ELiTechGroup B\,
P.0.Box 100
6950 AC Dieren

ELITechGroup

" o o
Van Rensselaerweg 4 1540-001 | Anti-Slip sheet
6956 AV Spankeren 2206-007 |Cooling Liquid (1 L) e
The Netherlands 3062-021 |Sample cup (1000 pes} v
T:+31 313 430 500
F:+31313 427807 3062033 |Sample twbe B mil (500 pes} v
info.ecsnl@elitechgroup.com 3062-040 |Water container 10 | v
www elitechgroup com
3062-041 |Water container S L +
Chamber of Commerce 09175642 o ——
3065-155 Syringe 100 Wl e
3066-156 [Syringe I ml v
3065-040 |Keyboard Dust cover v
. 3069-047 |Kayboard Dust cover +
To: Whom it May Concern
3070-518 Cap holder v
P 3070-538 |Cap rotar Left v
Regulatory status of parts & accessories
3070-533 |Cap rator right '
3201-002 [Dichramate 8 Abs (25ml) s
H . B . < ? +
As mentioned on the current Declarations of Conformity of our Clinical Chemistry Analyzers also the 3365102 Jusasiik
accessories conform to the provisions of the EU Directive on In Vitro Diagnostic Medical Devices (98/79/EC). 3374-003 | Mains cable [USA) i
This applies to the parts and accessories as mentioned in the attached list. 3374-052 |Pumpunit cable v
3374-066 [Mains cable e
'IVD accessory' means an article which, whilst not being an IVD medical device, is intended specifically by its 3374-097 |Serial Mull-madem cable v
manufacturer t S\U‘m\cmmnhowmﬁvm_‘\é‘.ﬁg3‘_‘<‘Udm<wmmrm9m3m¢_Wn‘_mi%wdmSnWﬁo&mdmma‘Hd‘ndoaqmj‘n‘m [ 3374286 |usB Extencion cable v
with its i y
Slintegieed purpose 4804-038 |Reagent identification Disc v
HO01-826 |Diluted Waste container ¥
ELITechGroup B.V. 6001-827 |Concentrated Waste container s
BO01-B60 |Water cantainer L ) [
T BO01-B81 |Tube assy (analyser) ¥
6001-872 |Tube assy (cooling unit) e
. 6002-102 | Assorter unit -
Adriaan P. Intveld
f 6002-386 |System software an €0 <
Manager Quality Assurance & Regulatory Affairs
BOOZ-706 |Reaction Rotor set {3 pos) o
6002-728 |System Disc v
6002-817 |Bottle 30 ml (20 pes) ¥
65002-818 |Bottle 15 ml (20 pes) s
6002-804 |wWater cantainer 5 L o
T £503- 81T Assrr et v
6002-913 |External tubing v
6003-074 |Sysrem software on USE stick W
BOD3-242 | Dilutsd Waste Container 5 L +
| BOD3-466 |Keyboard Support option v
| 6003797 |CW Waste Container 2 L o |
[ BOGIEOE | 4sdo | v

number: Regu atory status of varts & accessories {2023-22-30)
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DICA

Wedica Corporation

Bediord, Massachusetis 01730

%

Froclie

TG WHORM|

MEDICA C
authorize th

GBG-MLD
Tighina str
MD-2001, O
Republic o

to be our DISTRIBUTOR for the EasyL

analyzers as

GBG-MLD $RL is autharized by MEDIC

aforementior

GBG-MLD §

placed by the government and other inst

is For Health Care

SHL
65, office 607
hisinau,

& Qak Park Drive

Tel 781 275 4502
2731

AWWNETICREOI (Loom

T MAY CONCERN:

Moldova
well as associated reagen

ed products,

RL is authorized by MEDIC

AUTHORIZATION LETTER

|
ORPORATION, having facilities at 5 Oak Park Drive, Bedford, MA 01730, USA,‘ do hereby
e company: |

yte®, EasyElectrolyte™, EasyBloodGas™ and EasyStat®
s and consumables in Moldova,

A CORPORATION to enter tenders and quote for all

A CORPORATION to present offers on our behalf to tenders

itutions for Medica products and consumables

GBG-MLD SRL responsibilities include sales of the EasyLyte®, EasyElectrolyte™, EasyBloodGas™ and

parns.

