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T4 9001 -NF BN 150 13485

Zone Industrielle - 61500 SEES ~ France
Tel. : + 33 (0)2 33 81 21 00/ Fexc: + 33 (0)2 33 28 77 51

TO WHOM TO BE CONCERNED

| |
We, Seppim S.A.S., manufacturers of Elitech Clinical| Systems reagents, having
our factory at Zone Industrielle, 61500 Séas - Franee, confirm |tha£: our clinical reagents have
bsen validsted on Vital Scientific equipment. As such available Elitech Clinical Systerns
reagent applications for Vital Scientific instruments égr.e CE-IVD \corxpliant‘
| |

Reagents, other than Elitech Clinical Systems reaﬁ}ents. are ﬁot validated con Vital Scientific
equipments, and we also can't know the impact of other reagents on Vitel Scientiifc

equipments. |
. l
May 22™, 2012 : |
|

|

Noi, subsemnatii Seppim S.A.S., cornpania producatoar a regentilor Elitech
Clinical Systems, avand fabrica de producere n Zonfe Industriellka, 61500, Franta, confirmém,
ci reagentii au fost testati si validali pe echipamentele Vital Sciq‘ntif c. Pentru acesti reagent]
existand si protocoale specializate pentru analizatoarele produs dg Vital Scientific. Atat
reagentii cat gi echipamentele sunt certificate CE-IVD. \
Alili reagenti Thafara de Elitech Clinical Systems, nu au fost testgti s| validati la echipamentele
Vital Scientific si noi nu cuncastem compatibilitatea si impactul lbr gsupra analizatoarelor Vital
Scientific. ~ ‘

22 mai 2012

bra
/:/"/ ;

7

‘4-'-~"""'Lg},u¢ﬁt@xw’x .

S

Signed on behalf of the manufaciurer
Valérie GOURDON

Regqulatory Affairs Manager
COMPANY SEPPIM 8.A.S

SEPPIM S.AS

4 rue Auguste Mattin
rone incustreli

Sociéts par actions simplifide au Czlpiml; de 1219 592/14 £
SIRET 318 365 228.00036  APE 2059Z
RC ALENCON 318 365228




ining

Instrument Tra

Vital:@aianitific' BV hereby dedares that t

_LITechGroup

he participant has

attended a four days semmaj' for service engineers and the
participant is now a certified engineer for the deélared

instruments.

Participant:

Company:

Instrument.

Date of training; April 208 + April 23rd,
TR ‘ s

System. 'Smp}s@ﬁt Managen

Jan Oostendorp F

Mr, 8. Sorocovici

Global Biomarketing G
Moldova |

Vitalab: XL Series

E Series |

Dry ISE
Micro Se;rie
ProXS

Syste

Junior Series

roup-Neldeva SRL

/4]

2010

anﬁﬁngei neer:
L

rank vd. ”Korp ut




(_.,

Spankeren, 17 April 2013

To whom it may concern, _
|

Vital Scientific ?B:-\(., mé'h'pféctu'rérs of cli_nical .eherf;iistry analyze

headquarters and factory at:

Van Rensselaerwerg 4,
6956 AV Spankeren/Dieren
The Netherlands

and being a company of ELITech Group, hereby e_i:mﬁrms th
analyzer Selectra: ProM §is a closed system. We can guaran
thie analyzer only when ELITech clinical chemistry reagents

\ﬂit;?l Scientific B.V.
{r‘:“\

{ ; \’Jf'.: BE R e AT

4] e ital Scientifio BV

/\x&f\/“/’ ()J Box 100 - Van Rensselasiweg 4

6856 AV Spankeron/Disran

\ AU M The Me el s
\ | el e Phe Netherlands
L _MAltin.lq E | 1

‘Managing Dliréctor

at (
e

SCIENTIFIC

PO. Box 100

8950 AC Dleren

Van Rengselasiweq 4

5956 AV Spankeren/Diere,
The Netherlands

Tel: +31 213-430500

Fax: +31 313 427807

Email: info@vitalinl

Wahsgite: wiw.vitaisciontific.
Vat na.; MLA013396860801

rs having

slinical chemistry”
the performance of

pra used.




c € Declaration of Conformity

We: ELITechGroup B.V, .
Van Rensselaerweg 4 |
6956 AV Spankeren | |
The Netherlands |

Declare/under sole responsibility that the product Indicated bel'ow{(includlng all spares and accessories) and to
whlch this declaration relates, confarms to the provislons of theEEU Directivel on In Vitro Dlagnostic Medical
Devices (98/79/EC) of the European Parliament and the Council jof 27 October 1998, It Is certified that this:
product is registered In accordance with the requirements of above mentloned EU Directlve and carrles the CE
marking,. i

Prod@ct : Clinical chemistry analyzer
Product No. : 6003-400

Model : Selectra ProM

GMDN code : 56678

Praduct classification ' !
As per Article 9, section 1 the products are ca.tegorifzed as other d;e,vices (“self declaration”).
Conformity assessment procedure

