Formularul ofertei (F3.1)
Data depunerii ofertei: © 20 “ noiembrie 2019

Licitagia Nr.: 2101397

Invitatie la licitagia Nr.:

Catre: IMSP AMT Buiucani.

ICS Diamedix Impex SRL declari ca:

a)
b)

Au fost examinate §i nu existd rezervéri fatd de documentele de atribuire.

ICS Diamedix Impex SRL se angajeaza sd furnizeze/presteze, in conformitate cu
documentele de atribuire si conditiile stipulate in specificatiile tehnice si pref, urmitoarele
bunuri si/sau servicii: reagenti si consumabile de laborator.

¢) Suma totald a ofertei fard TV A constituie:
710 612,00 lei ( sapte sute zece mii_sase sute doisprezece lei lei 00 bani).

d) Suma totald a ofertei cu TVA constituie:

772 920, 96 lei ( sapte sute saptezeci si doi mii_noua sute douazeci lei 96 bani).

e) Prezenta ofertd va ramine valabild pentru perioada de timp specificati 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 pind la expirarea acestei perioade;

£) In cazul acceptirii 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 achizitie publica.

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

h) Compania semnatard, afiliafii 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 regulamentelor cu incidentd in domeniul achizitiilor publice, in
conformitate cu punctul IPOS.5.

Semnat: w:? UG 1w L.S

Nume: Dorel Turcanu

In calitate de: Reprezentant vanzari

Ofertantul: LC.8. ” Diamedix Impex” S.R.L.

Adresa:

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

Data: * 19 7 noiembrie 2019

Digitally signed by Marinescu Traian Alin g
Date: 2019.11.20 12:10:28 EET

Reason: MoldSign Signature “‘j

Location: Moldova



v2'9049¢ | 00'82LvT L4199 78'19 00v 91591 INS] Aneiue) ewserdoxor | 0-00S969€¢
8924182 | 00'9v99¢ 96'Lt 87477 009 9159} 03] anegue) ewse[doxo ]| 0-00S969¢¢
[4a(3437 00'vI8E 0907 LO'6T 007 31591 ¢ LIBIOL} 0-005969¢€¢
09'69vTT | 00°0290T ZT'6T 0LLT 009 31591 YL IBIOL| 0-005969¢¢
009699 000029 8v'ee 00'1¢ 00¢ 9159} VSd g4 0-005969¢¢
T5'SL09C | 00'wYItT 65T€ 8T°0¢ 008 31591 VSd| 0-005969¢¢
95'8668 00'zEEs 667t 991Y 007 2158} d 31 ®I0L] 0-005969¢€¢
v0'LS8TZ | 00'8£20T 62'60T 61101 007 21591 3111 % I sedioH| 0-005969¢€
vO'E6YT9 | 00°8£69S z6'sy L9°0V 0ovT 1591 D3] LOJAd 1910vqOIRH| 0-005969¢€E
ZI'60TE0T | 00'Y9SS6 989¢ €TvE 0087 91591 3vsgH| 0-005969¢¢
ZS'L0€0T 00'vvS6 vS1S 'Ly 002 9158} (6-61VD) VIN-ID| 0-005969¢€€
09'10£ZZ | 00°02Z01C 04Tt 2012 000T 2159} vLdd44] 0-005969¢¢

9L'€LL9 002429 £6'9T 89°ST ooy 91593 €L 921} 0-005969¢¢
09'6/809 | 00°0L£9S LY'T01T S6°¢6 009 21591 INST AIND| 0-005969¢€€
ve'8956 | 00'8L£L2 876Y €9°st 009 21591 O3] AIND| 0-005969¢€¢€

Ov'vELY 000895 £9°0¢ 0v'8z 002 91591 VaD| 0-005969¢¢
09°€EVTOv | 00°0LTLE v1°0Y LT'LE 000T 21591 Qv OdL-nuy| 0-005969¢¢

007929 000085 [A2R X3 00°62 00¢ 21591 4V DL BUV| 0-005969¢€€
P8'SEEET | 00'8YEZT ve‘ee (8°0¢ ooY 2158} SEH-BUVY| 0-005969¢¢€
vY'6YTZE | 00'89L6T 610V TZL¢ 008 21591 ddV| 0-005969¢¢

6 8 L 9 s L4 € 4 I
aqeysaad/oaeial VAL VAL (VAL ) | (VAL &) vaje) pansgw AO[IDIALRS ©
9P [RURBWLE3 o guing BIB] euIng Jgjrun wo.nm Jgjiun wohm militdg] 9p BajBIIUN) :Nm\mw J0fLInung &@.ﬁﬁsﬁoﬁ AdD POD
020¢

zuip 1 euideq

107

nnuad J0jeI0qGR] 5P I0[OA1ORSI BOIBUOHIZIYDY :ISTRION BOIWNUA(]