GBG-MLD 8
EasyElectro

yte™, EasyBloodGas™ 3

This authorizz?yﬂis effective immediatel

writing byM//m
,“/‘\\'-

o

\ /

e g
» oA i

ica Corporation.

[ "
Mg I/.’-*

| b

Dave Anacont

a

Director of Sales

MEDICA COR

PORATION

AL is also authorized to pro

EasyStat® analyzers and providing seN|Ice as well as maintaining a supply of reagents and replacement

vide warranty service for the Medica EasylLyte®,
1d EasyStat® analyzers.

| |
and is valid until December 31, 2019, unless revoked earlier in

| )]
- Dafe

/
/ /4\’
7
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To whom is may concern

Date: January 9, 2019 Letter of Authorization

Avantor Performance Materials Poland S.A., reg. No. 0000010108 who is an established
manufacturer of Hematology- Reagents, Stains, Controls and Calibrators and products for
Histology located at:

Sowinskiego 11
44-101 Gliwice
Poland

herewith confirms that:

I.M Global Biomarketing Group Moldova S.R.L
Republic of Moldova

MD-2001, Chisinau

Tighina str. 65, 607 office

Tel (873 22) 549 120, 549 121
Fax (373 22 ) 547 373

is authorized to [act as our distributor for our hematology/histology reagents and
controls (Products) in the Republic of Moldova

The Products are labeled with the J.T.Baker" label and have the CE mark on the label where applicable.
The devices comply with the In Vitro Diagnostic Medical Devices Directive 98/79/EC,

Furthermore |.M Global Biomarketing| Group is duly entitled to:
* Register, promote, offer, negotiate prices and sell our Products in Moldova;

e carry out the required product training of the medical and technical personnel who will
use these products.

In all the above activities .M Global Biomarketing Group is acting in its own name and on its
own account.
This au_thorfzation letter is valid until about 1 year after date.

-Avéntor fﬁérform ance Materials S.A.
Poland

\0')\ o CE\QBG.{
A g i

H Véln den Berg,
Marketing Product Manager Diagnosti
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Certificate of Completion

This 1s Lo certify

Mr. Alexei Legun o fme

successfully completed
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Intended use
CyMet*
use in cell counting and sizing
jent is designed for at
part WBC differential, based o
50 used to analyse He

The reag

Diff is al

FERFORMANCE pAATER

(

ALS

cyMet* Erma Il Diff

Erma Il! Diff is a speci

ally filtered, non-sterile blood lysing reagent fluid for

tomated instrumentation, capable to monitor a three-
n the aperture impedance principle. CyMet* Erma |l|
moglobin by optical measurement. CyMet* Erma |l

Diff ShOTId be used in combination with Diluid* ERMA.

Summary and principle

The rea
RBC to
WBC fo

Content: CyMet* Erma Il Diff

Quaternary ammonium compaunds and KCN (<0.1%).

Warning

elease Hemoglobin p
counting and sizing.

and precautions

Harmful

Storage

and stability: CyMet

Indications of deterioration

There are no visible deteriorat

performance. The reagent can
performa

Instructions for use

CyMet* EErma Il Diff should be
manufacturer’s instructions for
Operators manual.

Reagent

Furtherm

Pack size

REF 3460.0500 CyMet* Erma IlI Diff
* Trademark of Avantor™ Perf

18°C /ﬂ/

i

A0

C€lvo

ntor™ Performance Materials
gseweg 20 — 7418 AM Deven
+31 (0570 687500

» devices as mentioned in this

AV
Te
Tel
Th
In

ent is used prior to cg

if swallowed. Avoid co

itro Diagnostic ¥edical Device

unting and sizing of WBC. The reagent stromatolysis
ior to analyse it by optical measurement and madifies

is water based and contains:

ntact with eyes, skin and clothing.