In accordance with Annex Iil of the IVDD

The product (including all spares and accesscries) may be markeéed without any restrictions within the following
countries and regions:

s The Netherlands (NL)
*  All other member states of the Eurcpean Union (EU)
= Al other states that are part of the European Economic Area (EEA), Including Switzerland

Spankeren, March 2015

UL A

A, Altink

Managing Director

| Code: 6003-400 [ Doc. No.; 510 " [Versioni06 | Page 1of2




CE

Declaration of Conformity

!
|
:
i

Ustﬂdappﬁed(hanhonnéd)standards

i

Standard version

Dessription ' '

Certification by

Safety

IEC 61010-1:2001

Safety requirements for efectrlcal equipnhent for
measurement, control,-’an;d' laboratory use, Part 1
General requirements |

1EC 61010-2-010:2003

Safety requirements for elestrical equipment for
measurement, control:and laborstory use -

Part 2:010: Partlcular requirerients for laboratory
equipiert for the heating of materlal

IEC 61010-2-081:2001

Safety requirements for elattrical equipment for
measurement, control, _'anfd laboratory use. Part 2-
081: Particular requirements for automatic and
seml-automatic labaratory equipment for analysls
and other purposes :

EC 61010+2-101:2002

safety requirements for eiectrical eguiproent for
mensurerient, control, and labaratory use - Part 2-
101; Parti_’cujar'requi{am&hts for in vitro |diagnastic
(IVD) medical equipment |

DEKRA

EMC

IEC 61326-1:2005

Electrical equipment for measurement, “c’m’Trai ant
laboratory use - EMC requlirements - PaFt 4
General requirements | ‘

IEC 61326-2-6:2005

Electrical equipment for fmeasurement, control and
laboratory use — EMC feguirements — Part 2-6:
Particular requirements = In Vitra diagnostic (VD)
medical equipment i

DEKRA

Quality
systenis

IS0 6001:2008

Quality systems - Model for quality assurance In
deslgn, development, p’rcllductien, Installation and
se‘wl;lng. ;

EN1SO 13485:2012

Medical daexr]casFﬂ(lua!lt\,f1 management systems--
Regulremnents for regulatory purpases.|

CAN/CSA 150 13485:2003

Medical devices=Quality management systems—

DEKRA !

Requirements for regulatory purposes.

Code: 6003-400

Doc. No.: 510

Version: 06

l

Page 20f2 ‘




5 0L UTHONS

taffored to yoor neeis

E{ITechGroup 8.V,

£O. Box 100

6é50 AC Dieren

\/%n Rensselasrweg 4

6?56 AY Spankeran

The Netherlands

Tél.: +31 313 430 500

Fax: +31 313 427 807
inffo.ecsnl@elitechgroup,com
www elitechgroup.com
Clhamber of Commarce 09175642

|
Spankeren, July 20th, 2015

MANUFACTURER’'S AUTHORIZATION LETTER

National Competitive Bidding (NCB) No.: 15/01496 Auto;maticBlo Chémi;tw Analyzer
For procurement of varidus medical equipment includingﬁ biochemistry units.

To: |
Ageritia Medicamentului si Dispozitivelor Medicale |

WHERE AS ! i ‘
We ELITECHGROUP B.V. who are official manufactur&irs of Clinicall Chemistry Analyzers having
factorles at the Van Rensselaerweg 4 * 6956 AV Spén‘keren * TT. Netherlands do hereby

authorize.

GBG-MLD SRL

mun. Chisinau

str. Tighina 65 of. 607 |
MD-2001

Republica Maldova

To submit to submit a ténder the purpose of which is toéprovide the following Goods, manufactured

by us:
Tender  ltemS.. No.  Description Required Quantity
15/01436 6003-400 Bio-Chemistry Auto Aﬂaiyz';e'r 11

Selectra ProM v
(6 open systems with ISE) ;
(5 closed systems with ISE);

Manufactured by us, and to subsequently sign the contr:é;ct fot the supply of such goods;
We extend our full guarantee and warranty as stated unger GCC Clause 27 of the General conditions

of contract with respect to Goods offered by the above 'Et'ender.

Kind regards, .

