autoritatea
contractanti

Specificarea tehnici deplini
propusd de catre ofertant

Standarde de
referintd

336965000

Tromborel S

Tromborel S

Germania

Siemens
Healthineers

Cerinte generale, amb. 10 x 4ml

Reactiv liofilizat de tromboplastina extras
din placenta umana pentru determinarea
timpului de protrombina (PT) conform
metodei Quick, dar si determinarea
activitatii factorilor de coagulare ai cai
extrinseci de coagulare (i1, V, VHi, X}
atunci cand este folosit impreuna cu
plasma deficitara de factor. Permite
determinarea concomitenta a
parametrilor derivati din PT: raportul
protrombinic (PR}, activitatea
protrombinica (PA} si raportul
international normalizat (INR). Fiecare lot
de reactiv trebuie s3 fie insotit de un
tabel de valori pentru IS pe categorii de
instrumente automate.Reactiv sub forma
liofilizata cu impachetare originala de la
producator 10 x 10 ml; Compozitie:
Tromboplastina din placenta umana
liofilizata, Clorura de calciu. Stabilitate si
stocare:min 5 zile la 2 - 8°C {dupa
reconstituire

33696500-0

Thrombin (100NIH)

Thrombin (100NIH)

Germania

Siemens
Healthineers

Cerinte generale, amb.10 x 1ml

Reactiv liofilizat pentru determinarea
fibrinogenului in plasma umana citrata
conform metodei Clauss.

Fiecare lot de reactiv va fj insotit de un
tabel de valori pentru curba de calibrare
pentru fibrinogen, pe categorii de
instrumente automate.

Prezentare:

Reactiv sub forma liofilizata cu
impachetare 10 x 1mi;

Compozitie:

-Reactiv-extras de Trombina bovina
liofilizata (100UI/ml),

-Solutli tampon;

-Stabilizatori {albumina serica bovina);
Stabilitate si stocare: Min 5 zile la 2 - 8°C
{dupa reconstituire)




Specificarea tehnicd deplina

pentru CA-500 la 12 luni

funi pu Sysmex CA-500

Healthineers

calitate,

moﬁ%mﬁoﬁgg pe @odommw%

%
&7 e

cu omnmﬁmm de SwQER de wm
producator {anexa)

wu..
%

‘ Denumirea bunurilor . . arade [Produ- Specificarea tehnici deplind Standarde de
Cod CPV ] , L. Medelul articolului T . . . solicitati de cétre autoritatea p - - P .
si/sau a serviciilor origine  |cdtorul . propusi de catre ofertant referinta
contractanta
Reactiv suplimentar pentru determinarea
testului de fibrinogen. Impachetare: 10
Sie . Flacoane x 15 mL. Compozitie: sodium
33696500-0 Owren's Veronal Buffer  |Owren's Veronal Buffer Germania _ anm Cerinte generale,amb 10 x 15ml L ‘u
Healthineers barbital si sodium chloride, pH 7.35.
Stabilitate si stocare: 8 saptamanila 2-
8°C
Solutie de spalare pentru analizoarele
complet automate necesar spalarii si
. deproteinzarii acelor de
emens . . g . .
33696500-0 CA Clean 1 CAClean I Germania I~ J_um: Cerinte generale, amb. 50 ml pipetare.Compozitie: hipoclorit de sodiu
ealthineers 1.0%. Impachetare 1 f1 x 50 mi.
Stabilitate: pana la data inscriptionata pe
ambalaj. Stocare: 2-8 °C
Lot2 Consumabile pentru
cuagulometrul CA-500,
Sysmex, Japonia
Cuve conice la cuagulometru
33696500-0 BS 000 Italia Biosigma automat Sysmex CA-500,1.5ml Cuve conice pentru cuagulometru
Cuve (1.5 ml) automat Sysmex CA 560, 1.5 m]
Cuve conice la cuagulometru
33696500-0 Cuve (4 ml) BS031 italia Biosigma automat Sysmex CA-560, tip inchis |Cuve conice pentru cuagulometru
4.0ml automat Sysmex CA 560, tip inchis, 4m|
Cuve de reactie SU(40) la Cuve de reactie SU(40) pentru
33696500-0 Cuve BSAS5258 jtalia Biosigma cuagulometru automat Sysmex 560, cuagulometru automat Sysmex 560, tip
tip inchis. inchis
Kit trebuie sa contina CATCH HOLD
PLATE DM1358 ,CLEAN FILTER ASSY,
Oxﬁaﬂ.m WOX..EE.S mEéNO&.m sa dispuna Kitul contine: CATCH BOX;
de ingineri calificati certificati de )
producatorul echipamentului pentru CATCH HOLD PLATE U?:w 58; )
deservirea gratuita a echipamentului in CLEANFILTER ASSY, in mgvmwﬁ
cauza, pe pericada de 12 luni din momentul Olmmdmw de la producator. Oferta -
) KIT DE MENTENANTA {KIT MENTEN NT 2 . milocurrii kit-ului precum si participarea lor include si deservirea tehnica a 25
33696500-0 ) ANTA T Germania Siemens la reprogramari, calibrari, controale de At