IU BATJBUION Y

610 2uquistou 07, ‘818

LL6ETOTT ‘1o1RIDdI] [ugumN

[6°F°€TT a10u0]00 U1 — DIUDIOV.LIUOD DIIVILOIND 2412 3p D1 "Q"/°9°C 2]2UDO]0I U] JUD]I[0 24312 2P ID12]dUI0D 1f DA 1291 1520y ]

(2'¥4) 392d ap nieoyoadg




7/801 6861 Isnsne [¢ "NSTRBUISIY) "UNW eSoIpY T 'S X ADINL XIAAIAVI G ST MueRIO

LI®ZUEBA JURIUZOIdSY :op 21e)1[eo Ul TIEoIN ] [0I0(] S[oWNURIJ ‘OfamnN FIOTIITT jeuuag

96'0z62LL | 00'2T90TL [e10],

YY'1TS9ST | 00'ST6VVT 9T'06€LT 0070191 6 198 rensqng| 0-00S969¢¢
. . . ( ean (saqny

0000042 00°00S22 081 0S‘tT 000ST 11eongq uonoray) a11o8ax op adny 0-005969¢¢
[ £ i I Ewgm‘m‘l‘m -

00'00bYT 0000021 000081 0000ST 8 195 BOUNISUSIP 501 JoTe[eds 0-005969¢¢
. . . N NDTT]

00‘002€T 00‘000TT 00‘0zET 000011 0t 198 29014 1ereds onn[og 0-005969¢¢

09°6YVTHE 00'0291E £0°4T 18'GT 0002 91591 HSL| 0-005969¢¢

6 8 L 9 S 14 ¢ [ I
axeysaadjaaesar VAL VAL (VAL®) [ (VAL®#iE) | waiey rInsgw AOTUDIAIIS © o
3P [MUIULII ], o pwinly  |edef pwing | Jejiun joxg | Jepun joug -jue]) | 9p BaIBIIU(] | NES/IS JO[LINUNG LIIIWNUI(] AdD POJ




198 Ul 18n[OUI 107BIGYRD RO AJSA |,

198 U [SN[OUL 101RIGIED 10 18|

B

i S1INPOId Sansoudelg by CPLANTT ARGIEL K| 0-00€%069¢¢
JIRIYI[EBY SudWalg
P
198 U} 10Ol 103BIGHED 1O 9ISD L. 198 Uf 110U 101BIq1[ED N 9ISV | s1onporg sonsousder(y N A% D YA €1 921 0-006969¢¢
QIBOUI[BOH SUSWIIS
Pl
3o8 Ul 18njoul I0TRIGI[RD NO 9ISO L 398 ul 1$njou; 10JRIGI[ED NO 2153] | sponpoig sonsouser] NN TINDOTT WS AND 0-006969¢¢
QIR [ROH SUOWRIS
P11
198 Uy 1$njoul JOIBIGI{ED NO 9380 108 U ISNIOUL JOJRIQI{EO MO 9182 ] | s1onpoig sonscuSer( w0 IOADNTT 031 AND 0-005969¢¢
QIRDYI[ROH SUDWIDIG
Pl
308 ug 1$njoul J01BIqI[EO 1O 9380 | 108 Ul 1$n[oUl J0IBIGUED N0 9IS | S1onpoig sonsousei(y Ml 70371 vAD 0-005969¢¢
QUBOYIROY SUDWDIG
P
308 g 1$0joul J03RIGIED 1D 2153 798 ug 1$njouL J0IRIGI[ED NO 31801 |s19npoid sasoudeig N [46AD 81 qy Odl-nuy 0-00€969¢¢
JieOUYE3H SuslaIg
2y
198w 1$noul J01BIQIEO NO 9ISD | 198 UL B¥N[oUl 101RIQI[RO ND 9183] | s1onpouy sansoudeig NN £330 148! O nuy 0-005969¢¢
DIBIYLEDH SUBWDIS
PV
198 U1 13N{OUI J078IGI{BD NO 3180 | 108 ul 1$n[oul J0JRIGLED ND 919, | s1onpoig sonsoudery NN THVYSZT sgH-uuY 0-00$969¢¢
QIBOYI[BOH SUDWIDIG
P
198 U I$N]oUl JOIRIQLED IO 9IS | 108 Uy 1$NOUL JOJRIGIED ND 21$0] | S1onpoiy sonsouserq] N ZIVYTT d4Y 0-005969¢¢
QIBOII[EIH SUSWIRIG
ARG /LIUng
8 L 9 s 14 ¢ [4 1
FRISREETGR]
j2LIREIEN] JUBLI3I0 2.41BD Ap suiSrio IngniosIe 1ofiiAges B
do.d guyjdap ga1uya; voseaydad PAIELINNE 3.UEI 3p mEIOMOS [103E-poId sp eagj PO nes/i$ 10jLInUNg BaMINud AdD POD
Sp ap.iepuely | gsn ZUljasp gotuy HJI133¢g guidop go1uye) waedyAdg p & {nep /iS 100 q o a
ut euise 10 nnusd Jojeroqge; 9 1AI}OBIL BOIBUOL enEo
: : X ioje J0[IAIIORBII BIIBUONIZIYD
[ up [ euideq g 0707 ny 1e10qe] 3p J0[IAL BEWRY] e
JLIGUISIOU “pe erEIY
14 eAgRLIONY 610 SHqualou 07 :ere(] LL6STOTT Y
[8°0°7T 2[FUDOI0I U] — DIUDIODAIUOD DIIDIILIOIND 24300 ap o1 Yy ¢ F E ajaupnojos Uy JUDLI[O 24100 ap wiapduios foa 12quy 1520 ]
(1%4) 2o1uyey nfeoyoads