ELITechGroup B.V. " | ‘
/7«, L TechGroub bﬁ\‘}‘f""* | |
TN\ sy A - 6350 NC D9 Tl

SN et N g 4 - 606 A Gpatiets

A, Altink e
; 37y resinEIVA i
Van Reng Wethiaranes

Mahaging Director The




Dia.Pro
Diagnostic
E?ibProbes

 DIA.
PRO

l

tter of Author

Za:tia
|

‘G.iCard

Le
\
J
|
|

Bioprobes S.r.l.” located at Via

We, “Dia.Pro Diagnosth '
Italy, authorize

Giovanni (Milan) 2009‘9,
|
N
GLOBAL BIOMARKETING GROUP - MOLDOVA SRL
Str. Tighina 65, Oficiu 607 '
MD-2001 CHISINAU
REP. MOLDOVA

as our exclusive distributor for the territory of the Repu

I#Iic o1
in various tenders with D:ia.Pro ELISA products. l

|
_ | |

We, Dia.Pro Diagnostic Bidprobes S.r.l shall supply our distributor
GROUP + MOLDOVA SRL with all products In strict compliance| with

Agreement” rev.0117 valid until 31-Dec-2020, with possibllity of f
between both parties for|an additional period. '
|

n

iccl, Nr. 27 —|Sesto San

f Moldova, th participate

GLOBAL BIOMARKETING
the existing "Distribution
enewal upon|agreement

Dia.Pro Diagnostic Bioprobes S.r.| will grant the supply of all aws
natural expiry, of which la documental proof has to be p

GLOBAL [BIOMARKETING|GROUP - MOLDOVA SRL,

Sincerely yours,

probes S.r.l.
DIA.PRO.
AGNOSTIC BIOPROBES S.rl.

gn lstic Bio
ial [P

LA (_/cyh‘ ‘ﬂ'l
fiorenza Bcozzes|
Legal Representative

Dia.Prp ) Di

|
srded tenders until thelr

rovided to Dia.Pro by the distributor

Il
1

Date: Miiarr, 31—January-20]‘8

DIA.PRO Diagnoslic Bioprobes $.1.1.
Sede legale e lab.: Via
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CHRTIFICADO DE EXAMEN CE|DE DISEN(
de acuerdo con el Anexo 1V, punto 4, de la! Directiva 98/79/CE |
| EC DESIGN-EXAMINATION CER TIFICATE
in accardance with Annex 1V, Section 4, Directive 98/79/EC ‘

PRORROGA/EXTENSION — Fecha iniclal/ Initial date: 11/12/2003 |
Feclia de Gltima prorroga/ Last extension date: 27/11 f2()|13

Certificado n®/Certificate no Fecha de validez/Date of validity ON !n“!Nb’ HO
2003 12 0390 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 - 0318

A favor de /Iu favour of:
Fabricante/Manufacturei: |
|
|
|

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.L. \

Direccién/Address: Via G. Carducci, 27 -20099- Sesto San Giovzjmnf‘ — Milano|(Italy).

Representante autorizado ante la UE/Authorized EU representative:
Nombre/Nante: Tdem Direecion/Address: Idem . |

Para el producto/For the product: |
Categorla/Category: Productos Sanitarios para Diagnéstico “In Vitro” / In Vitro
Grupo genérico/Generic group: Diagnéstico de enfermedades infegciosas /| Diagn
Tipo/Type: Especificados en| Anexos de este Certificado/Specified in Annexes to this Certificate.

Diagnostic Medica] Devices
stic of infectious d‘f’.vea.s'ex '

Elaborado en/in the ﬁtcﬂit)les: i
Dia. Pro'Diagnostic Bioprofbes S.r.l. ‘ I

Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Itals;).

antia de Calidad Total NY

Este certificacdo debe ir acompafiado por el certificado CE de Sjstema de Gar
Duality Assurance System

2003 12 0388 CT/ This certificate must be accompanied by the EC Full ¢
Certificate N" 2003 12 038$ CT,

Este certificado es consecu%ncia de la evaluaciéon de la documentaci(t] técnica ;del diseio contenida en el
expediénte N 2003 05 0240, y garantiza que el diserio de los productos descritos cumple los requisitos de
1a Directiva/ This certificaté is issued on the assessment of the design documentation contained in dossier
N°2003 05 0240, and gua;janz‘ees that the design of the described plfoductsfu,l‘}"zl the requz’remer}z[s of the

Directive,

Madrid, 19 de noviembre de é018 ;
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARiOS
| i : | !

I/‘ ;gen.cia e;spa;ﬁo!a de | |
. edicame n‘to[ |
A Productos| lon :

sisa”ffafrios

Fdo. M? Jesus l.amas Diaz

Firmado digitalmente por: Agencla Espanola de Medicamentos ¥ Productos Sanitarios Lacalizador| B2YB2AGE4ED

Fecha de |a firma. 19/11/2018

Puede comproher la autenticidad del documento en la aplicacion Localizado

[CORRED ELECTRONICO Pagina 1 de 2 | :
Tel

onD318@aemps.es i
ORGANISMO NOTIFICADO 0318

- de la Web de la AEMPS |
I C/ CAMPEZC, 1 - EDIFICID 8
28022 MAORID
+ (+34) 902,101,322 [(+; 4} 91.,322.54.97
F 4
;

ax; (+34) 91.822.51.89
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| |
|
| |
|
|

. CERTIFICADO DE EXAMEN CE DE DISENO
de acugerdo con el Anexo IV, punto 4,dela Dlrectlva 98/ J’?!CE

. | ECDEST GN-EXAMINATION CERTIFIC. TE |
in accordance with Annex IV, Section 4, Directive 98/79/ :C

PROJRR()GA/EXTENSION—— Fecha inicial/ Initial di.fc. 11/12/2003

Fecha de iltima prérroga/ Last extension date: 2 /IUZOFS
. — =
Certificado n®/Certificafe no Fecha de validez/Date of valjdity ' ON n'/NB nd
2003 12 0390 ED Desde/From 19/11/2018 [Hasta/To 18.{11/2023 031&
’ !

