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Formularul ofertei (F3.1)
Data depunerii ofertei: 29 “ octombrie 2019
Licitatia Nr.: 21013462

Invitatie la licitatia Nr.:
Cétre: IMSP Centrul Republican de Diagnosticare Medicala.
ICS Diamedix Impex SRL declari ci:

a) Au fost examinate si nu exista rezerviri fati de documentele de atribuire.
b) ICS Diamedix Impex SRL se angajeaza si furnizeze/presteze, in conf

rmitate cu

documentele de atribuire si conditiile stipulate in specificatiile tehnice $i pret, irméatoarele

bunuri si/sau servicii: reagenti si consumabile de laborator.
¢) Suma totald a ofertei fird TVA constituie:

163 318.00 lei ( o suta saizeci si trei mii trei sute optesprezece lei 00 bani,.

d) Suma totala a ofertei cu TVA constituie:

176 686.44 lei (o suta zaptezeci si sase mii sase sute optzeci si sase lei 44 bani).

¢) Prezenta ofertd va ramine valabild pentru perioada de timp specificatd in FDA4.8.,

incepind cu data-limitd pentru depunerea ofertei, in conformitate cu FDAS.2.
obligatorie §i va putea fi acceptatd in orice moment pini la expirarea acestel peri
f) In cazul acceptirii prezentei oferte, ICS Diamedix Impex SRL se angajeazi

va ramine
oade;
sd obtina o

Garantie de buna executie In conformitate cu FDA7, pentru executarea corespunzitoare a

contractului de achizitie publica.
g) Nu sintem in nici un conflict de interese, in conformitate cu punctul IPO5.4.
h) Compania semnatard, afiliatii sau sucursalele sale, inclusiv ficcare pa
subcontractor ce fac parte din contract, nu au fost declarate neeli gibile in baza g

legislatiei in vigoare sau a regulamentelor cu inciden{d n domeniul achizitiilor
conformitate cu punctul IPOA.5.

Semnat; ‘%wfp

Nume: Dorel Turcanu

in calitate de: Reprezentant vanzari

Ofertantul: LC.S. ” Diamedix Impex” S.R.L.

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

Data: " 28 "octombrie 2019

rtener sau
revederilor
publice, in




Formular informativ despre ofertant (F3.3)

Data: “ 29 octombrie 2019

Licitaia Nr.: 21013462

A. Ofertanti individuali

Pagina 1 din 3

Informatii generale

1.
1.1. | Numele juridic al ofertantului ICS Diamedix Impex SRL
12 Adresa juridica a ofertantului in tara Chisinau, str. 31 august 1989 108/2
" | inregistrarii
1.3. | Statutul juridic al ofertantului
»  Proprietate Erivats
» Formd de organizare juridicd Societate cu raspundere limitata
o Altele
1.4, | Anul inregistrarii ofertantului 15.06.2012
1.5. | Statutul de afaceri al ofertantului
o Agent local/Distri buitor al Agent local/Distribuitor al producitorului striih
producdtorului strcin
o Intermediar
o Companie de antrepozit
o Altele
16 Informatia despre reprezentantul
" | autorizat al ofertantului
¢ Namaia Turcanu Dorel
o Locul de munca si functia ICS Diamedix Impex SRL , Reprezentant vanzari
§ ddresa Chisinau, str. 31 august 1989 108/2
s Tolafn Foas 022 994-901/ 022 994-902
« E-mail diamedix.mold@diamedix.%
1.7. | Numdrul de inregistrare pentru TVA 0208491




1.8,

Numdrul de identitate al ofertantului
pentru impozitul pe venit (pentru
ofertantii straini)

1.9,

Ofertantul va anexa copiile
urmatoarelor documente;

In conformitate cu FDA3.