Denumirea bunurilor o . . Tara de - {Produ- mmwn.~mnm:mm Hmvinm.mam::m Specificarea tehnici deplina Standarde de
Cod CPV . . Modelul articolului .. N solicitati de ciitre autoritatea - - s
si/sau a serviciilor origine  |cdtorul y propusa de catre ofertant referintd
contractanta
Piesa sa fie in ambalaj original de la
i .Firma furni iesa i balaj original de 1
33696500-0 CASH PIPETTE $SY(ac) |CASH PIPETTE SSY(ac) |Germania | c <" producator.Firma fumizoare sa |Piesa in ambalaj original dela
Healthineers |dispuna de ingineri calificati, producator. Oferta include si serviciul
certificati de producatorul de mlocuire a acesteia. Dispunem
echipamentului pentru inlocuirea  |ingineri calificati cu certificat de
gratuita a piesei. instruire de la producator (anexa)
Semnat: Numele, Prenumele: Dorel Turcanu In calitate de: Reprezentant vanzari

Ofertantul: 1.C.S. "D IAMEDIX IMPEX” S.R.L.

Adresa: mun. Chisinau, str. 31 august 1989 108/2




Konformitéatserkldrung

Declaration of Conformity

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 88/79/EG des Européischen
Parlaments und des Rates iber In-vitro-Diagnostika
{ibereinstimmen und die Anforderungen gemafi Annex Il
erfillt werden,

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Dirsotive B8/79/EC on in vitro Diagnostic
Medical Devices and accordance was shiown by conformity
assessment procedures of Annex Hl.

Produktname {deutsch): Product name (English):
’ PT-Multi Calibrator PT-Multi Calibrator I
Produkt-Nr. | Product No. (REF}:
OPAT |
Packungsgréfe(n) / Package Size(s) (REF):
OPAT 03 |
IVD-Kategorie / IVD Category:
| Sonstige [ Cthers |

Hersteller | Manufacturer:

! Siemens Hoalthcare Diagnostics Products GmbH ]

Adresse (innerhalb Deutschiand):

Address {international):

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

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

Bestatigung / Autharization:

Director Quality/Regulatory

)

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

| Konformitétserklérung / Declaration of Conformity (DoC)

Seite / Page: 1 von /of 1]




Konformitédtserkldrung

Declaration of Conformity

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkie mit den Grundlegendan
Anforderungen der Richtlinie 98/79/EG des Furopéischen
Parlaments und des Rates {ber In-vitro-Diagnostika
tibereinstimmen und die Anforderungen gemaR Annex Il
erflllt 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 vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex il

Produktname (deutsch);

Product name (English):

f Dade Thrombin Reagenz

Dade Thrombin Reagent l

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

B4233-25, -27 |
Packungsgréfie(n) / Package Size(s) (REF):
B4233-25, -27 J
IVD-Kategorie / IVD Category:
| Sonstige | Others |

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH ]

Adresse (innerhalb Deutschland):

Address (infernational):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 78
358041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Sir. 76
38041 Marburg
Germany

Bestétigung / Authorization:

Director Quality/Regulatory

O

- A=

Unterschrift / Signature

Dr. Jorg Ambomn

Name /Name

2008-08-03

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

[ Konformitétserkldrung / Declaration of Conformity (DoC)

Seite / Page: 1von/ of 1]




Konformitéatserklédrung

Declaration of Conformity

Wir erkléren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rales {iber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemal Annex il
erfillt werden.

We hereby declare that the in vitro diagnosiic devices
described below conforms to all appficable Fssential
Requirements of Directive 88/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex H].

Produktname (deutsch)

Product name (English):

[ Dade Owren's Veronal-Puffer

Dade Owren’s Yeronal Buffer ]

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

B4234-25 |
Packungsgréfie(n) / Package Size(s) (REF):
B4234-25 |
IVD-Kategorle / IVD Category:
| Sonstige | Others |

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH ]

Adresse (innerhalb Deutschland):

Address (international):

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

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

Bestétigung ! Authorization:

Director Quality/Regulatory

.

