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Jone Indusiriells - 61500 SEES - France

Tél. 1 +33 (()2338121 00/ Fax; +33(0)2 3328 77 51

TO WHOM TO BE CONCERNED

ayr factory at Zone Industrielle, 61500
baen validated on Vital Scientific equipment. As|such available
reagent applications for Vital Scientific instruments are CE-IVD com

Reagents, other than:Elitech ©

gquipments, and we also can't know the impact of other reagents

aquipments.

|
y 22", 2012 |
!

Clini

reagentii cat si echipamentele sunt cerificate CE-IVD.
Alfi v
Vital

Sciantific.

22 mlai 2012
f:LQBnW—

ned on behalf of the manufacturer
Vélérie GOURDON

Reguiatory Affatrs Manager
COMPANY SEPPIM S.A.8

SEPPIM S

4 rue Anguste M

i

Yot

L

@
Dl

A8

i

Sotidts par actions simplifiée au Capital de 1 219 592,14 €
SIRET 313 365 228 00036 APE 2059Z
RC ALENCON 318 365228

We, Seppim S$.A.S., manufécturers of Elitech Clinical &
Sées - France, confirm that o

yste
ur ¢

Noi, subsemnaiii Seppim 8.A.S,, compaq'ia producatoare a rege
| Systems, avand fabrica de producere n Zone Industrielle, 1%
cd reagentii au fost testati si validati pe echipamentele Vital Scientific.
ex’lé’tbnd si protocoale specializate pentru an alizatoarele produse de \

sagenti Tnafara de Elitech Clinical Systems, nu au fost testati si validaii
Scientific sl noi nu cuncagtem compatibilitatea i impactul lor asy

Elitec
iant.

500, F
Fentr
ital &

pre @

s reagents, having
ical reagents have
h Clinical Systems

i
linical Systems reagents, are ot validated on Vital Seientific

on Vital Scientife

ntilor Elitech
ranta, confirmam,
L acesti reagenti
cientific. Atét

la echipamentele
halizatoarelor Vital
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- VitalkBeélentifie BV hereby declares that the participant has
attended a four days seminar for service engineers and the

Instrument Tra

ning

participant is now a certified Pngmeer for the declared

instruments.
I
;
My, 8. Sorocovic

Participant:

Company: @lobal Biomarketing Group-Moldova SRL
Moldova
Instrument: Vitalab: XL Series
E Series
Junior Series
Dry ISE
Micro Series

gProXS

Date of training: April28ih +Aptil 23rd, 2010

System: Suppor't Managera

/

T LM | o
; 44@/4/? £ L/W | “““x/.' L&_ l R

System ﬂsp iport-Engineer:

Jan Qostendorp | Framkvid 'Korput
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Spankeren, 17 April 2013

CONFIRMATION LE|

To whom it may concern,

Vital Scientific B:V., manufacturérs of clinical chen}istry analyzers

headquarters and factory at:

Van Rensselaerwerg 4, .
6956 AV Spankeren/Dieren
The Netherlands

and being a company of ELITech Group, hereby ¢

analyzer Selectra ProM is a closed system. We can guarantee tt

the analyzer only when ELITech clinical chemistry

itgl Scientific B.V.

hirA

£ % A - L35, s [ & 2et r
~ttd N st Vitad Seieritifio BY
{f\\\,} \..-" // K}J Box 100 - Van Rensselaarwey 4

j G956 AY Spankeren/Dieren
Managing Diréctor

N bbb Ly o
ihe Nalthetlanos

TTER

onfirms that clil

havi

hical
e pe
reagents are used.

SCIEMTIFIC

PO Box 100

G950 AC Dieren

Van Rensselasrweg 4

HA6G AV Spankalian/Digien
The Netherlands

Tel: #31 313 430600

Fax: +31 313 427807

Bnsil: infalivitalinl

Wabsite: wnaLvitalsciantific.
Vat na.: NLAOI3396808M

chemistry’
rformance of
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| \
C € Declaration of Conformlty

o Es lr:-‘:ﬁfarqnlup; :

We:  ELITechGroup B.V,
Van Rensselaerweg 4 |

6956 AV Spankeren | :
The Netherlands |

Declare under sole responsibility that the product indicated below (including all spares and gccessorles) and to

which this declaration relates, conforms to the provislons of the|EU Directive on In
Devices {98/?9;‘EC] of the European Parliament and the Council of 27 October 199
product is registered In accordance with the requirements of abo re mentloned EU DIy
marking.

Product : Clinical chemistry analyzer |
Product No. : 6003-400 f
Model - : Selectra ProM |

GMDN code 1 56678

I
Product cia%ssfcatlon

As per Artn;[q 9, section 1 the products are categorized as other devices (“self declara
|

Conformity assessment procedure ;

In accordance with Annex Il of the IVDD

Vitro Plagnostic Medical
8, It is| certified that this
ective|and carrles the CE

tlon"),

The product (including all spares and accessories) may be marke:ed without any restrictiond within the following

countries and regions; !

s The Netherlands (NL)
= Alllother member states of the Eurcpean Union (EU)

= Alllother states that are part of the European Economic Area (EEA), including Switzprland

pankeren, March 2015

A ————

L

A, Altink

Managing Director

Code: 6003-400 Doc. No.: 510 Version: 06

[ Page 10of2




C€

Declaration of Conformity

List of applied (harmaonized) standards

|
|
4

Standard version

Description

Certification by

Safety

Lgc 61010-1:2001

Safety requirements for eig.ctrl_cal equipment fo

messurement, control, and laboratary use, Part|1:

General requirements

EC 61010-2-010:2003

Safety requirementsfor elactrical equipment for
measurement; control, aril laboratory use —

Part 2:010: Particular requirements for laboratory

equipment-for the heatiné.of materlal

| IEC 61010-2-081:2001

safoty requirements for elaetrival equipment for

measurement, control, and laboratory use. Part 2-

081: Partlcular requireme ‘ ts for automatlc and
seml-automatic laboratory equipment for analysl

and other purposas

| EC 61010:24101:2002

safety requirements for electrical eruiprnent for

measurement, control, an'd laboratory use -- Part 2-
101: Particular requiremehts for invitro diagnostic

(IVD) medical equipment

DEXRA

EMC

[EC 61326-1:2005

Elertrical equipment for mieasurement, controlland

[aboratory use - EMC requirernents - Part d:
General requirements

|EC 61326-2-6:2005

Electrical equipment for rrweasurement, control and

laboratory use — EMC regliiraments ~ Part 2-6:

particular requirements = In Vitra diagnostic (I )

'medical equlpment

DEKRA

Quality
systents

150 9001:2008

Quality systems - Model for quality assurance in

deslgn, development, frgduction, Installation gnd

servicing. \

|[§N iSO 13485:2012

Midical devices—~Qvalit\J; management syste:)s—
'Requiremants for reguiatory purpases.

[CAN/CSA 150 13485:2003

Medical devices— Qualityi'; management systens—

Requiremants far regulalory purposes.

DEKRA

Code: 6003-400

| Doc. No.: 510 ;

Version: 06

Page 2 of2 _WJ
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totlored to your neaq

o L TR

ELITechGroup B.V.

£0. Box 100

6950 AC Disren

Van Rensselasrweg 4

6956 AV Spankeren

The Netherlands

Tel.: +31 313 430 500

Fax: +31 313 427 807
info.acsnl@elitechgroup.conﬁ

www.alitechgraup.com

Chamber of Commarca 08176842

Span

MANUFACTURER’S AUTH’ORIZATIC)N LET

TER

keren

al Competitive Blddlng (NCB) No.: 15/01496 Automatlc Blo Chemistn
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To: ! ‘
Agent|a Medicamentului si Dispozitivelor Medicale
WHERE AS

We ELITECHGROUP B.V. who are official manufacture ‘rs of Clinical Chemistry
factorjes at the Van Rensselaerweg 4 * b956 AV Spapkeren *  The Nethe
authorize.

GBG-MLD SRL

mun, Chisinau

str. Tighina 65 of. 607

MD-2001

Republica Maldova .