Informatii de calificare

2l

Numérul de ani de experientd generali
a ofertantului in livrari de bunuri si 6 ani
servicii

2.2,

Numdrul de ani de experienti specifica
a ofertantului In livrarea/prestarea 6 ani
bunurilor si/sau serviciilor similare

2.3,

Valoarea monetari a livrarilor de

; . . . Nu se aplicd
bunuri/prestarea serviciilor similare

2.4,

Disponibilitate de resurse financiare

(bani lichizi sau capital circulant, sau
de resurse creditare, extras din cont Nu se aplicd
bancar etc.). Enumerati §i anexati
copiile documentelor justificative

2.5,

Detalii privind capacitatea de

. . lics
producere / echipamente disponibile Nu se aplicd

Informatii financiare

3.1.

Rapoarte financiare sau extrase din bilantul financiar, sau declaratii de profit / pierderi, s
auditorilor pentru ultimul an de activitate. Enumerafi mai jos $i anexati copii:

Situatiile financiare 2015

1u rapoartele

3.2

Denumirea, adresa, numerele de telefon, telex si fax ale bancilor care pot oferi caractet

ofertant in cazul contactirii de citre autoritatea contractanti

Denumirea: BC Mobiasbanca — Groupe Socite Generale SA, fil. Nr, 25..Stefan cel Mare

istici despre

Adresa: bd. Stefan cel Mare si Sfint 77, Chisinau

Telefon: +373 22 81 26 60

Fax: +373 22 81 26 58

33,

Informatie privind litigiile in care ofertantul este sau a fost implicat:

a) Orice proces pe parcursul ultimilor 3 ani:

Cauza litigiului Rezultatul sau sentintarisiésuma imi

i T
licata;

ey




b) Procese curente, pe parcursul anului fiscal curent:

Cauza litigiului Situafia curentd a procesului

Notd: Alte cerinte si detalii pot fi addugate de cdtre autoritatea contractantd, dupd caz

B. Partenerii individuali ai Asociatiei

Fiecare partener al Asociatiei va depune toati informatia solicitatd in formularul de mai sus, in

4.1, .
compartimentele 1-3,

4.1. | Anexati procura/fmputernicirea pentru fiecare semnatar autorizat al ofertei in numele Asqciatiei.

Anexati acordul semnat intre toti partenerii ai Asociatiei (care va purta caracter obligatorju in mod

41. |, . : .
juridic pentru toti partenerii).

Notd: Alte cerinte §i detalii pot fi addugate de cditre autoritatea contractantd, dupd caz

Nume: Turcanu Dorel

In calitate de: Repregentant vanzari
Ofertantul: 1.C.S. ” Diamedix Impex”

Adresa:_mun. Chisinau, str. 31 august

Data: “29” octombrie 2019




DECLARATIA PRIVIND CONDUITA ETICA SI NEIMPLICAREA iN

PRACTICI FRAUDULOASE SI DE CORUPERE (F3.4)

Data: 29.10.2019

Numdrul licitatiei: 21013462

Ciitre: IMSP AMT Buiucani

ICS Diamedix Impex SRL confirmai prin prezenta c;

1. Nici unul dintre angajatii, companionii, agentii, actionarii, cc

nsultantii,

partenerii nostri sau rudele sau asociafi ai lor nu este in relatii care ar fi putut

considerate ca un conflict de interese, conform prevederilor din docun
licitatie, punctul IPO4.
2. In cazul in care vom afla despre faptul unui conflict potential, v
imediat informatia respectivi citre autoritatea contractanta.
3. Nici unul dintre angajatii, companionii, agentii, actionarii, co

nentele de
m raporta

nsultantii,

partenerii nostri sau rudele sau asociatii ai lor nu a fost angajat in practici de

corupere, escrocherie, complotare, constringere sau alte practici anticoncu

rentiale in

procesul pregatirii ofertei din cadrul prezentei licitatii, conform prevederilor din

documentAele de licitatie, punctul IPOS.
4. In legiturd cu procedura respectivd de licitatie si cu orice con

[ract care,

eventual, ne va fi adjudecat ca rezultat al acesteia, nu au fost, nici nu vor fi efectuate
nici un fel de plati catre angajatii, companionii, agentii, actionarii, copsultantii,

partenerii nostri sau rudele lor, care sint implicati in achizitia
implementarea contractului si aprobarea platilor contractuale in numele
contractante. eS|

Semnat; }%7;‘1"

Nume: Turcanu Dorel & B
Functia in cadrul firmei: Regesentant vanziri

. W L W Y, . w0 %
Denumirea firmei si sigiliu: /CS“Diamedix Impex SRL

publica,
autoritatii




DECLARATIE _ i
privind situatia personali a operatorului economic (F3.5)

Operator economic,
L.C.S. ”Diamedix Impex” S.R.L.