" Erma Il Diff is stable for two years at 18-30°C.

ions; otherwise the reagent shouldn't give optimised
be used through out shelf life, giving optimised

nce. No guarantees to reagent performance are given after the expiry date.

used undiluted according to instrument
use and should be connected as listed in the

may be used with Proclean* And Hypochlorite 0.5% as a cleaning agent.
ore reagent may be used with Diluid* ERMA.

500 ml HDPE bottle
ormance Materials - Deventer — The Netherlands

&1 — The Netherlands

sheet comply with the
Directive 88:79/EG

VERSION: 2011-08-12
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PERFORAMANGE MATERIA

ProClean*

Intended use
ProClean™ is a specially filtered, non-sterile cleaning fluid for use in cleaning of cell
counters,
The product is designed for semi-automated and automated instrumentation, capable
to clean|blood diluting parts of the instrument.

Summary and principle
The reagent is used to clean blood diluting parts prior to remove cell fragments from
the instrument.

Contenf
ProClean* is water based and|contains:

Proteolytic enzym, poly-oxy-ethylene-alkyl-alcohol, NaCl, Na,SO, and preservatives
in an inorganic buffer compound. ProClean Contains a purple inert dye.

Warning and precautions
Harmful if swallowed. Avoid cantact with eyes, skin and clothing.

Storageand stability
ProClean* is stable for two years at 18-30°C.

Indications of deterioration
There are no visible deteriorations; otherwise the reagent shouldn't give optimised
performance. The reagent can be used through out shelf life, giving optimised
performance. No guarantees to reagent performance are given after the expiry date.

Instructions for use
ProClean* should be used undiluted according to instrument manufacturer's
instructians for use and should be connected as listed in the Operators manual.
Reagent|may be used with all kinds of Diluids* and CyMet’s™,

Pack siz
REF 390

[=] [4)]

ProClean* 5 litres cubitainer

* Trademark of Avantor™ Performance Materials - Deventer — The Netherlands

Jpec

13:-(:-/9/ C E

Ayantor™ Performance Materials
Telgseweqg 20 — 7418 A Deventgr - The Netherlands
Tel| +31 (0)570 687500 |
Thel devices as mentioned in this sheet comply with the
In \itro Diagnostic Medical Device |Diradtive 98.579.1‘E‘G

VERSION: 2011-08-12
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HERFORMAMIRE raATHERIALS

Hypochlorite 0.5%

(o3

Intended use
Hypochlorite 0.5% is a specially filtered, non-sterile cleaning fluid for use in cleaning
of cell counters.
The reagent is designed for semi-automated and automated instrumentation, capable
to clean blood diluting parts of the instrument.

Summary and principle
The reagent is used to clean blood diluting parts prior to remove cell fragments from
the instrument.

Content
Hypochlprite 0.5% is water based and contains:
Sodium hypochlorite (0.5% active chlorine) and poly-oxy-ethylene-alkyl-alcohol.

Warning and precautions
Harmful if swallowed. Avoid contact with eyes, skin and clothing.

Storage and stability
Hypochlorite 0.5 % is stable for one year at 18-30°C.

Indications of deterioration
There arge no visible deteriorations; otherwise the reagent shouldn’t give optimised
performance. The reagent can be used through out shelf life, giving optimised
performance. No guarantees to reagent performance are given after the expiry date.

Instructions for use
Hypochlorite 0.5% should be used undiluted according to instrument manufacturer's
instructigns for use and should be connected as listed in the Operators mariual.
Reagent|may be used with all kinds of Diluids* and CyMet's*.