To submit to submlt a tender the purpose of which is to. prowde the following Gog
by us:
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(6 open systems with ISE] .
(5 closed systems with ISE)
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Bcewm sauHmepecosaHHbiM iuyam

ABTOpU3aLUOHHOE NUCbMO
|

HacTosimum, Mbi, komnaHus «HELENA LABORATORIES (UK) Ltd», Toprylowas kak
«HELENA BIOSCIENCES EUROPEDY, ¢ LieHTpanbHsIM 0rUcom rojaapecy. Queensway
South, Team Valley Trading Estate, Gateshead, Tyne & | Wear, NEIl OSD,

BenukobpuTaHus, NogTBepXaaeT, YTo:

KomnaHusi "GBG-MLD" SRL, pecny6nuka Mongosa, r. Kuiunngs, MD-2001, ynmua
ChisinauTighina, nom 65, odpuc 607 ABNAIOTCH yNONHOMOYEHHBIMU AMCTpubbIOTOPaMK
Bcell npoaykuuu komnaHun «HELENA BIOSCIENCES EUROFRE» Ha Teppuropuv
Pecny6nvku Mongoea 1 aBTOpU3oBaHa NPUHUMATL Y4acThe BO BCex TeHAepax.

|
Komnanuu "GBG-MLD" SRL umeeT npaso UMNopTa, NPOABMKEHUA 1 NPOoAaXU

BbILLE [EpPEeYNCNEHHON NpoayKuMK Ha TeppuTopun PecnyBnukv Monpoea.

Hacrosiee nucemo aeiictemtensHo Ao 31 aekabpsa 2020 ropal

Email: da(@hslena-biosciences.com

Hetena Blasclence‘s ;Europe;

Quesnsway South, Toam Valley Trading Estate, Tel +44 {0)191 482 8440 infa@hslena-blostiences.com
Gateshead, Tyne and Wear, NE11 08D, United Kingdom Fax +44 (0)191 4828442 www. helena-blosplences.com

Halana Labsaratortss (UK) L.tdﬁ&‘ing 68 Helena Bioaclences Europe. Registarsd i Bagland: 1786207, IS0 13483
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Certificate of Reglstratlm

By Royal Charter

QUALITY MANAGEMENT SYSTEM ISO 13485:2016 & EN ISO 13485:2016
'
This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South |
} ¥ Team Valley Trading Estate
| i Géteshead
‘ Tyne and Wear
NE11 0SD

United Kingdom

Holds Certificate Number: MD 69326

i
and operates a Quality Management System which complles with the requirements of 150(13485:2016 & EN ISO
13485:2016 for the following scope: ‘

The design, manufacture, supply, 5erv1cmq and repair of in-vitro diz |gn0¢t1c deyices, molecular
biology products, immunochemistry products and medical labaratory equiprnent and
consumables, | ‘

JS M Jf&-—;

For and on behalf of BSI: |
Stewart Brain, Head of Compliance & Risk - Medical Devices

Original Registration Date: 2002-10-25 Effective Date: 2018-04-14
Latest Revision Date: 2018-11-28 Expiry Date: |2021-04-13
Page: 1 of 2
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..making|excellence a habit’

ectronically ard remains the property of BST and is bound by the conditions of contract,
authenticatad online,
I at wiww.bslgroup.com/ClientDirectory

Printed coples can be valldatec

information and Contagt! BSI, Kitemark Court, Davy Avenue, | Knowihill, Milton Keynes MKS 8PP Tel: + 44 345 080 9000
BS1 Assurarce UK Limited, reglstered iz England under number 7805321 at 389 Chiswick High Road, Longon W4 4AL, UK.
A Member of the BSI Group of Companies.




Declaration of Conformity

HL-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the
the laws of the Member States relating to In Vitro D
Devices & CE marking.

Declaration of conformance to applicable sections of A

ap
iagn

nnex

Requirements and Annex Ill (EC Declaration of Confo
sections 2 to 5. The below listed products are not classified

A or B. Access to the appropriate technical files will be m
appropriate body in the event this is required.

Product Description
Code
52671 Thromboplastin L

I, the undersigned declare that the devices registered agdinsst the

Classification Code conforms to the said Directives.

- Full Name:  M.J. Stephenson Title: Manag
ML / f
Signed: ’ / Date: 06 Au
Tel +44 (0)191 482 8440 Helena Bioscience% Eprope
Fax +44 (0)191 482 8442 Queensway South, Team Va
info@helena-biosciences.com Gateshead, Tyne and Wear,

www.helena-biosciences.com United Kingdom
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HL-7-0512DC DOI 2015/08 (5)

In Application of the Council Directive 98/79/EC on the| approximation of
the laws of the Member States relating to In Vitro Diagnpstic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex|| - Essential
Requirements and Annex Ill (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified unden Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Desgription GMDN
Code Classjification Code
5566 Clauss Fibrinogen 50 655997

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

Full Name:  M.J. Stephenson Title] Managjng Director
i
Signed: %/ M / % Date! 12 Aug 2015
Tel +44 (0)191 482 8440 Helena Biosciences; Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www . helena-biosciences.com United Kingdom




Declaration of Conformity

HL-7:0136DC DOI 2015/07 (6)

In Application of the Council Directive 98/79/EC on the approximation 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 5. The below listed products are not classified under| Annex Il Lists
A or B. Access to the appropriate technical files will be made ayailable to the
appropriate body in the event this is required.

Product Desgription GMDIN
Code Classification Code
5185 Calibration Plasma 55995

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

Full Name:  M.J. Stephenson Titlet Managjng Director
Signed: Z&«M /% Date: 28 Jul[2015
Tel +44 (0)191 482 8440 Helena Bioscience | El rope
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.gom Gateshead, Tyne ahd Wear, NE11 0SD,

|

www.helena-biosciences.com United Kingdom




Declaration of Conformity

HL-7-0137DC DOI 2015/07 (7)

In Application of the Coun‘ucil Directive 98/79/EC on the
the laws of the Member States relating to In Vitro D
Devices & CE marking.

app

Declaration of conﬁormancd; to applicable sections of Annex
Requirements and Annex |lll (EC Declaration of Conformity
sections 2 to 5. The below listed products are not classified unden Annex |l Lists
A or B. Access to the appropriate technical files will be made a

appropriate body in the event this is required.

lqlelena

| Bipsclinces Europa

roximation of

agnpstic Medical

| - Essential
imposed by

vailable to the

Product Description GMDIN
Code ‘ Classlification Code
5186 Routine Control N 3059(

|, the undersigned declare that the devices registered against the

Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Manag

Signed: %{M/% Date: 28 Jul

Tel 44 (0)191 482 8440 Helena Biosciences{ Europe
Fak +44 (0)191 482 8442 Queensway South, Team Va
info@helena-biosciences.com Gateshead, Tyne and Wear,

www, helena-biosciences.com United Kingdom

above GMDN

ng Director

2015

ley Trading Eslate,
NE11 0SD,




Declaration of Conformity

HL-7-01380C DOl 2015/07 (7)

In Application of the Council Directive 98/79/EC on the
the laws of the Member'].I
Devices & CE marking.

Declaration of conformance to applicable sections of At
Requirements and Annex Il (EC Declaration of Confo
sections 2 to 5. The below Ii{sted products are not classified |
A or B. Access to the appropriate technical files will be me
appropriate body in the event this is required.

Product Desgription
Code
5187 Routine Control A :

|, the undersigned chlare that the devices registered agains
Classification Code canforms to the said Directives.

Full Name:  M.J. Stephenson Titler M

Signed: ZO’HM /% Date: 2

app

States relating to In Vitro Diagnostic Medical

nnex
rmity

i the

anag

8 Jul

Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Va
info@helena-biosciences.com Galeshead, Tyne ahd Wear,

www.helena-biosciences.com United Kingdom
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2015

ley Trading Estate,
NE11 08D,




Declaration of Conformity |

HL-7- 0640DC DOI 2015/07 (1)

In Application of the Couhcil Directive 98/79/EC on the approximation of
the laws of the Member (States relating to In Vitro Diagnpstic 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 5. The below listed products are not classifiedl under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Desgription | GMDN
Code Clasgification Code
5504R Calibration Plasma 55994

|, the undersigned declare that the devices registered agalnst the| above GMDN
Classification Code conforms t¢ the said Directives.

Full Name:  M.J. Stéphenson Title: Managjng Director

Signed: Z{/IIM /% Date: 30 Jul[2015

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

Fax +44 (0)191 482 8442, Queensway South, Team Valley Trading Estate,
info@helena-hiosciences.com Gateshead, Tyne and Wear, NE11 08D,

www.helena-biosciences.com United Kingdom




Declaration of Conformity

HL-7-0674DC DOI 2015/08 (1)

In Application of the Cou+cil Directive 98/79/EC on the
the laws of the Member ‘States;' relating to In Vitro |D
Devices & CE marking. ‘
\
|

approximation of
agnostic Medical

mity] imposed by

Declaration of conformanc‘ to a£p|icable sections of Anmnex|| - Essential
(EC

Requirements and Annex |[lI Declaration of Confolr
sections 2 to 5. The below listed preducts are not classified U
A or B. Access to the appropriate technical files will be ma
appropriate body in the event this is required.

nder Annex Il Lists
de apailable to the

Product Desgription GMDN
Code Classiification Code
5552 Auto Blue D-Dimer 400 473464

|, the undersigned declare that the devices registered against the| above GMDN

Classification Code conforms to the sald Directives.