PIT

398 U 180]OUT J0TBIGHEO ND 918D | 198 U] 181]oUT 10JRIGIEO ND IS0 | $19Npoi4 Sansoudeiy wN Uo0y PIC HSL HSL 0-00$969¢€¢
3Je0y3RaY SUDWIS
M WS
0$ Uy 1SN[oUL 101BIGI[ED 1D 9189 9% Uy 1SNOUT J0TBIGIIED NO 3189 S19Npoid sonsousder n ’ -
! » SnenL oveal oL ’ LR 4 L pold g 4 9ZLATT Afjginue’ mEmmﬂmoon 0-00s969¢€
2IRDUYEBH SUBWRIS aidl
B wa
198 U} 1$noUl JOIBIGI[ED NO 9389 398 Uy 15MOUI 103RIGI[BD 110 01SO]. | S1INpoid sansouseiq Mn X I 0-005969¢¢
- Anepue)) ewseldoxoy,
P
108 U} 1Sn[OUL J0JRIGHED N0 183 | 108 Ul 1$npoul 103RIqIEd 10 3183)  |s3onpoug sonsoudelg NN CEITT ¢ L 0-006969¢¢
3JED41{BTY SUBWIIS
Y
198 Uy 1Snjoul 103BIGIED 110 9189 | 308 Ul 1SNjoul J0TRIGI[ED ND 3180]  {S19npoud sansoudelg NN r4AD. T4 1 0-00C969¢¢
21EDU}EBH SUBWIIS
P
108 Uy 1SNoul I0JRIGIED NO 2ISO L, 198 UL IS0[OUL I0IBIGIED RO 219 | stonporg sonsoudeigy N Z4diTT VSd 94 0-006969¢¢
QIBOYI[BOH SUDUIDIS
P
398 Uy 18Ol 10JBIGIED 110 2)SA L 108 Uy 1$N]OUL 101BIQIRD ND 21891 |5310npoUd Saiisouselq AN ST vSd 0-005969¢¢
2JBIYYBSH SuUDWIIS
2y
398 Ug 1$njoUl J01BIGI[ED 1D 1S3 | 198 Ul 1$N[OUL JOJRIGHRO ND 21SA]. | s19Npoly sansoudeiq 3N CADTT g m@ [e10], 0-008969¢¢
3JEDYLESH SUDWIBIS
PN
39S ul 1$n[oUl JOJRIGIED 0D 31| 108 UL 18R[OUl I0TRIQI[ED ND 9ISD] | S19NPOL4 SHIIsOuSe] el waH 'Sl m@&.ﬂum 0-006969¢¢
BJEDYIESH SUSWIIS
P
198 U 1$0oUl J0IBIGIBD IO 9183, 108 UL 1$N[OUL J0IRIQIED NO 938D] | s10npoug sansouderq M CO4dHNTT 091 HQTQ 1108GODIOH | 0-00S969¢€¢€
2IE2YI[RBH SUBWSIS
PR
308 Uy 1$n[oUl J01BIGIBD IO 9389 | 108 up n[oul J0JRIGIED 110 91S0], |s1Inpoug sansoudeig XN CHHNT1 w<mmm.~ 0-005969¢€¢
DIBIY1EBH SUBWBIS
P
198 Ul 1$NJoUl JOJRIGIIED N0 9189 398 Ul 1$NOUL 10JRIGI[BO MO 2183 |s19npoid so3soudeld N IO (6-61VD) VIN-ID 0-005969¢¢
DIRIYUEDH SudWAG
RIAIIQ/LInUNY
8 L 9 s |14 € [4 I
BIURIIBAIUOI
giurisgoud JUBLIIO0 34380 3P 3uisLio minjodiae JOJidIAIIS B
B31BLIOINE 3118 3P BIEIIDIOS {na03go-npoid ) AdD POD
3p epaepuslg psndoid guipdap gaiuie) vaaeoypadg ap eaef {NI3POA nes/1$ J0PINURG B IINUI(]