A favor de/In favour of: | |
Fabricante/Manufucturer; ! l
Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r. 1. ' |

Direccion/Address: Via G Carducci, 27 -20099- Sesto S‘ll"n Giovanni - Milano (Italy).

Representante autori zadq ante 1a UE/Authorized EU repy esentative:

Nombre/Name: Idem Direccion/Address: Idem | _
Tipo de producto / Devicé type: Reactivos y productos reactiyvos, callbladclres y materlale§ de control
para el diagndstico de enfermedades infecciosas / Reagents, and reagent products, calibrators|and conirol

|

materials for diagnostic of human infectious diseases. |
|

Clasiﬁcééidn/CZassiﬁcalion' Lista A, Anexo II/ List A, Annfex I i
|

n, confirmacion y cuantificacion e{n muestras

Reactivos y productos} reactivos para la determinacia
Ucabsorcmn

humanas de marcadorey de infeccion por Hepatitis B, nndlante tec}ncas de Inmu
enzimatica (ELISA)/ Reag nts and reactive products for the derér ‘mination, confirmation and qwnnjzcamn
in human specimens of an/cers of Hepatitis B infection, by Enzyme-linked immunosor bent assay (ELISA)

[NANDO: IVD 0203]

HBs Ab ELISA cralitativo-cuamitativo [ ELISA quah’!az.‘c've-quanr:ftative

- SAB.CE (96£tes‘ts)
| L

Este certificado ampara lodas las ;marcas de estos productos ncluidas por el fabricante en su

declaracion de confor mlclad | This certificate covers all i ‘ademarks of these products mcludea by the

manufacturer in his declar (:tzon of conformity.

\
| o
. Madrid, 19 de noviembre de 201%

\

DIRECTORA DE LA AGEN|CIA ESPANOLA DE MEDICAMENTOS Y PRO DUCTOS SANITARIOS

i i i
.m :}qee;l'c;a @Spanola de
amae
Productog| ditaria)

|Sanitariog

Fdo. M? Jesls Lamas Diaiz

1 ' |
. | X
Localizador! 62YB2AG54D \

Firmado dlgllalmente por: Agencia Espafiol de Medicamentos y Productos Sanilarios

Fecha de la firma: 19/11/2018
Puede comprobdr la autenlicidad del ducum},nio en la aplicacion Localizador de la Web de la AEMPS \
C/ C/\MPE]O* 1-F DIF!CIO 3

Pagina2de 2
CORRED ELECTRONIC 8} g BU27 MADRID
Tel,: (+34) 902.101.322 /(+q4 ) 91.,822.50.97

0n0318@aemps es | | (g .eze
| ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89

e
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MINISTERIO

DE SANIDAD, CONS

Y BIENESTAR SOCIA
z by o LR

CERTIFICADO DE EXAMEN CE DE DISEN(
de acuer Ido con el Anexo I'V, punto 4, de la Difectjva 98

E
in accd

PRORR(
Fecl

AgeILia Espabiie de
medicamanios
maduclos sanlulos

ém
0
/79/CE

| }
C DESIGN-EXAMINATION CERTIFICATE
rdance with Annex 1V, Section 4, Directive 98/7

YGA/EXTENSION — Fecha inicial/ Initigl date: 11
1a de ltima prorrogal Last extension date: 27/11/20

YEC
12/2003
13

200312 0393 ED

Certificado n*/Certificate

ON n°/NB o

Fecha de validez/Date of validity
0318

Desde/From 19/1 1/2018 Ij{asfa/To 18/

no
11/2023

A favor de /I favour of:

Fabricante/Manufacturer:

Direccion/Address: Via G,

Nombre/Name: DIA, Pro q

Representante autorizado ante la UE/duthorized B U representatives

Nombre/Name: Idem Direccion/Address: 1dem

iagnostic Bioprobes S.r.l.
San Giovann# — Milano|(Ttaly).

arducci, 27 ~20099- Sesto

Para el producto/For the p

|
roduct:

Tipo/Type: Especificados en

Categoria/Caregory: Productos Sanitarios para Diagndstico
Grupo genérico/Generic group: Diagnostico

e e o , o .
“In Vitro*/ In Vitro Diagnostic Medical Devices
i111'e¢ci0§as } Diagnostic of infectious f{f.\'(.’(.‘.\'rz.\'

N

l de enfermedades

| Anexos de este Certificado/Specified in Anpexes to this Certificate.