Full Name:  M.J. Stephenson Title: M
Signed: %'M /% Date; 1
Tel +44 (0)191 482 8440 Helena Biosciences|Eu
Fax +44 (0)191 482 8442 Queensway South, Tez

info@helena-biosciences,com Gateshead, Tyne and V
www.helena-biosciences.com United Kingdom

anag|ng Director

1 Aug 2015

rope
m Valley Trading Estate,
Near, NE11 08D,




avantol

Avantor Parformance Materials Poland §pétka Akeyjna [
Sawifiskiago 11

44-101 Gliwice

Tel. 48 322392 000

Declaration of cc’:nfarfmity

Avantor Ferformanca Materials Poland $.A. who Is an asl?blishe‘d manufacturer ¢f reagents and
products for diagnostic In vitio located at:

Sowinskiego 11 Street
44-101, Gliwice
Poland

Herewith declares the following:

Reagents mentloned In attached list are labeled with J.T.Bakear label, comply with the In Vitro
Diagnostic Medical Devices Directive 98/79/EC and the requirements of ISO 13485 Standard.
This declaration Is the basic:for CE marking of the In Vitro Diagnostic Meadi¢al Depices.

The products are not part of List A and List B of Annex Il of the IVD Diractive 98/T9/EC but are
subject to self registration. 5

This declaration is valid for all the VD medical devices described above and which are placed
on the market by ourselves on or after the date hereof and which bear the CE marking

Gllwice, Poland

January 25, 2019

Anna Szuba
Quality Director

NP AT O v oy
Nug: w KRS DHCGTEIINA

Sodl zeinstrpey GortFainmmey w Gltw ene b
¥ Wydziatfinwnadngn 2y KRS

Konitai zakiodmey | 180 79700 21

Reqgor: 211663380




J.T.Baker product list for GE marked prod
: | By

ucts

Prod.ha,

[Product

]P{l()]\‘ slze

Reagents for:diluting and lysing

20 litcr

3961 Diluid™ 100 Plus
3U54 il 580 20) lirey |
060 Dyituiel G100 2k lieer, |

ZA309010

LDl Abacus

10 liter

34509020

Diluid Abacus

20 licer

3906

Diluid AC 900

20 i

3946,901 0P

Dilid AC 900

i0 liver |

3470.9020PC

Diluied APR

20 Nber |

3957 Dituid Azide free 20 fwet

3954 |Diluid Azide. free 1 liter |
3963.9010 Diluid 1 TS 10 licer |
364 Diluid 111 Diff 20 lirer |
3974 Diluic ITT Diff Seaccontainer 29 litgs |
34540020 Diluid Frma 20 liter |

3483.9020PC

Diluiel NR

20 liter

3139.9020PC

Dituid Mine ray

20 liter

26520020 Diluid Sheath 3200-4000 280 liter |
39716 Diluict ST 1600/2000 20 ficer

3496,9020PC

Diluid M5

20 lirer

3495.9010PC*

1)

10 liter

Shieath Fioid 300073300

20 bicer -

Sheath Fluid 3000/3500

& liver

Leucalyse

R lker

CN-free Lyse Diff AC 900

5 liter

CyMet™ 1000 CN free

5 Nt

3773.5000PC CyMer 4500 CN free 5 fiter
1Sy Cvivles 3000 10 liter
3823,1000 CiMer 3200 CN free | Tier
Cyhier 3500 CN free 5 ler
Cyliat 3500 5 liver
| | /|CeMer 530+ CN free 10 liter
JCvMet 590 CN free 5 liter
(>Mct 610 CN free 10 liter
CyMee 610 CN free 5 liter
AYLE 0NN CyMet 9000 CN free 5 liter
3431,1000 | CyMet Abacus CN free 1 iker
3444.1000P12 CyMet Abacus EO [ liver
EREERIUHR Ly er Abacus Baso I licer
3477.0500PE | |CyMcet APR CN free 500 md
3478.1000PE | |CyMet APR EO [ liter
3479.1000PE Cydder APR Baso 1T 1 fizer.
793 OyMer Antamated A liver
3757 Cydet Automated A00 )
3780 Cydlet Automated CN Free | Tieer:
Ad6,0500 |{CyMet Frma 500 ml
5841, 1000PE ' CyMer H12 CN Free 1 liter
3842.1000 HEG Reapent Antocounter i lieer
3853,1000 HOyader (20 | Yter
3968 | CyMet [T0Diff 1 liter
064 | Cydiet 1T Diff 3 liter
3972,1000 | CyMet VI Dist CN tree
ATRE000 | Cyivlee )11 Diff CN free
37240,0500 |Cydes IKX CN Free
3852.1000 [CyMet Micro
38520500 |CyMet Micro
8571000 HCyMetMicro CN free

CyMet Micro CN free

Fage 2 0f 3

38631000

TCoNTet Micko CN tree

11l micros

34A0.0S00P CyMet Minjdray CIN Free KOG
344 1.0500R1 CyNler Minjdeay 030 nal
348050002 CyMet SF Baso 5L
3431.5000PC C_\'B}[ct SE IDiff 1 ql.
3482.0500PE Cyiler S1TIDIfF 2 B0l
$775,1000 CyMet ST 1600/2000 1 liter
3759.1000 CyMer ST 1600/2000 CN fice [ liter
37598000 CyMet ST 1600/2000 CN free B e
A78R (CyMec STHN/STL I licer
2919 CyMee ST /ST, h liter
3484.1000PL JCyMer NR 11 liser
3486,1000P1 CyMet NR [1I, CN Free - licer
3485, 100096 CyMet NR |V liter
A4p7.050001 15 CyMet MHCN Free 001yl
A4RD10001TE CaiMer MBS lice:r
3487.1000PE CyMet MDIB ey
3488050011 CyMer MDD S0 mi
77 N LyzerGlobif ™ 00 ml
3769 TyzerGlahis 64715 ml
3771 LyzerGiobin PCOE C 6315 ml
370 LyzerGlobig I 10 % 10 ml
3850 IyzerGlobir) CN free G 15 ml
Cleaners )
3766.0500 Deteere'erije © 50 ml
A763 Duereero’Terge & irer
3766 PetcctoTerge | liter
3900 Prolflean™ 8 liter
37684000 Prodllean 1L imicros

38677.1000P

ProClean Extra

{1, micros

38621000 ProQlean Exjtra fllicer
3R62.5000 ProClean Exftra 5 lier
3901 ProClean Plys JO) 1l
SD02.0100PE ProClean CIp 110 el
34325000 ProClean Aljacus Sy
3044 Blanlling Soljnion Hulb I S
3047 BlanKing Solfition 1600/2000 20} ives
3917 Hypachloritd 0.5% ieer
29175000 Hypgchloritd 0.5% 5ilHer
30361 GO0 Hypachloritg 5% 1itcs
3442.5000PE Rinse| Mindeify 5 ey
3915 Rinsing Solujion Serono 9000 200 lieer
3941.1000PE HypoChloritg NR f liter
3941.5000PC HypoChlorigg NR A fiter
3408, OO0 ProClean MN5 §liver
Renpents for S-part WBQ diff. fin STKS and MaxM,
3934 RBClyse™ 1 |iser
3938G.1000PE RBCHyse & 1 [irer
1039 AWBCSeabilisyt™ S ml
3492.009() RetiCount MH 6x 15m!
3493050082 1 RetiClear MHG SOl
3493.1000PE RetiClear WG | lser
3484.0200P1 RetiCount G| 200 )
Reticqunt™ At el
Reticgunt CI) 15 x {5 ml




AVANTOR:

PEANOHMAMEE MATERIALS

Hematology Controls:

[3%R4 /566574686, | ADV-Diff|Conteol L/N/H 3,5 ml
3690/3691/3692 _|ADV Retig1/2/3 % fitran]
3528/3829/3830 CREDIff Chotrol ! B0 mi

Clagas C|GEDifE Chateol 2x LyN,H G 3.0 ml
3687 /4088 CD|4K Relic 1/2 ' B.04ml
T092/3803/3804. [ACIDIff Control ' ¥ 2.5 ml

o |389673697 /3898 - |ICDIfE Contiol. -~ i ! 2.8 wl
3696/ 3647 WBC reduded Plt Control L/H b0 ml
3698/3699 WBE recuded RBC Contral B0 i