S

Unterschrifl / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

] Konformitatserklérung / Declaration of Conformity (DoC)




SIEMENS

Konformitatserkldarung

Siemens Healthcare Dlagnostics
Products GmbH

Declaration of Conformity

Wir erkidren hiermit, dass die unten angegebenen in-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richilinie 98/78/EG des Européischen
Parlaments und des Rates Uber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen geméfl Annex Il
erfullt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms fo 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 Iil.

Produktname (deutsch}:

Product name (English):

[ Standard-Human-Plasma

| Standard Human Plasma

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

ORKL

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

{ ORKL 13, ORKL 17, ORKL 21

IVD-Kategorie / IVD Category:

| Sonstige

| Others

Hersteller / Manufacturer:

Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhaib Deutschland):

Address (intemational).

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

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

Bestitigung / Authorization:

Director Quality/Regulatory

e

Unterschrift / Signafure

Dr. Joérg Amborn

Name /Name

2011-04-05

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

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

Seite / Page: 1 von/of 1




Konformitatserkléarung

Declaration of Conformity

Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates Uber Inwitro-Diagnostika
(bereinstimmen und die Anforderungen gemal Annex |l
erflilit werden,

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

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 88/79/EC on in vitro Diagnostic
Meadical Devices and accordance was shown by conformity
assessment procedures of Annex Hl.

Produktname {deutsch)

Product name {(English):

! Kontroli-Plasma P

Control Plasma P I

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

ouPZ }
Packungsgrille(n) / Package Size(s} (REF):
ouPZ 17 ]
WD-Kategorie / {VD Category:
| Sonstige | Others ]

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH [

Adresse {Innerhalb Deuischland):

Address (international):

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

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

Bestitigung / Authorization:

Director Quality/Regqulatory

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-08-03

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

| Konformitétserklarung / Declaration of Conformity (DoC)

Seite / Page: 1 von [ of 1]




Konformitatserkldarung

Declaration of Conformity

Wir erkldren hiermit, dass dis unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 88/79/EG des Européischen
Parlaments und des Rates iiber In-vitro-Diagnostika
{ibereinstimmen und die Anforderungen gemafl Annex Il
erflilt 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 vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex 1.

Produktname (deutsch):

Product name (English):

! Kontroll-Plasma N

Controf Plasma N

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

ORKE
PackungsgroBe(n) / Package Size{s) (REF):
ORKE 41
IVD-Kategorie / IVD Category:
| Sonstige ['Others

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschiand):

Address (international):

Siemens Healthcare Diagnostics Products Gmb
Emil-von-Behring-8tr. 76
35041 Marburg

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

Bestitigung [ Authorization:

Director Quality/Regulatory

i

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

| Konformitétserklarung / Declaration of Conformity (DoC)

Seite / Page: 1 von/ of 1]




SYSMEX CORPORATION

Susmex

EC Declaration of Conformity

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

Means of conformity:
The following product is in conformity with Directive 98/79/EC based on the test results
using harmonised standards in accordance with Article 5 of the Directive.

Product identification:
Product name: CA CLEANI

Manufacturer:
Name: SYSMEX CORPORATION

Address: 1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073
Country: Japan

Authorised representative:
Name: SYSMEX EUROPE GMBH

Address: Bornbarch 1, 22848 Norderstedt
Country: Germany

Authorised officer: / /A\.%::—

Iwdne Matsui

Position: President
Date: 97 TANUARY 107
Place: po’?,DE']Z-S'TEpT /CTEMAA//‘/

This certificate was issued under sole responsibility of:

Authorised officer;.-———s:fiiv@c?’ﬁ:”

Tokuhiro Ol}!da
Position: _Vice President, Technology Control
Date: /}z,m/»mmg‘t”/v 7 , 20e /

Place: Japan




Konformitdtserkléarung

Declaration of Conformity

Wir erkiéren hiermit, dass die unten angegebenen [n-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlamenis und des Rates (ber In-vitro-Diagnostika
ibereinstimmen und die Anforderungen geméft Annex Hi
erflillt werden.

We hereby declare that the in viiro 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 conformity
assessment procedures of Annex il

Produktname {(deutsch):

Product name (English):

I Thromborel 8

Thromborel S }

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

OUHP }

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

OUHP 28, OUHP 49 l

VD-Kategorie / IVD Category:

[ Sonstige

| Others ]

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH |

Adresse (Innerhalb Deutschland):

Address (international):

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

Stemens Healthcare Diagnostics Products GrrbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestatigung / Authorization:

Director Quality/Regulatory

).

£

Unterschrift / Signature

Dr. Jérg Amborn

Narmme /Name

2008-08-03

Datum [JJJJ-MN-TT]/ Date [VYYYMW-DD]

| Konformitétserklérung / Declaration of Conformity (DoC)
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		2019-12-27T09:28:37+0200
	Moldova
	MoldSign Signature