Subsemnatul, Turcanu Dorel reprezentant imputernicit al LC.S. ”Diamedix Impex”
S.R.L., n calitate de ofertant/ofertant asociat declar pe propria raspundere, sub sanctiunca ex¢luderii
din procedura de achizifie public si sub sanctiunile aplicabile faptei de fals in acte publice, ¢4 nu ma
aflu in situafia prevdzutd la art. 18 din Legea privind achizitiile publice nr. 131 din 03.0.2015,
respectiv In ultimii 5 ani nu am fost condamnat prin hotarare definitiva a unei instante judecfitoresti
pentru participarea la activitati ale unei organizatii criminale, pentru corupfie, frauda si/seu spilare de
bani.

Subsemnatul declar ¢ informatiile furnizate sunt complete §i corecte in fiecare detaliu si|infcleg
cd autoritatea contractantd are dreptul de a solicita, in scopul verificrii si confirmarii declaratiilor,
orice documente doveditoare de care dispun.
Subsemnatul, Turcanu Dorel reprezentant imputernicit al 1.C.S. *Diamedix Impex” S.R.L,, in
calitate de ofertant/ofertant asociat, la procedura de Licitatie publica pentru atribuirea contractului de
achizifie publici avand ca obiect Achizitionarea reactivelor de laborator (adaugator), avand codul
CPV 33696500-0, 1a data de 29 actombrie , 2019 organizata de IMSP AMT Buiucani, declar pe
propria raspundere ci:

a) nu am intrat in faliment ca urmare a hotirarii Jjudecatoresti;

b) mi-am indeplinit obligatiile de plata a impozitelor, taxelor si contributiilor de asigurari
sociale;

¢) nu am fost condamnat, in ultimii 3 ani, prin hotérérea definitivd a unei instante judecatoresti,
pentru o faptd care a adus atingere eticii profesionale sau pentru comiterea unei greseli In materie
profesional;

d) toate informatiile si documentele prezentate pentru procedura de achizifie mentiondtd mai
sus sunt veridice si autentice;

€) nu suntem inclusi in Lista de interdictie a operatorilor economici.

Subsemnatul declar ¢ informatiile furnizate in scopul demonstrarii indeplinirii criteriilor de
calificare si selectie sunt complete si corecte in fiecare detaliu si inteleg ca autoritatea coniractanti are
dreptul de a solicita, in scopul verificarii si confirmirii declaratiilor, orice documente doveditoare de
care dispun.

Infeleg ca in cazul in care aceastd declaratie nu este conformi cu realitatea sunt pasibil de
incélcarea prevederilor legislafiei penale privind falsul in declaratii.

Data completrii: 28 octombrie, 201
Operator economic, /
LC.S. ”Diamedi.\:%{mpex’ IS

. i
Semnditura 0re

L5




DI visgnostia 1.C.5. DIAMEDIX IMPEX S.R.L.

www.diamedix.ro

Catre: IMSP AMT Buiucani

mun.Chiginau, str.I. L. Caragiale 2

Prin prezenta, ICS Diamedix SRL confirma ca, este distribuitor autorizat de catre

SIEMENS HEALTCARE DIAGNOSTICS PRODUCTS in Rebublica Moldova (autorizatie in anexa)

si ca toate produsele propuse sint achizitionate de la acest producator. Prin urmarg produsele

sint compatibile cu echipamentul beneficiarului Immulite 2000 Siemens si garantam prin

asumarea de raspundere financiara deplina in cazul defectiunilor produse echipamentului de

calitate insuficienta a reagentilor si consumabilelor.