guijdap goruya) gasedypadg




T/801 "6861 1505nE [¢ N8

ABZUBA JURIUIZIIASY ‘9P Sjejijed uj

‘neuisiy) -unuw

ESOIpY

TA'S XEJWI XIGAWVI Q. ST [ue]o

[sf0(] nuedinj,

ofouwmuaI] ‘slownpN

PASTZIT] peuag

1V10L
LYaLsdns
d ¢ sy no gnedwio]y 19X 0007 snjnuiw] no guedwo)) oul sansouseiq v'sn INFDS jeasqng 0-006969¢¢
14X 0007 =1 1qt ! Wt 210Y}{e3H SUBWIDIS ]
ININAOYTINGHD
. 0007 Ld
Juf sonusousei(y
19X 000¢ unwwg no pqnedwo) | 1dx 00 anww] no 1qneduio) sswoqeop swowarg | VST 0001 SFENL (saqny, 0-00$969¢¢€
. : NOLLOVTY uonoeay) anoesl ap adnyy
HA®DH EOUUSUSWIp
14X 0007 nur] nd pquedwo) 19X 0007 3w no [queduto)) |sionpoiq sonsoudeiy|  eweuuss WSMATT ' ; 0-005969¢¢
QIBOIROL SUSWIDIG elejein g uOumMQO
Hqury
1dx 6007 21nuwy no [igieduwo)) 1dx 0007 231w no jiqiedwoy) |sonpoiy sonusouse BluRULIRD WIS BOUNISUSWIP 0-006969¢¢
QIBDYI[RIH SUWIDIS 2qo1g wwﬂmoww annjog
ARG /LInUNY
8 L 9 & 14 £ [4 I
[FUIE R
[SIHEEIEN] 1UBLII)0 24383 3P ouidrio IMnosiIe J0J1IDIALIS B
doud guydap gauye; vsseaywad FOIEILIONE 2.8 9p BEIDN0S In103>-npo-d op i IPPOIAl ngs/1S Jopining vadrnua(g AdD POO
op dpaepurlg | gSn guijdap gauy yredg guydop Botuya) vaswayIRdS 15 fop !




EU Declaration of Conformity

We hereby declare that the products é@sén‘bed balow conform to all applicable requirements
of Councit Directive 88/79/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 Sie
This declaration supersedes any declaration issued praviously for the same p

Signature:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Anti-TG Ab

L2ZKTG2
L2KTGSE

10381659
10381658

General IVD

ANNEX i}

EC DEC_IMM 2000 Anti-TG Ab L2KTG

01

(Lot il ple. Ve
Anita Wample ; Date
Head of Quality Management [YYYY-Mm-DD]

$lemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LLE5S 4EL, UK

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

Page 1of 1




EU Declaration of Conformity

We hereby declare that the products desonbed below conform to all applicable raquiraments
of Councit Dirgctive 38/79EC for in vitre diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Heall}
This declaration supersedes any declaration jssued previously for the same produ

Signature:

Document No. EC DEC_IMM 2000 Anti-TPO Ab L2KTO Ver. 04

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Anti-TPO Ab

L2KTO2
L2KTOB

10381650
10381649

General IVD

ANNEX i}

EC DEC_IMM 2000 Anti-TPO Ab L2KTO

01

@m%ﬁ s%gfwﬁé&
Anita Wample
Head of Quality Management

Siemens Healthcare Diagnostics Products &
LLanberls Gwynedd LL55 4EL, UK

Page 1 of 1




EU Declaration of Conformity

Wae hereby declars hat the product described below conforms to all applicable requirements
of Council Directive 88/79/EC for in vitre 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

Lianberis, Gwynedd, LL55 4EL, UK

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

Siemsns Materlal Number (SMN): 10381318

Classification: ANNEX I, List A
Conformity Assessment Route: ANNEX Iv

Notified Body: Lloyd's Register Quality Assurance Lid.
1 Trinity Park, Bickenhill Lane
Solihull, B37 7ES, UK
ldentification No. 0088

Document identifier: EC DEC_IMM 2000 Anti-HBs L2ZKAH BN - )

Version: 01

This declaration of conformity is issued under the sole responsibility of Sieme 5 s Products Ltd.

This declaration supersedes any declaration issued previously for the same pm%‘c,{:i

Signature: M Sr Wé/ 2o/l O 2

Anlta Wample Date

Head of Quality Management [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.

LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Anti-HBs L2KAH Ver. 01 Page 1 of 1




EU Declaration of Conformity

We hereby declare that the products describad below conform to all applicable requirements
of Councit Directive 98/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer:

Piace of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Materlal Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Di
This declaration supersedes any declaration issued previously for the same produc

Signature:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 CEA

L2KCE2
LZKCE6

10380994
10380995

General IVD

ANNEX 1l

EC DEC_IMM 2000 CEA L2KCE

01

Lt lelmpls, fo p200 O

nestics Products Lid,

Kevin Owen

Head of Quality Management [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 CEA L2KCE  Ver. 01

Page 1 of 1




SIEMENS e e roducts GmbH

Konformitédtserklarung Declaration of Conformity

Wir eridaren hiermit, dass die unten angegebenen In-vitro- | We hersby declare that the in vitro diagnostic devices
Diagnostika-Produkte mit den Grundlegenden described below conforms fo all applicable Essential
Anforderungen der Richtlinie 88/78/EG des Europdischen | Requirements of Directive 98/79/EC on in vitro Diagnostic
Parlaments und des Rates Uber In-vitro-Diagnostika Medical Devices and accordance was shown by conformity
ibereinstimmen und die Anforderungen gemaft Annex |ll | assessment procedures of Annex Ifl.

| erfiillt werden,
Produktname {deutschj: Product name (English).

| IMMULITE 2000 / IMMULITE 2500 Reinigungsmodul VIMMULITE 2000 / IMMULITE 2500 Probe Cleaning Kit |
Produkt-Nr. / Product No. (REF):

[ L2KPM ]
PackungsgroBe(n) / Package Size(s) (REF):

L2KPM |

IVD-Kategorie / IVD Category:

| Sonstige | Others |

Hersteller /| Manufacturer:

Siemens Healthcare Diagnostics Products GmbH ]

Adresse (innerhalb Deutschiand): Address (international);
[ Siemens Healthcare Diagnostics Products GmbH Siemens Healthcare Diagnostics Products GmbH
} Emil-von-Behring-Str. 76 Emit-von-Behring-Sir. 76
| 35041 Marburg 35041 Marburg
E Germany

Bestitigung / Authorization:
Director Quality/Regulatory

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2011-04-05
Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

LP-00101_VL_DoC — Giiltig aly: 2011-01-25 Seite / Page: 1 von/of 1




i

EU Declaration of Conformity

u..,..w..m.,‘,nm,.

We hereby declars that the products described below confars io all applicable reguiremants
of Coundil Directive SBITWEC for In viro disgnostic medical devices

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier;

Version:

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

Signature:

Document No. EC DEC_IMM 2000 Third Generation TSH L2KTS Ver. 01

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

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Third Generation TSH

L2KTS2
L2KTSE

10381865
10381667

General IVD

ANNEX 1II

EC DEC_IMM 2000 Third Generation TSH L2KTS

01

e .
T
K il St ED et

Anita Wample

Head of Quality Management

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




We hareby declare tiat the producs described below conform to all applivable requirements
of Counclt Directive S8/79EC for in vitre dizgnostic madical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

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

Signature:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, L1L55 4EL, UK

Siemens Healthcare Diagnostics Products Lid,

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 H. pylori IgG

LZKHPG2
L2KHPGB

10381336
10381338

General IVD

ANNEX i

EC DEC_IMM 2000 H. pyloni lgG L2KHPG

01

(ot (1l ol

Anita Wample

Head of Quality Management

Slemens Healthcare Diagnostics Products Lid.
Lianberls Gwynedd 1155 4EL, UK

Document No. EC DEC, IMM 2000 H. pylori igG L2ZKHPG  Ver. 01 Page 1 of 1



We hareby declare that the products described below conform (o all applicabls raciements
of Council Directive B8/7WEC for in vitro disgnostic 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 Total T4
Catalogue Number (REF): L2KT42
L2KT46

Siemens Matsrial Number (SMN): 10381685

10381664
Classification: General IVD
Conformity Assessment Route: ANNEX it
Document ldentifier: EC DEC_IMM 2000 Total T4 L2KT4
Version: 01

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

it _L1Denple.

Anita Wample

Head of Quality Management

Slemens Healthcare Diagnostics Products Lid.
Lianberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total T4 L2KT4  Ver. 01 Page 1 of 1



EU Declaration of Conformity

We hereby declare that the products described below conform o all applicable requirements
of Council Directive 98798 for i vitro disgnostic 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, L.L55 4EL, UK

Product Name: IMMULITE 2000 Total T3
Catalogue Number (REF): L2KT32
L2KT36

Siemeng Material Number (SMN): 10381654

10381657
Classification: General (VD
Conformity Assessment Route: ANNEX i
Document ldentifier: EC DEC_IMM 2000 Total T3 L2KT3
Version: 01

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

Signature: (\{;g%g;’f& gg@@m ﬂ%’w

Anita Wample

Head of Quallty Management

Slemens Healthcare Diagnostics Products Lid.
LLanberls Gwynedd LL55 4EL, UK

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



EU Declaration of Conformity

¥e hereby declare that e products deseribad below conform o all applicable reguirements
of Councll Diractive SBITHED for in vitre dimgnostic medical davices,

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogus Number (REF):

Siemens Matorial Number {SRIN):

Classification:

Conformity Assesament Route:

Document ldentifier:

Yersion:

This daclaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedes an y declaration issued previously for the same product.