Elaborado en/In the fucilities:

i\
Y

Dia. Pro Diagnostic Biopra

bes S.r.l.
- Sesto San Giovanni — Milano (Italy).

Via G. (arducci, 27 -20099

' !
Este certificado debe ir acompafiado por el certificado CE de Sistema de Gar

2003 12 0388 CT/ This ¢

Certificate N* 2003 12 038{.T CT.

Este certificado es consecuencia de
expediente N° 2003 05 0240, y garantiza
la Directiva/ This certificate is issued on the assessme

N 200305 0240, and guar
Directive.

DIRECTCRA DE LA AGE!

/

NCIA ESPANOLA DE MEDICAMENTIO

antia de Calidad [Total N°

Duality Assurfuzc{e System

ertificate must be accompanied by the EC Full (

la evaluacion de la documentacion téenica del disefio conterjida en el
que el diseflo de los productos descritos cumple los requisitos de
nt of the design documentation contained in dossier

antees that the design of the described pq"oducts./u_/]’il the requirements of the
| /

} Madrid, 19 de noviembre de 2018 | |
‘ S Y PRODUCTOS SANITARIOS
| | |
| agencia ¢ |

Cla es = |
medicaygs'i';zf;u de

Productos sanitarios

oIl

Fdo. M@ Jesus Lamas Dia;z

|
|
|
|
i
|

Firmado digitalmente par: Agencia Espariolz
Fecha de la firma: 19/11/2018

de Medicamentos y Productos Sanitarios Localizador] GJECE29008
|

.

Puede comprobar la autenticidad del dacum

CORREQ ELECTRONICO_|

anito e la aplicacion Localizador de la Web de la AEMPS '
C/I CAMPEZC, 1 - EDIFICIO 8
128022 MADRID
Tel,: (+34) 802,101,322 /(+34) 91.822.50 07

Pagina 1 de 2

on0318@aemps.es

ORGANISMO NOTIFICADO 0318 Fax: (+34) ¢1.822.52.089
|
|




(
de acu

inlac

PRORR(

FERTIFICADO DE EXAMEN CE DE DISENO
erdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

|
|
|

EC DESIGN-EXAMINATION CER[ IFICATE

cordance with Annex IV, Section 4, Directive 98/79/3|E‘C

\GA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de dltima prorroga/ Last extension date; 27/11/2013

2003 12 0393 ED

Certificado n® Certificate no

ON n/NB no |

Fecha de validez/Date of validity .
-0318_

Desde/From 19/11/2018 [Hasta/To 18/11/2023

A favor de/In favour of: |

Nombre/Name: Dia. Pro

Fabricante/Manufaciurer;

Direccién/Address: Via G| Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante au toriizadldi ante la UB/Authorized EU representative:

iagnostic Bioprobes S.r.L.

Nombre/Name: Idem Di

-eccion/Address: Idem

Tipo de producto / Device
para el diagndstico de enfi
materials for diagnostic of hi

Clasificacién/Classification

Reactivos y productos ire
humanas de marcadores

enzimatica (ELISA)/ Reagents and reactive products for the detérminatipn, cor

in human specimens of ma
[NANDO: IVD 0203]

HDV Ab ELISA ¢

DAB.CE (96 tejts)

Este certificado ampara {
declaracién de conformidg
manufacturer in his declarat

DIRECTORA DE LA AGENCIA

iman infectious diseases. -

ores y materiales de contiol

type: Reactivos y productos l'eacti{los, !ca]ibrad
| Jt'ucts, calibrators and control

rmedades infecciosas / Reagents, and ;"ehgefit pro
| |

Lista A, Anexo 11 / List A, Annex I | |

(ctivos para la determinacion, confirmacion y cuantificacién en uestras

ricas de Immumoabsorcion
firmation and quantification
ay (ELISA)

de infeccion por Hepatitis D, mediante téc

ers of Hepatitis D infection, by Enzymé-linked immunosorbent asd
|
1

unalitativo / ELISA qualitative

odas las marcas de estos productbs incluidas por el fabricant;e'_en. su

d. / This certificate covers all tradenfmrkk of these products included by the
jon of conformity. 3 1 '

Madrid, 19 de noviembre de 201d

ESPANOLA DE MEDICAMENTO$ Y PRODUCTOS SANIWTA?IOS

’ r<:)ge¢’edn‘céa e$pa»1*iol'a de
' , ' am
Product enltos 4

0S Sanity
Sanitarios

Fdo. M? Jests Lamas Diaz

= ——

Firmado digitalmente por: Agencia Espafiola
Fecha de la firma: 19/11/2018

de Medicamentos y Productos Sanitarios Localizador: IGJECHQQDCB '

Puede comprobar la autenticidad del docume

[CORREO ELECTRONICO _|

on0318@aemps.as

nto en la aplicacion Localizador de la Web de fa AEMPS

Tel.| (+34) 902.101.32
Fa

G/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID
2 (+34) 91.822.59.07
% (+34) 91.822/52 89