Traian Marinesc




DA vignostica 1.C.5. DIAMEDIX IMPEX S.R.L.

www.diamedix.ro

Catre: IMSP AMT Buiucani

mun.Chisindu, str. I. L. Caragiale 2

Prin prezenta, ICS Diamedix Impex SRL confirma ca, in caz de necesitate \vom prezenta

mostrele solicitate timp de o zi de la instiintare.

Data: 29.10.2019

Administrator

Marinescu Traian




DI viegrnostia 1.C.5. DIAMEDIX IMPEX S.R.L.

www.diamedix.ro

Catre: IMSP AMT Buiucani

mun.Chisindu, str. I. L. Caragiale 2

Prin prezenta, ICS Diamedix Impex SRL confirma ca, oferta propusa de noi include si

suportul stiintific asigurat de catre persoanele instruite de catre producator (atasat certificat de

instruire).

Data: 29.10.2019
Administrator

Marinescu Traian




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.

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 2000 Anti-TG Ab
Catalogue Number (REF): L2KTG2
L2KTGE

Siemens Matorial Number (SMN): 10381659

10381655
Classification: General VD
Conformity Assessment Route: ANNEX 1l
Document Identifier: EC DEC_IMM 2000 Anti-TG Ab L2KTG
Version: 01

Yo O / i N

s ot e e
This declaration of conformity is issued under the sole responsibility of Siems H@Ith%rqpfqyn OStics:
This declaration supersedes any declaration issued previously for the same%)‘(_p . % *::‘ ";\ L2 ]

Signature: MW'O&,

Anita Wample

Head of Quality Management
Slemens Healthcare Diagnostics Products Ltd.
LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Anti-TG Ab L2KTG Ver, 01

Page 1 of 1




SIEMENS
EU Declaration of Conformity

We hereby declara that the products described 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
Llanberis, Gwynedd, LL55 4EL, UK

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

Llanberis, Gwynedd, LL556 4EL, UK

Product Name: IMMULITE 2000 Anti-TPO Ab
Catalogue Number (REF): L2KTO2
L2KTO8

Siemens Material Number (SMN): 10381650

10381649
Classification: General IVD
Gonformity Assessment Route: ANNEX Il
Document Identifier: EC DEC_IMM 2000 Anti-TPO Ab L2KTO
Version; 01

This declaration of conformity is issued under the sole responsibility of Siemens He

This declaration supersetles any declaration issued previously for the same pmdu?‘ ‘ \
[ g
Ol
Si : S . 7 - n 5o 2
gnature Lhacll (ol | ey
Anita Wample “Date
Head of Quality Management \ <o [Y_YYY*MM-DD]

N
Siemens Healthcare Diagnostics Products |
LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Anti-TPO Ab L2KTO Ver. 01 Page 1 of 1




SIEMENS
EU Declaration of Conformity

[ S T N—
0083

{ Wa 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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Anti-HBs
Catalogue Number (REF): L2KAH2

Siemens Material Number (SMN): 10381318

Classification: ANNEX II, List A
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 2000 Anti-HBs L2KAH

Version: 01 fi

Signature: M /bb/ﬂ’?lﬂé/ 2Nl O )

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 2000 Anti-HBs L2KAH Ver, 01 Page 1 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.

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 2000 CEA
Catalogue Number (REF): L2KCE2
L2KCE6

Siemens Material Number (SMN): 10380994
10380995

Classifization: General IVD

Conformity Assessment Route: ANNEX Il

Document Identifier: EC DEC_IMM 2000 CEA L2KCE

Version; 01

This declaration of conformity is issued under the sole responsibility of Siemens Hé' :l'!hcai{e Df.?’grgqsli&s éﬁduqtg L.