(s llrmole,

Signaturs:

Document No, EC DEC_IMM 2000 Free T4 L2KFT4 Ver. 01

Siemnens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Free T4

L2KFT42
L2KFT46

10381678
10381677

General IVD

ANNEX IH

EC DEC_IMM 2000 Free T4 L2KFT4

01

Anlta Wample

Head of Quality Management

Siemens Healthcare Dlagnostics Products Lid,
Lianberis Gwynedd LL55 4EL, UK
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EU Declaration of Conformity

of Council Directive B8/79/EC for in vitro diagnostic medical devices,

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

PN

Legal Manufacturer: Siemens Healthcare Diagnostics Products Lid.
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 Total IgE
Catalogue Number (REF): L2KIE2
L2KIES

Siemens Material Number (SMN): 10380873

10380872
Classification: General IVD
Conformity Assessment Route: ANNEX il
Document ldentifier: EC DEC_IMM 2000 Total IgE L2KIE
Version: 01

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Produslts.Lid

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

Signature:

Kevin Owen

Head of Quality Management

Siemens Heaithcare Diagnostics Products Lid.
LLanberis Gwynedd LL55 4EL., UK

Document No. EC DEC_IMM 2000 Total igE L2KIE  Ver. 01

Page 1 of 1



Wa hersby declars that the product descnbed balow conforms to all applicable reguliements '
of Council Directive S8/79EC for in vitro diagnostic madical devices, ;

0085

Legal Manufacturer:

Place of Manufacture:

Product Name:
Catalogue Number (REF):

Stemens Matsrial Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document identifier:

Version:

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

Slgnature:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL., UK

Siemens Healthcare Diagnostics Products Ltd,

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 CMV IgG
L2KCVG2

10381309

ANNEX 1, List B

ANNEX IV

Lloyd's Register Quality Assurance Lid.
1 Trinity Park, Bickenhill Lane

Solihull, B37 7€8, UK
ldentification No. 0088

£.C DEC_IMM 2000 CMV IgG L2KCVG

01

(g (U ple S D€ A2

Anita Wample

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.
LLanberls Gwynedd L.L.55 4EL, UK

Document No. EC DEC_IMM 2000 CMV 1gG L2KCVG  Ver. 01 Page 1 of 1



ii:1

of Councd Directive 98/797EC for in viro diagnostic medicsl devices

We hemby declare thal the product desonbed below conforms fo aif applicable requirements

Legal Manufacturer: Siemens Healthcare Diagnostics Products Lid.
Giyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

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

Llanberis, Gwynedd, LL55 4E1, UK

Product Name: IMMULITE 2000 CMV IgM
Catalogue Number (REF): L2KCM2

Siemens Material Number (SMN): 10381320

Classification: ANNEX I, List B
Conformity Assessment Route: ANNEX IV
Neotified Body: Lloyd's Register Quality Assurance Ltd.

1 Trinity Park, Bickenhill Lane
Solihull, B37 7ES, UK
Identification No. 0088

Document ldentifier: EC DEC_IMM 2000 CMV igM L2KCM

Version: 01

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Lid.

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

Signature: MW‘,&&/

216 K /G

Anlta Wample

Head of Quality Management

Slernens Healthcare Diagnostics Products Ltd.
LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 CMV IgM L2KCM  Ver. 01

[YYYY-MM-DD]
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We hereby declare that the product described below conforms to sl applicable requirements
of Councit Diractive 88/79/EC for in vilro diagnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number {(SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document identifier:

Version:

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

Signature:

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

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanbers, Gwynedd, LL55 4EL, UK

IMMUUTEAMMULITE 2000 Free PSA
L2KPF2

10380084

ANNEX I, List B
ANNEX IV

Lioyd's Register Quality Assurance Lid.
1 Trinity Park, Bickenhill Lane

Solihull, B37 7ES, UK

ldentification No. 0088

EC DEC_IMM 2000 Free PSA L2KPF

01

it Lk ple.