. AL H ! :
Lasck conttols for Coulter MakM, GenS and STKS .
3681/3682/3683 |[5D Control Low /N /11 | Bl

* [Calthratlon Set for Cell Analyjera; - . - _
304() : - |Cal'Bet 1 g 2525 ml
5700 Platelet Comtrol Ext. value Blx 3 ml
Phosphate Buffered Saline,

3059 RIS, dilutinp faid for
| | Blogdgrovpling

3059.90101C RS, diluting fluid for
: bloddgrouplng

3721/3722/3723 |8 PMC Low/Normal/High 8 ml
3724/3725/3726: - |8 PMC Low/Notrmal/High 25ml -
3633/3634/3635 * 18 PMC Lowy/Normil/High-ext 2.5ml -
3701/3702/3703 |8 PMC Low/Normal/High 4,5 ml
3922/3923/3924 |8 PMC L/N/H Swelab L 4.5ml |
3746 "8 PMC 1 xL,1L.x N1 x H Ix2.5m
3747 8 PMC 4 x Normal "4 %25 mf
3748 " |B PMC 4 x Normal 4x8ml
3749 8 PMC 4.x Low - ! 4 x 2.5 ml_
3751 BPMC 1x L, 4 x N, 1x H 6x2.5ml
3734/3735/3136 - |3-Diff Control L/N/H. 25ml |
3630/3631/3632 . |3-Diff Control L/N/H ext 2;5 ml
3820/3321/3822 | 3-Diff Control L/N/H .~ A5 ml -
3752 Y] 13-Diff Contiol 4 x Low 4 x 2,5 ml; |
3753 |3-Diff. Control 4 x Norm 4 x 2,5 ml
3754 “13-Diff Control 4 x High 4 x 2.5 ml,
3782/3783/3784 CA-Diff Control L/N/H 4,5 m) |
3607/3608/3609 . [CA-DIff Control L/N/FI 2.5ml
3610/3611/3612 | DIA Diff 5 Control L./N/H 4.5 ml
3731/3732/3733 | XE-Diff Control L/N/H 4,5 mi
3693/3694/3695|  |SF-Diff Control L/N/H ~ 4,5ml
3613/3614/3615) |BC.DIiff 5 Conteol L/N/H 45ml |
Numbier Product. . ' Content,
. Staing and Dyes Il
3554 1000P)% ‘Papanicolaou Solution 2A 1 licer - |
3554.2500PE Papanicolaou.Solution 2A “ 2.5 liter |
35549200712 Papanicolaou Solution 2A 200 licer |
3555.1000PE Papanicolaou Solution 2B 1licer
3555.2500PE Papanicolaou Solution 2B | 2.5 lter ||
3556.1000PE Papanicolaoy Solution 3B 1liter
3556.2500PE Papanicolaou Solution 3B 2.5 liter |
3556.9200PE. - 1| Papanicolaou Solution3B 200 litey |
3800:1000PE Eosine-Y Alcoholic 1 liter
3800,2500PE FEosine-Y Alcoholic 2.50iter
3801.1000PE Eostn Y 0.5% Aqueous 1 liter
3801.2500PE Eosin Y 0.5% Aqueous 2.5liter
38711000 LEosine Solution 0.2% ready to | 1 liter
use |
3871.2500 Eosine Soludon 0:2% teady to ~ | 2.5 liter ]
use ‘
3856.0100 Giemsa 0.1 titer
385605007 L[ Giemon 0.5 lirer |
3856.1000 Giemsa 1 liter
3856.2500 Giemsa 2.5 liter
3870.1000 Hematoxyline er (Maycr) 1 liter
3870.2500 Hematoxyline er (Mayer) 2.5 liter
3873.1000 Hematoxyline (Factis, Gill I1) I liter
3873.2500 || Hematoxyline (Hateis, Gill [T | 2.5 liter
3879.1000 Leishman 1 liter
3855.0500 May Grinwald _|--0.5 litce
3855.1000: May Grinwald
3855.25(00 May Grlinwald

Page 3 of 3

\
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con

entratepd

.3864.1000. - Papanicolapu 2A OG6 1| liter
3864.2500 Papanicolapu 2A-0G6 25 liter
3865.1000 Papanicolapu 2B OQrange 11 1|fiter
3865.2500 Papanicolapu 2B Orange 1| 25 iter
3866.1000 Papanicolapu 3B 12A 50 Jicex
3866.2500 Papanicolapu 3B 1A 50 215 liter
3876.1000 ~Shosr 1| liter
3878.1000 <Wrlght [{liter
Clearlng gpent 1
3905.2500PE UltpaCleat 2|5 liter
- 3905.5000PE UltraCleay 5|liter
3905.9010PFE UltgaClear 1) licer
3905.9200 UltéaClear 200 liter
| Mounting|media
3921.0500 Ultgal<ire 500 ml
3921.0600 Ultlal<itt G« 100
) - il
Fixntives
£3933.1000, 10% v/v Blffered U lliter
e Formaldehyde i)
39}33.50()OPC 10% v/v Bliffered *Sliter -
Formaldehyde
3933,9010 (BE) 10% v/v Biiffered 10 lirer
s I Formaldehyde (HE)
3933.9020 (PE) 10% v/v Bihffered 20) liter
| - | Formaldehyde (HE)
3869.1200 Ceryix Fixafive 14 x 125
‘ m
3880.1000 Boujn's Fixhtive 1 fitcy
e Immuno PI§S 20x 10} liter:
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ERENTIAL f

Hernatelogy Analyzer

- @) BeneSphera’ TRAINING

Sergiu Sorocovici |

Global Biomarketing Group ‘

str. Tighina 64, of. 607 |

2001 Chisinau; Moldau

l.

e has Eﬂ&,?déd'é 2+days training pn goods manufactured or distributed by us,
. Apil 121 - Apri 13th, 2012 | W W)

i |
gy
Deventer, The Netherlands
Ir;m Date 13.04.2012




Tel: (+39) Q14

Regione Mo

APIACA Sp.A.

wforte, 30 -14053 Canelli [Asti] ITALY
1 83.50.75 - Fox: [+39)0141 83.52.92

PLASTIC DISPOZABLE [TEMS
FOR LABCRATCRIE] OF ANALYSIS

PIVA: 00862050960 - Cod.fiisc.: §

email.
wwav. aplaca.com - Wivw, vacuaplaca. it

info@aplaca.com

7520900155 -R.EA MB 1167248

TO WHOM IT MAY CONCERN
Letter of Authorization

We APTACA SPA , with head offices and plant located in :
Regione Monforte nr 30
14053 Canelli ( At ) Italy

Confirm that the below Company :

"GBG-MLD" S,R.L.
Tighina str.65, office 607
MD-2001,Chisginau,
Republic of Moldova

Web: www.gbg.md
Ph. +373 22 54 91 20
+373 22 B4 91 21

Is authorized to prepare price quotations, advertising activities, warran
in tenders and to sell our whole range: of product on exclusive basis

This letter is valid until 31/12/2020 and may be prolonged by mutual ag

ON BEHALF OF NUOVA APTACAS.R.L.
Veronica FERRARI

Export Manager

g '
APTACA SP.
ToL O41/835075 1 fom&/
Sta. - Fa 01417835292
14053 CANELLY

CFE 07520900155 - Pl 0086 050960
Cod, Univoco: SUBM70

Canelli 25/11/2019
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ITALCFFIT

CERTIFICATO N° 5055GQQ03

CERTIFICATE N° 5055GQ03

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System. .

messo in atto da
 implermented by

'NUOVA APTACA S.r.l
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

- & conforme alla norma
s in comp//ancr- with the standarc!

UNI EN ISO 9001 2015 (I?SOQO‘O]‘-;ZO' 5)
] |

per I sqg uenti Prqcessr
conce/n/ng the fo//ow/nq kmdq or’ Pr ocesses

Geétlone della fabbncaznone ed lmm|55|oné in commerctc di tamponi sterili

per il prellevo di-campioni b|o|ogna in oruﬂzn naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medlco diagnostici per laboratori di anali
Commercializzazione di dlSpOSIthI med|C| e diagnostici ip vitro.