Pagina 2 de 2

ORGANISMO NOTIFICADC 03181




EC DECLARATION OF CONFORMITY

|

|

W

Bi

Djagy

a.Pro
nostic
oProbes

DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

MANUFACTURER | . :
{ VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
: GIOVANNI (MILANO) — ITALY
PRODUCT ; HAVIgM |
| .- CODE: AVM.CE (96 tests) | |
CLASSIFICATION | GENERAL IVD |

CONFORMITY ASSESSMENT ROUTE

SELF CERTI}T ICATION ;

WE HEREBY DECLARE THAT THE ABOVE MENTIONED P
VISIONS OF THE COUNCIL DIRECTIVE
FOR IN VITRO DIAGNOSTIC DEVICES.

"THE PRO

|
i |
RODUCT MEETS
08/79/EC

0INr 50 100 5931/A |

1SO CERTIFICATE(S)

UNI CEL BN 1SO 9%
UNI CEI EN ISO 13485-Nr 50 100 $931/B |
RELEASED BY CERTIFICATION BODY TUV

Ttalia S.v.l. ! |

PLACI & DATE OF I'II

ST ISSUE

MILANO - SEPTEMBER 2003 |

PLACE & DATE OF CU
ISSUE

RRENT

SESTO SAN GIOVANNI (MI) ~ DECEMBIR 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

1
g

%
5 B

r

Ot PR
WARRUSETIC 8 {}{-lm'r'ilz?s gl '

(e | 278017 )

Sede lega

Tal. +39 02 2700716
Capitale soclale-€

/

| ;
DIA.PRO Diagnostic Bloprobes $.1.1.
b 6 lab.: Via G.Carduccl, 27 — 20099 Sesto §. Giovanni (MI; — llalia :
1/6450'+ Fax +39 02 26007726 hitp i, diapro.it » E-mail; info@cliapro.it ‘
50.000,00 LV. — P.IVA: 1 1924660159 — Reg. Injp. 119246601569 -+ REA 1509959 :
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EC

Dia.Pro
Diagnostic | |

BioPrabes;

DECLARATION OF CONFORMITY

STAPRO DIAGNOSTIC BIOPROBES S R.L.

MANTFACTI'IRER .
| VIA G. CARDUCCI N® 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — [TALY |
PRODUCT ! CMVIgG | |
.= CODE: CMVG.CE (96 tests) i |
CLASSIFICATION ANNEX I - LIST B : [

CONFORMITY ASSESS MENT ROUTE | ANNEX IV
.- ! |

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
| PRODUCT MEETS THE PROVISIONS OF THE COUNCIL/
| | | DIRECTIVE 98/79/EC
'~ | FORIN VITRO DIAGNOSTIC DEVICES.

||

NOTIFIED BODY AEMPS —n° 0318

(EC) CIERT‘IFICAT]E(S)

e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex IV -
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318,

e UNIEN ISO 13485 N° 2013 11 0039 EN
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2004 |

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 201‘.%"
EMISSION |
SIGNATURE | | 5
Legal Representative | DI R0 il

AL ié:".',.u i 4

Dr.ssa Fiorenza Scozzesi

Rav: | 05/2018

! |
| ! DIA.PRO Diagnostic Bioprobes S.r., |
Sede legale e lab.: Via G.Carducci, 27 — 20099 Ses‘_ro S.Giovanni (Ml) - Italia |
Tel, +39 02 27007161/6450 + Fax +39 02 44386771 » hitp.'//w(‘/vw.dfaproﬂ + E-mail: info@diapro.it
Capitale sociale 650.000,00 V. - P.IVA: 11924660159 ~ Reg. imp. 11924660159 - REA 1509959 |
|



Di‘ .Pro
Diagnostic
BioProbes

|
|

DIA.
PRO

et I 1
(S L mHEL

PR aR

EC DECLARATIO

N OF CONFORMIT

Y

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S R.L. ]
VIA G. CARDUCCI N¢ 27 — 20099 SESTO SAN ,
: . GIOVANNI (MILANO) — ITALY g
PRODUCT | CMVIgM | |
i | CODE: CMVM.CE (96 tests) |
CLASSIFICATION ANNEX I - LIST B| | |
£ONFOrRMI'Ii‘Y ASSESSMENT ROUTE |ANNEXIV | |
| | !
WE HEREBY DECLARE THAT THE ABOVE MENTIONED |
PR;ODUCT MEETS THE PROVISIONS OF THE iCOUNCIL‘ ;
| ~ DIRECTIVE 98/79/EC | |
L FOR IN VITRO DIAGNOSTIC DEVICES.
NOTIFIED BODY | AEMPS —n° 03[18 | TR}
(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
: 2004 05 0442 CT (in accqrdance with Annex IV ~

except Section IV) of the
RELEASED BY EC NO

C NOTIFIED BODY N° 0318
UNIEN ISO 13485 N° 2013 11 0039 EN,

Directive 98/79/EC),

RELEASED BY EC NOTIFIED BODY N° 0318 |

L |

iL-ACE & DATE OY FIRST ISSUE MILANO - MAY 2004
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 201§
EMISSION }
SIGNATURE '
Legal Representative f‘-‘-i-’"%, e
Dr.ssa Fiorenza Scozzesi i i i o
| (| Lo
{ I.-' |
1
|
. |
[T [-5701% | | ;
bes| S.r.1. :