Anita Wample

Head of Quality Management
Siemens Healthcare Diagnostics Products Ltd!
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Free PSA L2KPF  Ver. 01

Page 1 of 1
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W hareby declare that the product descnbed below conforms o ad applicable requiremants
of Counct Directive S8/7HEC for in vitrs diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF);

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document ldentifier:

Version:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Lianberis, Gwynedd, 1155 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL.55 4FL, UK

IMMULITE 2000 Toxoplasma Quantitative IgG
L2KTXPZ

10381323

ANNEX 11, List B
ANNEX IV

Lioyd's Register Quality Assurance Ltd.
1 Trinity Park, Bickenhill Lane

Solihull, B37 7ES, UK

ldentification No. 0088

EC DEC_IMM 2000 Toxopiasma Quantitative IgG L2KTXP

01

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

Signature:

M&bﬂ%a&;/

Anlta Wample

Head of Quality Management
Slemens Healthcare Diagnostics Products Lid.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Toxoplasma Quantitative lgG L2KTXP Ver. 01

Page 1 of 1




0088

[
|
f We hareby declare that the product described below conforms 1o all applcable reguirements

of Council Uirective BEITYEC for in vitrs 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
Lianberis, Gwynedd. L.L55 4EL, UK

Product Name: IMMULITE 2000 Toxoplasma IgM (u-Capture)
Catalogue Number (REF): L2KTZ2

Siemens Material Number (SMN): 10381298

Classification: ANNEX i, ListB
Conformity Assessment Route: ANNEX IV
Notified Body: Lloyd's Register Quality Assurance Ltd.

1 Trinity Park, Bickenhill Lane
Solihull, B37 7E8, UK
Identification No. 0088

Document ldentifier: EC DEC_IMM 2000 Toxoplasma IgM (-Capture) L2KTZ

Version: 01

This declaration of conformity is issued under the sols responsibility of Siemens Healthcare Diagnostics Products:
This declaration supersedes any declaration issued previously for the same product.

Signature: MMM’M ot 08

Anita Wample Date
Head of Quality Management [YYYY-MM-
Slemens Healthcare Diagnostics Products Ltd,
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_tMM 2000 Toxoplasma g (u-Capture) LZKTZ  Ver, 01 Page 1 of 1
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W heveby declare that the products described below conform to all applicable requirements
of Councll Directive 88/79/EC for In vitre diagnostic madics! devices

Legal Manufacturer; Siemens Healthcare Diagnostics Products Lid.
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 Free T3
Catalogue Number (REF): L2KF32
L2KF36

Siemens Material Number (SMN): 10381675

10381682
Classification: General IVD
Conformity Assessment Route: ANNEX 1t}
Document ldentifier: EC DEC_IMM 2000 Free T3 L2KF3
Version: 01

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

A7
. ey s e gt N
Signature: o I ey 7
Anita Wample

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

Document No. EC DEC_IMM 2000 Free T3 L2KF3 Ver, 01



We hereby declare that the produet described below condorms to al apphcable requirements
of Councit Directive S8I7HEC for in vitre diagnostic medical devicas

Legal Manufacturer:

Place of Manufacture:

Product Namae:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

- Version:

This declaration of conformity is issued under the sole responsibiiity of Siemens Healthcare Diagnostics Products Ltd.

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid,
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 GI-MA
L2KGI2

10380988

General (VD

ANNEX 1}

EC DEC_IMM 2000 GI-MA L2KG!

01

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

Signature:

Document No. EC DEC_IMM 2000 GI-MA L2KGI Ver. 01

(it (A 2%@;@ 2. Yo 22
Anita Wample Date
Head of Quality Management [YYYY-MM-DD}

Slemens Heaithcare Diagnostics Products Ltd,
Lianberls Gwynedd LL55 4Et, UK




We hareby dediare that the products described balow conform to all appliceble requirements
of Council Directive 98/7WEC for in witro diagnostic medical devices

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 AFP

L2KAPZ
L2KAPE

10381187
10381184

General IVD

ANNEX 11t

EC DEC_IMM 2000 AFP L2KAP

01

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

This declarstion supersedes any declaration issued previously for the seme product,

Signature:

@wdﬁj [/}ﬂmglél{b

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 AFP L2KAP  Ver, 01

Page 1 of 1
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EU Declaration of Conformity

0088
We 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 Lid.
Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, Ireland

Product Name: IMMULITE 2000 HBsAg

Catalogue Number (REF): L2KHB2

Siemens Material Number (SMN): 10381306

Classification: ANNEX I, List A
Conformity Assessment Route: ANNEX 1V
Notified Body: l.loyd's Register Quality Assurance L.td.

1 Trinity Park, Bickenhill Lane

Solihull, B37 7E8, UK
Identification No. 0088

Document Identifier: EC DEC_IMM 2000 HBsAg L2KHB

Version: 02

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

Robak ANt
Signature: Malgorzata ‘ :

Date. 201

Malgorzata Robak

Regulatory Affairs Supervisor

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

Document No. EC DEC_IMM 2000 HBsAg LZKHB  Ver. 02 Page 1 of 1



EU Declaration of Conformity

We 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
Lianberis, Gwynedd, LLE5 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, freland

Product Name: IMMULITE 2000 Herpes | & Il IlgG

Catalogue Number (REF): L2KHVGE

Siemens Material Number (SMN): 10381333

Classification: General IVD

Conformity Assessment Route: ANNEX HI

Document ldentifier: EC DEC_IMM 2000 Herpes | & 1 1gG L2KHVG
Version: 02

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagncg
This declaration supersedes any declaration issued previously for the same product. ]

Dugitally sigaed by Rubak Malgorzata
i

Robak Malgorzata

eason: | am ap
Dote: 2019.02.0

Signature:

Malgorzata Robak

Datev. "

Regulatory Affairs Supervisor [YYYY-MMQDD}

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

Document No. EC DEC_IMM 2000 Herpes | & Il IgG L2KHVG  Ver. 02

Page 1 of 1




We hereby declare that the product described below conforms fo all applicable requirements
of Council Directive 98/79/EC for in vitro diagnostic medical devices.