CommerCIalnzzaZIone di articoli da laboratorio

Management of z‘/(e' mdnufaciur/ng and placing on z‘hfa market of ‘ terile tampons. for sampling of biological specimens
in natural or///ge and in surgical field, Deslgn and manufacz‘ur/ng of d'agnost/c mediqal devices for laboyatories

of ana/}(ﬂs Mar/(el/ng of m@d/ca/ and d/ag/aosl/c devices n: vitro, M:ir/(eung of laboratory articles

il ﬁrescnte Ceullhcato é. soggetto al rispetto delle condmom bilite dai Regolamentl per la cer' ificazione [n vigore applicabili,
This Certificata:shall satisfy the requirements ésk 7bl/slré=d in the /("ules for the C“/[lflc.’l’mﬂ in folce applicylife,
In casoldi discordanza lra le lingue utilizzate nella traduzioné del contenuto del presento cettificato, fare rifeririento alla lingua itdliana
In.Cases of discrepancy betiveen the languages used i {/ 1 n)\llnnn of the content of this certilicaty, pivase reler to (he lalian language
| y ! ;

4 © . UAMMINISTRATORE DELEGATO
‘ | MANAGING: D/R[CTOR

Lkdes CLAG

Dr. Ing: Rofberto Cusolito

@

Data di Prima Emissiorle Data di Prima Emissione l.TA‘LCERT' o Datg.di Rinpovo Data di Scadenza
First Issue Date | First Issue Date ITALCERT Renewal [Date Expitiation Date
1998-07-23 | 2011-10-30 2017-10430 ©2020-10-29

Settore (AF 14 - 29

ACCREDIA %,

CEHSE TALANG O] ACCHDITAMEN T
‘ ! SGQH" 0234 PRDNY 1220

SGAN® 020D 150 N 07SE
PRS N® 057C
il Lo Membro degll Accardl di Mulua Rizonostimunle €A, [AF e ILAC
i Signalory of EA, [AF and ILAE Mutual Récognition Agreements

TALCERT S.t.; | Viale Sarca, 336 = 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | wiww.falcertit | italcertsri@legalmail.it




Date: 21-01-20

To Whom It May Concern

Letter of Authorisation

Thisis to confirm that GBG-MLD SRL of str. Tighina 65, of 607, t/iN—z

Republic of Moldova i§ an authorised distributor for Lorne Labo
Moldova.

GBG-MLD SRL is authorised to present proposals, offer quotati
and participate in tender number 18/o003 for the National Biooc
for products on behalf of Lorne Laboratories Limited. This auth
31.12.2021.

The undersigned herewith states that the above s true and corr

L = LABORATORIES Liv
| | LORNE LABO
AN | 4 Cutbush Park Industrial
i ) | Unit 1 G il
Lower Earley
gl Ju‘b\” ' Rerkshirs RGE 4UT
i T ] L iera sz
Mana.gi-ngDirector
\

And duly autherised to sign this Authotisation on behalf of Lorne Lab

Lorne Laborator

e

Fllo Mo AT2241;
130 13485:2000: 150 9501:2003 Registered office as

Unit 1 Cutbush Park Indugtrial £
Danehil, Lower E
Berkshire RGS4UT Unite

ator

ons,
] Tral
orisal

ect.

TEL

oratqg

ies Lir

pbove. Re

Estat)

d Kinggom 1 www.lornels

LORNE

oo1, Chisinau,
es Limited in

accept orders
nsfusion Center
ion is valid until

ries Limitezd

ited Tel: +44 (0) 11
tate Fax: +44 (0) 1
arley Email; info@}

risteredd in England No, 04540737

LABORATORIES

29212264

18 986 4518
ornelabs.com
bs.com

VAT No, 800 3655 66
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File No A12241;

1S0 13435:2603: 150 900112008

LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro d

Product name’ Catalogue numb

CRP Latex kit 850100A

has been classified as non List A, non List B (Directive 98/
and complies with the essential requirements and provision
98/79/EC of the European Parliament and of the Council (&
No.618 which transposes the requirements of Directive 98

agnostic reagent:

79/EC, Annex Il)
s of Directive
Iso $1 2002
79/ECC).

and is in conformity with the national standards transposing harmonised

standards:

| BS EN 980:2008
' BS EN ISO 13485:2012
i BS EN 13612:2002
' BS EN 13640:2002
' BS EN 13641:2002
BS EN ISO 14971:2012
BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with

Annex || of Directive 98/79/EC.

This cﬂeclaration of conformity is issued under the sole resp
Laboratories Ltd and is valid from 13 April 2016.
|

e

-”—-‘ﬂ-’__,..-/

Eddy Velthuis
Technical Director

Registered office ag ahove, R

onsipility of Lorne

Lorne Laboratofies Limited | Tel: +44 (0) 1
Unit 1 Cutbush Park Industrial Ejstate Fax: +44 (0) 1
Danehill, Lower Barley Email: info@lornelabs.com
Berkshire RG64UT United Kin

rdom | wwwilornel

wpistared in England No, 0454078

189212264
18 986 4518

abs.com

VAT Ne. 800 3655 56
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File No A12241;

EC DECLARATION OF CONFORMIT)Y

Lorne Laboratories Ltd declares that the following in vitro d

agnostic reagent:

Product name Catalogue number

RF Latex kit . 830100A

has been classified as non List A, non List B (Directive 98/1
and complies with the essential requirements and provision
98/79/EC of the European Parliament and of the Council (a

79/EC, Annex I1)
s of Directive
Iso $1 2002

No.618 which transposes the requirements of Directive 98/79/ELC).

and is in conformity with the national standards transposing harmonised

standards:

o | BS EN 980:2008

o BSEN ISO 13485:2012

o BSEN 13612:2002

e BS EN 13640:2002

e BSEN 13641:2002

o BSEN ISO 14971:2012

o | BSENISO 18113, parts 1&2

The conformity assessment procedure perfor:med was in agcordance with

Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne

Laboratories Ltd and is valid from 13 April 2016.

b LT

Eddy Velthuis
Technical Director

Lorne Laboratoyries Lithited | Tel:+44 (0) 1

" 180 13485:2003; 150 9001:2008 Registerad oftice a§ atiove, Rpgisterad in England No. 0453073

LORNE

LABORATORIES

189212264

Unit 1 Cutbush Park Industrial Estate Fax; +44 (0) 118 986 4518
Danehill, Lower Earley Email info@lornelabs.com
Berkshire RG6 4UT United Kingdom | www.lornelabs.com

L. VAT No. BOO 3655 68
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File No A12241;

IS0 13485:2003; 15Q 5001:2008

EC DECLARATION OF CONFORMIT

LORNE

LABORATORIES

Y

|
Lornei Laboratories Ltd declares that the following in vitro d
|

| Product name Catalogue numbst

ASO Latex kit 031100A

has been classified as non List A, non List B (Directive 98/
and complies with the essential requirements and provision
98/79/EC of the European Parliament and of the Council (g
No.618 which transposes the requirements of Directive 98/

|
and is in conformity with the nationa:ll standarﬁ‘js transposing
standards: } |

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

‘ !
The cfonformity assessment procedure performed was in af
Annex IIl of Directive 98/79/EC.

This declaration of conformity is issued under the sole resp
Laboratories Ltd and is valid from 13 April 2016.

ol

Eddy Velthuis
Technical Director

® @ ® & @& @© o

Lorne Laborato

Unit 1 Cutbush Park Indu
Danehill, L

Berkshire RG6 4UT Unit

Registered office ag

CCOrg

les Lin
strial E
ower
pd King

agnostic reagent:

79/EC, Annex 1)

Directive

Iso §1 2002

C).

monised

ance with

pility of Lorne

nited Tel: +44 (0) 1
state Fax: +44 (0) 1

rdom | www.lornel

istered in England No. 0454072

18 921 2264
18986 4518

arley Email; info@lornelabs.com

ahs.com

VAT No. B30 3655 6b




LORNE

LLABORATORIES
DECLARATION OF CONFORMITY
PRODUCT hDENTIFICATION
Product name i Catalogue number
TPHA Microtitre plate kit 043100A
MANUFACTURER
Name Lorne Laboratories ]
Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT
Country: United Kingdom
MEANS OF CONFORMITY
| hereby declare thaf the products listed above comply with the essential

requirements and provisions of Directive 98/79/EC of the E

Parliament and of the Council (also;SI 2002 No.618 which
requirements of Directive 98/79/EC).

This declaration is valid from 17 Mejy 2015.