This declaration supersedes any declaration issued previously for the same produ

Signature: M 2%/ " ﬁé) & Y2, f@x}:-‘ld- '@-j_‘.“_-}&b/},?“’ﬁ 3~
Kevin Owen Date
Head of Quality Management [YYYY-MM-DE]

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

Document No. EC DEC_IMM 2000 CEA L2KGE Ver. 01 Page 1 of 1




SIEMENS
EU Declaration of Conformity

4
|

IT

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: 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 2000 Estradiol
Catalogue Number (REF): L2KE22
L2KE26

Siemens Material Number (SMN): 10381178

10381177
Classification: General IVD
Conformity Assessment Route: ANNEX Il
Document Identifier: EC DEC_IMM 2000 Estradio! L2KE2
Version: 01

This declaration of conformity is issued under the sole responsibility of Siemens
This declaration supersedes any declaration issued praviously for the same prod

Signature: M WM P &,

Anita Wample
Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.

LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Estradiol L2KE2 Ver. 01
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SIEMENS
EU Declaration of Conformity

Wa hereby deciare that the products described below conform to all applicable requiraments
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: Slemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

)N

FIHQ
Ll

-
g
Product Name: IMMMULITE 2000 FSH =5
Catalogue Number (REF): L2KFS2 g =
L2KFS6 =

Siemens Material Number (SMN): 10381201
10381180

Classification: General IVD

Conformity Assessment Route: ANNEX 1l

Document Identifier: EC DEC_IMM 2000 FSH L2KFS

Version: 01

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Prody
This declaration supersedes any declaration issued praviously for the same product.

Signature: M; g’(,élm’?’pé/

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 FSH L2KFS Ver. 01 Page 1of 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.

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 2000 LH

Catalogue Number (REF): L2KLH2 E s
L2KLHG ==

Siemens Material Number (SMN): 10381211 g =

=

10381212

Classification: General IVD —_

Conformity Assessment Route: ANNEX i _;-*-———_::2";

Document Identifier: EC DEC_IMM 2000 LH L2KLH y = M

Version; 01 ==

This daclaration of conformity is issued under the sole responsibility of Siemens Heaithcare Diagn ==

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

it m

Signature: M f(ﬁ"h’) ’W{@ K- & ’é’-’{/

Anita Wample Date

Head of Quality Management [YYYY-MM-DD|
Slemens Healthcare Dlagnostics Products Ltd.

LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 LH L2KLH Ver. 01 Page 1 of 1




SIEMENS

EU Declaration of Conformity

We hereby declare that the products described below conform o all applicable raquirements
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 Identifier:

Version:

/
This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnos(iés_, F
This declaration supersedes any declaration issued previously for the same product. iz

Signature:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 LH

L2KLH2
L2KLH6

10381211

10381212

General IVD

ANNEX {li

EC DEC_IMM 2000 LH L2KLH
01

(el (1Mt
Anita Wample
Head of Quality Management

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

Document No. EC DEC_IMM 2000 LH L2KLH Ver. 01

Page 1 of 1
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SIEMENS
EU Declaration of Conformity

.‘

i We hereby declare that the products described below conform to all applicable requirements
of Council Directive 88/79/EC for in vitro diagnostic medical devices,

1
H
S

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 2000 Total Testosterane
Catalogue Number (REF): L2KTwW2
L2KTW8

Siemens Material Number (SMN): 10381190

10381191
Classification: General VD
Conformity Assessment Route: ANNEX Il
Document Identifier: EC DEC_IMM 2000 Total Testosterone L2KTW
Version: 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,

e LD Ll 2% - 0p- 2

Anita Wample Date

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

LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total Testosterone L2KTW Ver. 01 Page 1 of 1




SIEMENS
EU Declaration of Conformity

of Council Directive 98/79/EC for In vitro diagnostic medical devices.

We hereby declare that the products described below conform to all applicable requirements

4

1T *Ei}ln

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

Place of Manufacture: Siemens Heaithcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Progesterone
Catalogue Number (REF): L2KPW2
L2KPWS6

Siemens Material Number (SMN): 10381181

10381170
Classification: General IVD
Conformity Assessment Route: ANNEX 1li
Document Identifier: EC DEC_IMM 2000 Progesterone L2KPW
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.