L.egal Manufacturer:

Place of Manufacture:

EC Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Inc.

Siemens Mealthcare Diagnostics Inc.
62 Flanders-Bartley Road

Flanders, NJ, 07836, USA

CARCLO TECHNICAL PLASTICS

Grant Road
Tucson, AZ 85705, USA

Hoover Precision Products
1390 Industrial Park Dr.,
Sault Ste. Marie, Ml 48783, USA

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane

Swords, Co. Dublin, Ireland

IMMULITE 2000 Systems Reaction Tubes

LRXT

10385206

General VD

ANNEX I

DoC_IMMULITE 2000 RxnTubes

4.0

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

Signature:

Document No. DoC_IMMULITE 2000_RxnTubes Ver, 4.0

- Ryan Sherrie

Sherrie Ryan

Digitally signed by Ryan Sherrie

09:12:46 -04'00°

DN: serialNumber=20026ZFR, givenName=Sherrie,
iemens, cn=Ryan Sherrie

. Date
Sr Manager Regulatory Affiars
Siemens Heaithcare Diagnostics;
Newark, DF 19714 !

[YYYY-MM-DD]

Page 1 of 1




Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

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

We hereby declare thal the in vitro diagnostic devices
described below conforms (o 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 i1,

Produkiname {deutsch);

Product name (English).

f
|
J

[ IMMULITE 2000 / IMMULITE 2500 Waschmodul

| IMMULITE 2000 / IMMULITE 2500 Probe Wash Module

|

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

[ L2ZPWSM

‘ FPackungsgrofie(n) / Package Size(s) (REF):

; L2PWSM J
IVD-Kategorie / IVD Category:
Sonstige [ Others |

Hersteller f Manufacturer:

L Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address {inftemational);

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

Bestétigung / Authorization:

/)

Director Quality/Regulatory

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2011-04-14

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

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

Seite / Page: 1 von/ of 1



EC Declaration of Conformity
according to directive 98/79/EC, Annex 111

Manufacturer:

Siemens Healthcare Diagnostics Inc.
5210 Pacific Concourse Drive
Los Angeles, CA 90045-6900

U.S.A,

We declare under sole responsibility that the following device to which this declaration relates,
meets the essential health and safety requirements and is in conformity with the relevant sections
of applicable EC standards and other normative documents. If changes are made to the product
which is covered by this declaration of conformity, the declaration of conformity is no longer
valid.

Device type: In Vitro Diagnostic Medical Device
Device name: IMMULITE® 2000 Chemiluminescent Substrate
Catalog number; L2SUBM

National and other
standards and technical EN 375, EN 980, ISO 13485, EN 13612, EN 13640, EN 13641,
specifications: ISO 14971, ISO/IEC 17050-1, 2, EN 17511, 21 CFR 820

EU Representative: Siemens Healthcare Diagnostics Limited
Faraday House
Sir William Siemens Square, Frimley
Camberley, GU16 80D
United Kingdom

Signature/Date of /% // p
Manufacturer or ‘ C‘/g/ / 7//7
7

Responsible Party: 4 Signature

Name/Title of Signatory: k{i M },7,/ y» /)//f A(, PN Q) P

Print Name

Ed. 00 RA-018-A EffDate: 04/08
August 13, 2009




EU Declaration of Conformity

We hereby declara that the products described below conform to all applicable requirernents
of Coundil Directive 8B/7TY/EC for in vitre diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF);

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document Identifier:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diag
This declaration supersedes any declaration issued previously for the same product. 7

(oash L1l

Signature:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Lianberis, Gwynedd, LL85 4EL, UK

IMMULITE 2000 PSA

L2KPS2
L.2KPS6

10380986
10380996

ANNEX I, List B

ANNEX IV

Lioyd's Register Quality Assurance Lid.
1 Trinity Park, Bickenhill Lane

Solihull, B37 7ES, UK

Identification No. 0088

EC DEC_IMM 2000 PSA L2KPS

01

Anita Wample

Head of Quality Management

Siemens Healthcare Dlagnostics Products Ltd,
LLanberls Gwynedd LL5S5 4EL, UK

Document No. EC DEC_iMM 2000 PSA L2KPS Ver. 04 Page 1 of 1
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