HIREE il

Eddy Velthuis
Technical Director

:
7 =2

3426

File Ho AT224Y;
150 13485:2002: 151 9007:2008

Lorne Laborato
Unit 1 Cutbush Park indu
Danehill, L
Berkshire RG6 4UT Unit

Repistered office a

ed Kin

above, R

ries Lifnited
strial Estate
ower Harley

uropean
trangposes the

Tel: +44 (0) 1
Fax; +44 (0) 1

rdom | wwwilornel

reistered in England No. 0454079

18921 2264
189864518

Email: info@|lornelabs.com

abs.com

. VAT Mo. 800 3655 66
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\/ LABORATORIES
DECLARATION OF CONFORMITY
PRODUCT/IDENTIFICATION
Product name Catalogue numhber
RPR Carbon kit 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT
Country United Kingdom
MEANS OF CONFORMITY
| |
| hereby declare that the products listed above comply with the essential
requirements and provisions of Directive 98/79/EC of the Europegn
Parliament and of the Council (also SI 2002 No.618 which transposes the

reqL‘Jirements of Directive 98/79/EC).
Thié declaration is valid from 17 May 2015.

f

Eddy Velthuis
Technical Director

Lorne Laboratorié
Unit 1 Cutbush Park Indust
‘ Danehill, Lov

File o Al224};
IS0 13485:2002: ISO 9001:2008 Repistered office as il

5 Limif
ral Est
ver Ear|

Berkshire RG6 4UT United Kingdy

e, Repis

ed
hte
ey
bm

Tel: +44 (0) 118 921 2264

Fax; +44 (0) 118
Email: info@larr

186 4518
elabs.com

www.lornelabs.com

wred in England No. 04540787, VAT

ho. 8040 3655 66
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DNV-GL

MANAGEMENT SYSTEM
CERTIFICATE

Copmathudar Ne: laTa HANANEHOW CEPTUDURALMK, LDedcTanTEIIEH:
5H878-2009-AQ-MCW-FINAS 20 aeicadps 2000 21 wions B018 - 31 aerycra 202]

HacToAWMM YAOCTOBEPSETCA, YTO CUCTEMA MEHEAXMEHTA OpraHi3almnu:

AO «TEPMO ®UILUEP CAMEHTUOUK>

Ky6uHckas, ,h.73, nutep A, kopnyc 1, CaHKT-I'IeTe;jJGypr‘, Poccuiickaf Pegepaund,
196240

6bina npm3H$Ha COOTBETCTBYHOWEN CTaHAapPTY:

ISO 9001:2015

Hacroawmn fcepTMqJMKaT neicTeUTENeH ANa cneaytouei obnactu:
nPON3BOACTBO AO3ATOPOB NMUMETOYHbIX U CMELWAJIBHPIO
ONATHOCTUYHECKOIO NNACTUKA.

OT BuINyCKAKWEro fichuca:

MecTo W gata:
DNV GL - Businesﬁr Assurance

Mocksa, 21 mioHs 2018
TpexnpyaHeId negeynok 9, crp. 2, Mocksea,

Poccuickas ®@epgepaumna

FINAS . Grepime |

Flnnish Acceaditation Safvice Ceprei MpybuH
5001 [EN ISONEG 17021) MNpeacrasuTent pyKosoacTaa

HessinonHedne yenosuit lorosopa na cepruKkalinig aenaer AaHHE CepTadukat HERGHCTBUTENLH KM,

AUSTNESS ASSURAHCE FINLAND OY AB, Kelasaiania 5, 02150 Esing. FPinland, TEL 4+ 35300 2942 a0

sairantednval.com
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Pesuempuiio
TY 9398-269-
Kar No 04.0

| 000 «MEENAKOP C.-M.»
194100,r.C-MeTepbypr, yn. A.Matpocosa, 4.4, Kopn.
Ten,fq)ai(c (812) 295-87-55, 646-72-23

AHAJIMTUYECKHWIA TTACIIO

HaGop KoHTpOJIbHBIX PACTBOPOB OeKO
«BM-koaTponb-CCK ¢ kanubparo

B 16 l
Hioe yoocmeepenue
K2208224-2010

02

A @CR 2010/08997

Homep cepi
Cpok roprii
HAZHAHYEH

Habop
¥ BOCIPQM i1
¢ cyabociy

COCTAB HA

HaGop
pacTBOPOB O

- 1 e
1 du
1 tham
1
2
2

Texnuuecie xapaKrepucrukn nabopa:

- koadhu
Benkon. %
MesK A K
AOIYCTHM
benkon i
CPOK X[itH
TEMIEpP: Ty
nocye Bk
Juauenme

Habopy.

-

Hauanniue ¢
Texuutecro

n K23-19

erin po: 08.2020 r.
1
«bM-orrponb-CCK ¢ kanbparopomy» IpeaHasHaqCk
OMMMOCTH pe3yNbTATOB ONPEAENEHUs KOHICHTPalK 0
HIIMITOBOH KUCIIOTOH.

301 A ’
«BM-korTponb-CCK ¢ anuGpaTopom» coaepiuT 8 P
2IKOB MOHH! i

|
Kko# Kkanubpartopa ¢ xonnentpanuek 6¢emca 0,1 r/n

- 16
KoH kanmGpatopa ¢ kouertpaiel Genra 0,2 v/ - 10
Kol kanubparopa ¢ KonuenTpanugk 6emka 0,4 /i - 1
- I
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kona ypoyeHs Ne2 1o 10 mu
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Kon QK11 93
Pezucmpaiiteot
TY 9398-204-4
Kar No 04.01
Honep eceps
Cpor Toan
HA3HAYEH|

Habop «l
H()CII].’)UH?'BO
fenron

o036l —

v

pH

COCTAB HA
Hatop
PacTBOPOL::

- 4

- 4 Qs

B nacoy

CKQHTPOIL b

Texuuueciy
KO3 G rLLn
Genkon. Yo,
Kot ng
[IOKO3LL
MedchnaKo
A0NYCTHUMI
Gernon B i
FI0KO3bL 1
CROK Xpar
TEMITEPUTY
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4. ne boinee

|
000 «NMEANAKQP C.-I1.»

194100,r.C- r‘lcTcHl)
Ten. ,r‘cnaKc (812) 295~ 87 '55,646-72-23

AHAJTUTUYECKHWH [TACITO

«BM-kouTpoiiL-CCK + rirokosa H

D816 s
Hoe y()ncma(zepuuue ./Vif lI)(R 20
2208224-2010 i i
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EC Declaration of Conformity for In-vit

jecis

Products |

The procedure for EC declaration of confarmity was established on the basis of & fu
gecording to BN (SO 9001 12008 and EN ISO 13486:2012+AC:2012 according to the

Annex IV, excepl chaplers 4 and &,

corifirm that the

cation of Sonformity

Name of manufacfurer

Address:

Name of product

following test strips for professional use

. |
Medi-Test Glucose PN

Medi-Test Glucose
Medi-Test Glucose 3

Medl-Test GlucoselKeton

Medi-Test Protein 2
Medi-Test Keign
Medi-Test Nitril
Medi-Test Combi 2
Medi-Test Urbi
Medl-Test Combi 3
Med|-Test Combi 3A
Medi-Test Combl 5
Med|-Test Combl 6N
Med|-Test Combi 58
Med|-Test Combl 6
Medi-Test Combl BA
Medi-Test Combl 7
Medi-Test Combi 7L
Medi-Test Combl 8L
Medi-Test Combl 9
Wedi-Test Combi 10
Medi-Test Combi 10L

Medi-Test Combi 10 SGL
Medi-Test URYXXON Stick 10

Medl-Test Combl 11

Medi-Test Mikroalbumin

Ce

MACHEREY-NAGEL GmbH & Co
MACHEREY-NAGEL GmbH & Co

Neumann-Neander-Strasse
D - 52385 Dueren
Germany

Reference numbers

93017, 930865
93001; 93024
93003; 93026
93020, 930256
93004; 93027
93005; 93028
93006; 83028
93015; 93037
93012
93080 |
93007; 53030
93009; 83032
93035; 83036
93055 |
93018, 93078
93013; 83034
93010; 93022
83031

93021

83011, 93023
93056
93058; 93079
93067; 93077
93068; 930872
03060; 930871
930874

ro | Diagnastic

| qualify agsurance system
VD djrectlve 88/79/EC

KG

KG
6-8

WWWE A=Al 0

m-

i

b 111 gl

RIAL 1LY NAGEL GmbH & Cio, KE - Naumann Moandet §ir 5-8 - 52366 Dirar - Gerrtiony

DE fIntarational; CH:
Tl +49 24 21 869-0 Tel.:
Fox.  +42 24 2| 960-169 Fax:

E-rr'ballz inlo@mn-nel.com.