Signature: M; 7z {]M%;( &,

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 Progesterone L2ZKPW Ver, 01

2002

Date

[YYYY.MM-DD)

Page 1 of 1




SIEMENS
EU Declaration of Conformity

———

[r—

We hereby declare that the products described below conform to aff 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 2000 Third Generation TSH
Catalogue Number (REF): L2KTS2
L2KTS6

Siemens Material Number (SMN): 10381665

10381667
Classification: General VD
Conformity Assessment Route: ANNEX 1|
Document ldentifier: EC DEC_IMM 2000 Third Generation TSH L2KTS
Version: 01

This declaration of conformity is issued under the

Signature: / 2 7y, (28 nide.

sole responsibility of Siemens Healthcare Diagnostics Products 1.td.
This declaration supersedes any declaration issued previously for the same product.

Anita Wample
Head of Quality Management

Slemens Healthcare Diagnostics Products Ltd,

LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Third Generation TSH L2KTS Ver. 01
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SIEMENS
EU Declaration of Conformity

We hereby deciare that the producis described balow

|
;

of Council Directive 98/79/EC for in vitro diagnostic medical devices.

conform to all applicable requirements

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 2000 H. pylori IgG
Catalogue Number (REF): L2KHPG2
L2KHPG6

Siemens Material Number (SMN): 10381336

10381335
Classification: General IVD
Conformity Assessment Route: ANNEX 1)
Document ldentifier: EC DEC_IMM 2000 R, pylori IgG L2KHPG
Version: 01

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products L td,

This declaration Supersedes any declaration issued Previously for the same product.

Signature: _ éz z ;; 22 ’ .aé_

Anita Wample

Head of Quality Management
Slemens Healthcare Dlagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 H, pylori IgG L2KHPG  Ver. 01

Page 1 of 1




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.

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

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 2000 Prolactin

L2KPR2
L2KPR6

10381200

10381199

General IVD

ANNEX 1|

EC DEC_IMM 2000 Prolactin L2KPR

02

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

Signature:

Digitally signed by Robak Malgorzata
R O b a k DN: serialNumber=20020NKF,

givenMame=Malgorzata, sn=Robak,

v=sienens, cn=Robiak Malgorzala

M a I g O rz ata Reason: | am approving this document

Date: 2019.02.17 23:41:42 Z
Malgorzata Robak
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Prolactin L2KPR  Ver. 02

[YYYYalM-DD]
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SIEMENS

EU Declaration of Conformity

We hereby declare that the products described below conform to all applicable raquirements
of Council Directive $8/79/EC for in vitro diagnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Matarial Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

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

IMMULITE 2000 Total T4

L2KT42
L2KT46

10381685
10381664

General IVD

ANNEX Il

EC DEC_IMM 2000 Total T4 L2KT4

01

This declaralion supersedes any declaration issued previously for the same product,

Signature:

LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total T4 L2KT4 Ver. 01

~ e <t » RI
ﬁc;wx_:é% Lcﬁ/w,lﬂ&w D&pﬁ@ﬂﬁ-;/(/o{: :
Anita Wample Date /j 7,
Head of Quality Management [YYYY-M,E{?B :
Siemens Healthcare Diagnostics Products Ltd. [

——

Page 1 of




SIEMENS
EU Declaration of Conformity

We hereby declare that the products described below conform to ail applicable requirements
of Council Directive 98/79/EC for in vitro diagnostic medical devices,

H

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 2000 Total T3
Catalogue Number (REF): L2KT32
L2KT36

Siemens Material Number (SMN): 10381654

10381657

Classification: General IVD

Conformity Assessment Route: ANNEX {1l

Document Identifier: EC DEC_IMM 2000 Total T3 L2KT3

Version: 01

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

Signature: M {gb);mp{b

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 Total T3 L2KT3 Ver. 01 Page 1 of |1
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