- Tel. +39 02 270071671

Capitale sociale £50.000,00 1.V. - PAVAL
H |

DIA.PRO Diagnostic Biopro

Sede legale e'lab.: Via G.Carducci, 27 — 20099
/6450 + Fax +39 02 44386771 + hitp

Sesto S.Giovanni (A
Swww.diapro.dt = E-
1924660159 — Reg.

Al) — ltalia
mail: info@diapro.it

Imp. 119245601551 — REA 1508959
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
: VIA G. CARDUCCI NP 27 — 20099 SESTO SAN
; GIOVANNI (MILANO) — ITALY
PRODUCT HSV1&2 IgG| |
| CODE: HSVG.CE (96 tests) ‘
CLASSIFICATION | ; GENERAL IVD RS
CONFORM]’] Y ASSESSMENT ROUTE | SELF CERTIFICATION i

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS -
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC - |
FOR IN YITRO DIAGNOSTIC DEVICES. | |

1

ISO CERTIF];ZCATE UNE EN ISO 13485 NP 201 3' 11 0039 EN,
RELEASED BY AEMPS (AGENCIA ESPA NOLA !

DE MEDICAMENTOS Y PRODUCTOS |
SANITARIOS) |

PLACE & DATE OF FIRST ISSUE | MILANO — MARCH 2004 N
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MARCH 2019

ISSUE | | |

SIGNATURE ! |
Legal Representative ; '
Dr.ssa Fiorenza Scozzesi
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Declaration of Conformity

HL-7- 0137 DC DOI 2013/10 (6)

In Application of the Council Rirective 98/79/EC on the approximatjon of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking. !

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to B, The below listed products are not classified under Annex |l Lists
A of B, Access to the appropriate technical files will be made available to the
appropriate body in the event this is required,

Product Descriﬁ'ﬂon GMDN
Code ’ Classification Code
5186 Routine chtrcj;l N 30590

[
|

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

\
Full Name: M., Steph%nson Title: Managing Director

|
Signed: %f M /% Date: 31¢ October 2013

Tel +44 (0)191 482 8440 | Helena Biosciences Europe
Fax +44 (0)191 482 8442 | Queensway South, Team Valley Trading Estate,
Info@helena-blosclences.com ’ Gateshead, Tyne and Wear, NE11 08D,
www.helena-biosclences.com ; United Kingdom

|

I



Declaration of Conformity

HL-7- 0138 DC DOI 2018/10 (6) i

In Application of the Council Directive 98/79/EC on the approximation of
the faws of the Member States relating to In Viiro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections @ to 5. The below listed products are not classified under Annex Il Lists
A or B, Access to the appropriate technical files will be made avallable to the
appropriate body in the event this is required.

| |
Product Descrip}ion | GMDN
Code : | Classification Code
5187 Routine bontro]l A 30590

|, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: M., Stephlpnson Title: Managing Director

Signed: %I M / % Date: 31* October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 B442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 08D,

www.helena-biosciences.com United Kingdom




5.31-6 Yushlma, Bunkyo-ku, Tokyo 118-0034;Japan
Phone:81-3-3818-6281 Fax:81-3-3813-7301

(Gme) ERVV
‘ L4 E.mall.addressirade@erma.co.jp.

rarros N T |

Snee 1008 |
|

MANUFACTURER’S AUTHORIZATION LETTER

Date Apr. 13, 2007

To Whorw} It may cencern,

WHEREAS, we ERMA INC,, vj'vho are ofﬂ‘cia%x! and reputable manufacturers
of medical and Iab;oratry eguipment as S;peciﬂed Hereafter, hematology
analyzer, biochemical analyzer, billrubinmeter, hemoglobinmeter,
microtome;, having fac.;:tor'i.jes at 2-31-6 Yushima Bunkyo-ku, Tokyo
113-0034 Japan do hereby§auﬁh0|fize~:_'v |
GLOBAL BIOMARKETING GROUP MOLDOVA
Office 607, Tighina Str. 65 Chisinau, Moldova

To submit a bid In relation to the Bidding :Document indicated above, the

purpose of which:is to pro}v,id@ the goods manufactured by us and to
subsequently and:sign the Contract. 3

Truly yours,

s M BEEERT

“Mayumi Kugimoto o I
‘Manager, International Div, 4 |
ERMA INC.