+41 2388 55 00
+41 B2 3B 85 05

| Ewmall: seles-ch@mn-netcom  E-mal: sales-ri@mn-net.com

FR: _ s
Tel: 40306869 2268 Tal.
Fax; +33 88851 T6 88 Fax|

E-m

+1 44 621 0984
+1 4li4 B21 1272

gl selestus@mn-net.com i
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We, “Dia.Pro Dlagno&tic
Giovanni (‘Milan) 20099,

0 Probes

Le'Fter of Autlhoriizat

Pro
agnostic

Q

Bioprobes S.r.l." located at Via G.|Card

Italy, authorize

ygcl, Nr. 27 -

GLOBAL BIJOI
str. Tlghma

MD-2001 CHISINAU

MOLDOVA

REP.

as our exclusive distribu

in various tenders with Dia

We, Diay Prdp Dlagnostic Bigprobes S.r.l shall supply OurldiSlequOl‘ IGLOBAL BIOMAR
GROUP + MOLDOVA SRU with all products in strict comphance with ithe existing “Dist
“ rev.0117 va||d until 31-Dec-2020, with possibllity of renewal upon|ag

Aqreement‘

between both parties fonan additional period. !

Dia.Pro Dlagnostlc B|oprob

natural explry, of which \a

GlOBAL'BIPMARKETING GROUP - MOLDOVA SRL.

! |
i I3
! |

Sincerew yours,

Dia.P< Dlagn %tlc Bioprobes S.r. l.
DIA.PRO.
C ’f“’ e 8"’ (“C——mﬁGNoqncmopﬂoaes 8.1,

Dr.ssa |orenza cozzeSI

Legal Represe

:

atlve i

MARKETING GROUP —~ MOLDOVA SRL
5, Oficiu 607 |

c of

tor for the territory of the Repulﬁli
Pro ELISA products.

|
wal
to D

[ni]

es S.r.l will grant the supply of all
documental proof has to be provided

| Date: Milan, B1-J

Moldova, to pa

ded tenders ur
a,.Pro by the di

\
anuary-:!OﬂS

Sesto éSan

|
rticipate

|
KETING
ribytion
‘eenﬁent

til their
stributor

Sede Ie‘ga

Tel, 1139 02 27007161
Capltale soclale _@Bo 000,00 LV, =P

i
DIA.PRO Diagnoslic Bioprohes & Sl
@ e lab.: Via G. Garducci, 27 — 20099 Sesto S Giovan

/6450 « Fax +39 02 44386771 hlrp Mhwww.diapro.it
VA 11924660159 — Reg. Imp. 1192466

il {MJ‘) I llalia
« E-e

159 +

/

REA 1509959

iI: info@diapro.il |
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madisamanion vy
produclos santludlos

| | Pl
RTIFICADO DE EXAMEN CE]DE DISEN(
do con el Anexo IV, punto 4, de la! Directjva 98
'C DESIGN-EXAMINAT TON CERTIFICATE

vdance with Annex IV, Section 4, Directive 98/79/

YGA/EXTENSION — Fecha inicial/ Initial dgte: ll/FZ
ion'date: 277/11 /20?3

79/CE

EC
/2003

1a de Gltima prorroga/ Last exiens

Certificado n°/Certificate

2003 12 0390 ED

*_

H

Fecha de validez/Date of valizflilj .
18/1

Desde/From 19/11/2018 Hasta/To

no

/2023

ON [n?/

VB o
6318

A favor/de /In favour of:

Fabricabte/M'anuﬁ:cturer:
Nombré/Name: DIA. Pro I
Direccign/Address: Via G.

| |
San Giovanni — I‘T”Iilano
1

iagnostic Bioprobes S.r.l

Carducci, 27 -20099- Sesto (Italy).

Representante autorizado ante la UE/Authorized EU rem_”esentative:

Nombré/Nmne.' Idem

Diréccic’m/A ddress: Idem

Para el producto/For

|
the product:

Tipo/Type: Especificad

Categoria/Category: Pr
Grupo genérico/Generic groyp: Diagndstico

tro i
agic

0 thi

Vi
Di
A

ara Diagnéstico “In Vitro” /[
de enfermedades infegciosas /
Certificado/Specified i Annexc

oductos Sanitarios p
ic of infectious

Certificate.

os en Anexos de este

ngnostic Medic

al De

‘iees |
dise ’

1A

|
Elaborado en/In the facilities:

Dia. Pr(‘;’ Diagnostic Bioprobes S.r.l.
Via G. Carducci, 27 -200

99- Sesto San Giovanni — Milano (Ltaly). |

Este certificado debe ir acc
2003 12 0388 CT/ This ¢

Certificate N" 2003 12

Este certificado es consecuencia de la evaluacion de la d

expediente N* 2003 05

la Directiva/ This certificatd

N 2003 05 0240, and
Directive,

DIRECTORA DE LA AGEN

|
Garar

1 Qz

I |

ica dg
:l'itds
167740

5 fulfl

mpaiiado por el certificado CE de Sistema de
ertificate must be accompanied by the ECIF

0388 CT.

ality Assuran

ocumentacion téen
, y garantiza que el diseiio de los productos des
 is issued on the assessment of the deign docun
antees that the design of the described products

024
ion contained

gua

Madrid, 19 de noviembre de 232018
CIA ESPANOLA DE MEDICAMENTIOS Y P

oll)

UCTOS SAN

;gqn;:ia €Spanola
edicamenyols
productos,sannaric

/

Fdo. M? Jesus lLamas Diaz

tia de Calidad [Tot:

| disefio contenida
cumple los reg

the requirements o

| NY
C(if Syfetem
en el
s de
ssier
‘the

uisite
it7 do

1

|
!
rTAR

[ON]

Firmado digilalmante por: Agencla
Facha de la firma: 19/11/2018

spanola de Medicamentos y Productos Sanitarios |

Logallzador] G2Y

20G5R0

Pugde comprobar la aulenticidad del

[CORREO ELECTRONICO |
on0318@aemps.es

e
dogurnento en la aplicacian Localizador de la Wab de la AEMPS

Pagina 1 de 2
Tal.; f+34) 902.10&.322!2
Fax:
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DIFICIO 8
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"ERTIFICADO DE E
erdo con el Anexo IV, punto 4, dela

(
de acu

in aceordance with Annex IV, Section 4, Directive

PRORROGA/EXTENSION — Fecha inicial/ Ini
Fecha de iltima prérroga/ Last extension date:

XAMEN CE DE DISER
Directi\fa 9

EC DESIGN-EXAMINATI ON CERTIFI CATE

tial date:
27111

O
8/7

L

198

79/1

11/
/20

9/CE

o

o

12/2003
13 5

(¢ no

Celrtifjicado n°/Certifica

2003 12 0390 ED  DesdelFrom 19/11/2018

Fecha de valid&zz’Datc! ofvail;'dii
Hasta/To

[y
18

/111/2023

ON n*/N
1 03

B n .rl)
18

A favorde/ln favour qﬁ;

Fabricante/Manufacturer; |

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.
Direccion/Address: Via G

Representante autorizado ante la UE/Authori ed EU representative:
re/Nanie: Tdem ,Dit'eccién/A ddress: 1dem -

Nomb

Carducei, 27 -20099- Sesto San Giovanni—

Milano (Ttaly).

Tipo de¢ producto / Device
para el diagndstico de enfermedades
materials for diagnostic of '!zimnan infectious diseases.

Clasiﬁcl:‘a'ci6nfCZasszj’z‘can’on|' Lista A, Anexo I1/ List A, Annex II

Reactivos y productos re
humanas de marcadore

in human specimens of ma

‘kers of Hepatitis B infection,
[NANDO: VD 0203] f

HBs Ab ELISA opalitativo-cuantitativo | ELISA quc:?ifcz(fve»

- SAB.CE (96 tesfs) ‘

Este certificado ampara todas la
declaracion de conformidad. / This certificate cov
manufacturer in his declaration of conformity.

Madrid, 19 de noviembre de 2018

el type: Reactivos y productos reactiyos, ca{:ibi
infecciosas / Reagents, and reagent

ctivos para la determinacifn, confirmacion
de infeccién por Hepatitis B, mediante

enzimética (ELISA)/ Réagizurs and reactive products for the detéermination,
by Enzyme-linke

¢ marcas de estos productos inclui
ers all trademarks of 1

pro

'y

co
d i1

guan

las

DIRECTO;RA DE LA AGEN|CtA ESPANOLA DE MEDICAMENTOS Y PRO
! |
] agencia ¢!
. ¢ o S
/ 7] ] | R
P Od“c"’s\sanita}‘ic:

Fdo. M® Jesus Lamas Dia:%

rado

téc

hese |

LS ¥ ma(‘eriale.s.: de
i)
|

[
icas de Inmu:r
rmation and guant
hunosorbent assay

S = =

1
|

titlative

prr el fabricante e
broducts includéd b

p

DUCTOS SANITAR

cts, calibr'mmﬂmad

antificacion "Il!rl m
oab

control
control

oA

N i

1:'cstras'
soreion
ficatior
ELISA)

1 I.r\'ll
rthe

08

Firmado digltalhqnta por: Agencia Espafiola de Medicamentos ¥ Productos Sanilarios

Facha de la firma: 18/11/2018

Loca\izzador:l 62y

HAGEID

anto en la aplicacion Localizador de la Web de la AEMPS

Pusde comprobar la autenticidad del docum

GCORREO ELEGTRONICO |

onD318(@aemps.es
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CERTIFICADO DE EXAMEN CE DE DISEN

de acue:fo con el Anexo IV, punto 4, de 12 Directiva 9

-C DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, {Pirecn’w )8/7

PRORROGA/EXTENSION — Fecha inicial/
Fecha de ultima prorroga/ Last extension

Initial date:| 11
\date: 27/11/20

12/2003
13

70/CE

NEC

Certifigado n®/Certificate
2003 ‘;12 0393 ED

no

Fecha de validez/Date|of validity
Desde/From 19/11/2018 Hasta/To

|
18/

ON|n®/VE 1o

11/2023 0318

A favoi' de /In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes SalL
Carducei, 27 -20099- Sesto San Gioval

\nte 1a UE/Authorized EU representative:

Direccidn/Address: Via G.