5 A A L e ST S —— S

DNV-GL

MANAGEMENT SYSTEM
CERTIFICATE

Cepruhuxar No: flata HakansHol ceptudurauii; ,Lle!;‘&c*rrémeueu:
59R73-2009-AQ-MCW-FINAS 20 pskabps 2000 21 wonn 2018 - 31 asrycTa 2021
|

HacToaulnM yaAOCTOBEPAETCA, YTO cucTeMa MeHeAXMeHTa Olj)l’aHMBBIJMMI

AO «TEPMO ®ULLUEP CAVIEHT\I/ICDMK»

KybuHckasn, 4.73, nuTep A, Kopnyc 1, CaHkT-MeTepbypr, Paccuinckan denepaums,
196240

6blna npu3HaHa COOTBETCTBYIOWEN CTaHAAPTY:

IS0 9001:2015

HacTosawmi ceptudumkaT AerncTBuTeneH Ans cnegytoller oblnactu:
NPOU3BOACTBO AO3ATOPOB MUMNETOYHbLIX W CNEUNANBbHOIo
ONATHOCTUYECKOIO NNACTUKA.

OT Bhlnyckatoweroe oduca:

DNV GL — Business Assurance
Tpexnpyhnbu‘i nepeynok 9, cTp. 2, Mocksaa,
Poccuickas ®eaepauma

MecTto U aaTa:
Mocksea, 21 MoHR 2018

F?NI AS ‘E{P, (:‘:—‘? T O \@ Ty

Flnish Acnietitation Servise Cepre# [py6ud
S001 (EN ISO/EC 17021 Mpen¢TasuTens pyKoBOACTEa

HeBbiNOAHEHNE YCNOBUA [larogopa Ha
AWK e D G

)THLDHKBLI,M!O nenaeT Aa
£ £31 AD

VICDM KFJT HEADMCTEIMTCﬂthIM
SRR AN 2T

atamn S5, 02150 Bvean. Mnlapd, FEE 415850 282 A0




MINISTERUL SANATATH, MUNCH 7 DOCUMENTATIE MEDICALA /e ok
81 PROTECTIEL BOCIALE i FORMULAR Vg Nr. 303-28
AL REPUBLISH MOLDOVA  APROBAT DE MSMPS.al BRI T ymeminers MITCS3 o1

MAHHGTERCTRO SAPABOCXPAHEHAT, TPYLA $1,10.41 Rr, 628

W COLAATTEHOM AALIATL PECITY BN MV)J'LIIOB« Contrl do 3m}mﬂ s laborator acreditat de cdlie
Canirl Na;mna,; dir . il din Republica Mrsdmm MOLDAG
AGENTIA NAT[ONAI A PENTRU SANATATE PUBLICA Vo Tareraian 1 SOpHE ‘w‘ﬁc Ay S
! ACIIAS BHTOTRO ObY ALY 5 1t
e ":“OF e ! 6l )U'LCTBE%MOFL’ jél]OP(’L%L @ fnmrrt’al . L‘i (a4 din 17022018 vainbil panhla 16,05 2022

Acrerdial fn Blbtamet-Ministaniu Sanatafll, Mundil
$4Pmmutlm Mei.&la al RM

giten AnpasocxpaRekn, Thyad it

Bstjonn

gl i i ::253 din 24, 16 A, vatabll pand 1o 24.10,2018
AVIZ SANITAR | i oo
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LORNE

LABORATORIES

Date: 21-01-20

To Whom It May Concern

Letter of Authorisation

Tfhis ié:;;to confirm that GBG-MLD SRL of str. Tighina 65, of 607, MN-2001, Chisinau,
Republic of Moldova is an authoﬁ'ised distributor for Lorne Laboratories Limited in
Moldova.

GBG+MLD SRL is authorised to present proposals, offer quotations, accept orders
and participate in tender number 18/000e3 for the Natienal Blood Transfusion Center
for products on behalf of Lorne lLaboratories Limited. This authorisation is valid until

31.42.:2021. ‘ !
i |
The uhdersigned herewith states that the above is true and correct.
K____w_ | i/
TR~ ’, . —
4 \ ‘g/ | iiaaais LORNE LABORATORILS © PATED
.- b % w | Unit 1 Cutbush Park ndustrial Estate
N panefill
f Lower Earley
lan John | Berkehire RGE U
Mana.gi-(lg\/Director o i
\.

And duly autherised to sign this Authorisation on behalf of Lorne Laboratories Limited

Lorne Laboratories Limited | Tel: +44 (0) 118 921 2264
Unit 1 Cutbush Park Industrial Estate | Fax:+44 (0) 118986 4518
Danehill, Lower Earley | Email: info@lornelabs.com
Bérkshire RG64UT Urlited Kingdom | www.lernelabs.com

Fika o A12241; |
1500 13985:2002; 190 $001:2008 fepistered office as sbove. Registered in England No. 04540797, VAT Ne. 800 3635 66



		2020-04-01T14:16:32+0300
	AVIZAT