Represgntante autorizado
Nombre¢/Nanie: Idem Direccion/Address: Idem

i — Milano

(Italy).

Para el producto/For the product:

Categoria/Calegory: Productos Sanitarlos para Diagnéstico “In Vitro” { It Vitro |

Grupo genérico/Generic group: Diagnostico de enfermedades infecciosas /; Diggn
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes &

o this

Nihgnostic Medical Devices
wsiic of infectious diseayes

Certificate.

Elabﬂljz:l:_do en/ln the facilities:

Dia. Pro Diagnostic Bioprabes S.r.1.

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

Este certificado debe ir acompariado por el certificado CE de Sistema de
2003 12 0388 CT/ This certificate must be accompanied by the EC|F1
|

Certificate N* 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la document
expediente N° 2003 05 0240, y garantiza que el diseffo de los productos des
la Direativa/ This certificate is issued on the assessment of the design docul
N” 200305 0240, and guanantees that the design of the described product!

Directive.

i, . Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MED]CAMENTIOS Y PR
! |

oIl

1

Fdo. M? Jesus L.amas Diaz

;geegf;;a espariolg

Hicam

Productos| €ntos
rHctos sanitarig

acion tgen

ica ;del disefio contenlida
critos jcumple los requisit

Garprjtia de Calidad [Totgl N°
1l Quality Assurance System

en el
s de

sentalion contained in dossier

ole

 Julfi

the requirements df the

RODUCTOS SANITARIOS

F

itmado digitalnante por: Agencia Espafiol

|\ de Madicamentas y Productos Sanitarios

Fecha de la firma: 19/11/2018

—

Puede comprobar la aulenticidad del documento enla a

CORREO ELEéTRONlco I

on(31B@asmps.es

Pagina 1 de 2

plicacién Localizador de la Web de la AEMPS

ORGANISMO NOTIFICADO 0318

Tel.:

Localizador] GJE[829008

!

CI CAMPEZO, 1 - EDIFICIO 8
(28042 MADRID

{+34) 0902.101.322 /(+$4) 91.822.61 97
Fax: {j+C‘M) 01.822,52.089
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' CERTIFICADO DE EXAMEN CE DE DISENO | .
de acugrdo con el Anexo IV, punto 4,dela ]l)irecti\{a 98/79/CE
| EC DESIGN-EXAMINATION CERTIFICATE f ‘
in%aJcordance with Annex IV, Section 4, Directive: 98/79/E( |
PRORRQGA/EXTENSION — Fecha inicial/ Jnitial date:|11/122003 |
Feclra de ultima prérroga/ Last extension date: 27/11/2013
! | |
o] | i | y
Certificado ll°/Cert1iﬁCa|'e no Fecha de validez/Date of validity ON n"/NB no
; ) \ .
200} 12 0393 ED Desde/From 19/11/2018 |Hasta/To 18 11/2023 ! 0318
A favor de/In favour of: | ‘ L
Fabricante/Manufacturers . .
Nombife/Name: Dia. Pro Diagnostic Bioprobes S.r.. | l
Direccién/Address: Via G| Carducei, 27 -20099- Sesto San Gioyanni — Milanp (Italy). I
Representante autorﬁzadd ante la UE/Authorized EU representative: | |
Nombre/Name: Idem Diteccion/Address: Idem l | |
Tipo de producto / Device type: Reactivos y productos reacti\f'os, cal]ibl d0|res y materiales‘ de ¢ontrol
para el diagnéstico de enfermedades infecciosas / Reagents, anlfl reagent E‘ogiucts, calibrators |and control
materials for diagnostic of hyyman infectious diseases. \
Clasificacion/Classification] Lista A, Anexo IL/ List A, Annex II W
Reactivos y productos reactivos para la determinacién, confirmacién y cuantificacion cn rpiestras
humanas de marcadores| de infeccion por Hepatitis D, mediante |técnigas de Inmunoab: orefon
enzimdtica (ELISA)/ Reagents and reactive products for the detérmination, confikmation and quantification
in human specimens of matkers of Hepatitis DD infection, by Enzyme-linkeil impmunosorbent assay (FELISA)
[NANDO: IVD 0203]
ey
HDV Ab ELISA gualitativo / ELISA qualitative
T[ * DAB.CE (96 tegts) ] ‘
\ ! i ! S
Este certificado ampara todas las marcas de |estos product‘ps incluidas pqr el fabricante en su
declaracion de conformidad. / This certificate covers all traden?zarks of these|pyoducts included by the
manufacturer in his declaration of conformity. ! " '
| | | |
| | |
Madrid, 19 de noviembre de 2018 : .
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENITOS Y PRODYCTOS SANITARIOS
| i ‘ ! !
49encia esparin g
’I ' . mediCam‘ganoI%a de
Productos . 08 Y
08 sanitariol |
Fdo. M? Jesus Lamas Diaz
| |
Firmado digilaliente por: Agencia Espafiolajde Medicamenlos y Productos ‘;Sanitarios | Localizador: GJECB230CH I
Facha de la firmiia: 19/11/2018 | | _ ‘ _— I
Pueda comprobdr la autenlicidad del documento en la aplicacion Locallzador de la Web de la AEMPS | | |
LC-ORREO ELECTTRONICO J P&gina 2 de ‘?. | C/ CAMPEZO,%‘IS(—)EEQJI{;&(QEE{)‘JS
on031B@aemps.es ‘ Tel | ($34) 902.101.322 l(+34; 91_32;!.?9.97
ORGANISMO NOTIFICADO 0318 ‘ Fau: {+34) 91422.52.B9




|
Dka Fro |
Diagnostic | |
Bio Probes | |

EC DECLARATION OF CONFORMITY
|

MANUFACTURER | DIA.PRO DIAGNOSTIC BIOPROBES S R.L.
. i VIA G, CARDUCCI N° 27 20099 SESTO SAN
| GIOVANNI (MILANO) — ITALY
PRODUCT ? HAVIgM
| CODE: AVMICE (96 tests) ,
CLASSIFICATION GENERAL 1VD ‘
CONFORMITY ASSESSMENT ROUTE | SELF CERTIHICATION

it : |
W]l? HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
: THI PROVISIONS OF THE COUNCIL DIRECTIYE O8/79/EC ‘

FOR IN VITRO DIAGNOSTIC DEVICES, |

ISO CERTIFICATE(S) UNI CEL EN IS0 9001-Nr 50 100 5931/A | |
UNI CEI EN ISO 134854“1- 30 1005931/8 | |
RELEASED BY CERTIFICATION BODY TUY|

Italia S.r.l. )T !

!
1
| |

| | |
PLACE & DATE OF FIRST ISSUL MILANO|- SEPTEMBER 2003

R |
P_LAC‘E & DATE OF CURRENT SESTO SAN GI;O\’ANNI (MI)|- DECEM BIR 210]3
ISSUL | | | |
SIGNATURI oA PR T
Legal Representative | | N ¥1’§g;§; il |

Disssa lorenza Scozzesi | I \ J il |

| N -rl,«" (j}‘é}’r!::f o

(e | 1273017 | | | ||
! . | I | 3
DIA.PRO Dlagnostic Bioprohes .1.1. ‘
_ Sede lagalp e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) - ilalla '
Tal. +39 02 2700?1(%/6450 « Fax 439 02 26007726 + hitp:/www.diapro.it » E-majl; info@cliapio.it ‘ '

Capitale goclale €60,000,00 LV. - P.IVA: 11924660160 — Reg. Imp. 1192466¢ 159 -+ REA 1509959
’ |
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