Pack size
REF 3917.1000 Hypochlorite 0.5% 1 liter bottle
REF 3917.5000 Hypochlorite 0.5% 5 liter bottle

|
* Trademark of Avantor™ Performance Ma:terials - Deventer — The Netherlands

aec

ecA |CE

Avantor™ Performance #aterials |
“ Teyaseweq 20 — 7418 Ali Deventer — The Retherlands
Tel| +21 {0)570 AG7500 |
The devices as mentioned in this gheet comply withithe
In Vitro Diagnostic Medical Device|Directive 98:7%EG

VERSION: 2011-08-12
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C,ISQ isa member or

THE INTERNATIONAL GERTIFICATION NETHORK
www ignel-certification.com

IONet, the association of the world's first £)3ss

certification bodies, Js the largust provider of manayement
System Certlfication in the world.

[QNat is composed of more than 36 hodies and counts
over 150 subsidiaries all aver the giobe

CERTIFICATO n. P
CERTIFICATE No.

51 CERTIFICA CHE IL SISTEMA DI[GESTIONE PER LA QUALITA DI
WE HEREEY CERTIFY THAT THE QUALITYMANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dell'lndustria, 12 — 3502() Arzergrande (PD) - Italia
| Unita Operative / Cperative Units
MEUS S.1.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zaona| Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
‘ MEUS E I. - Via dell'Industria, 2 - 16 — 35020 Arzergrande (PD) - ltalia
ROLL 8.R.L. - Via Leonardo Da Vinci, 24A — Zana Indlistriale Tognana - 35028 Piove di Sacco (PD) - ltalia
KIMA S, R.L. - Via Leonarda da Vinci, 22 -~ Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
‘ VACUTEST KIMA S.r.). - Via dell'Industria, 12 — 35020 Arzergrande (PD) — ltalia
VACUTEST KIMA S.r.l|via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - lalia

\
MPLIANCE WITH THE STANDARD

UNI CEI EN 1SO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA { FOR THE FOLLOWING ACTIVITIES

EA: 14 -29

E (JONFORME ALLA NORMA / IS IN

Progettazione e produzione|di provette con vuoto predeterminato ad use prelievo ematico, liguidi biolegici & urine|
Produzione di proyette per microprelievi di sangue. Progettazidne e produzione di Holders (camicie) per prelievo sottovuota,
Progettazione & produzione di kit diagnostici per 'analisi del sangue e dei liquidi biologici. Progettazione e produziene di
terreni di coltura per microbinlogia, Progettaziane e prodiizione di aghi e dispositivi sterili per il prelievo ematico.
Commercializzazione di prodotti del Gruppo: kit diagnostici terreni di coltura per microbiologia, articoli in plastica per
laboralaorio amlm provette can vuoto predeterminato e agh) sterili. Progettazione e produzione di stampi per articoll in
plastn:a per laboratorie analisi. Stampaggio di materie termoplastiche ad iniezione per articali medicali,

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liguids
and yring samples. Production of test tubes for micro-colfedtion of haematological samples, Design and prodittction of
Holders for vacuum sampling. Design and production of diagnpstic kits for blood and biological liquids analysis. Design and
production of cuilture media for microbiology. Design and production of sterile needles and devices for collection of
heemaltological samples, Tragling of the products of the Group: diagnostic kits, culture media for micrabiology, plastic
disposahie labware, test tubes with predetermined vacrum ang sterile needles. Design and production of moulds for plastic
tabware| Injection maulding of thermoplastic materials for medical devices.

Riferirsi alla decumaniazione del Sislema di Gestione per la Quallli aziandala per lapplicablits del raquisill delta norma ai nrerrnarlm
Reler to the dedumentation of ihe Quafity Management Systam for detais of apalication lo refarence standard

Per informazioni punfuall e aggiornale circ eventuali vanazioni intervanule nello state della ceriificaziona di cui al presente certificate,
si prega di contaltare il n° telefonico +33 02 125341 o indirizze e mail info@hcim it

Far limgly and uptiated informalion abouf any changs in the certification status rafermad lo fn (his eerificale,

please contact the number +39 (2 725341 or emall addross infoi@icim i,

Data emissigne Emissione corrente Dala di scadenza
First issue \ Current issue Expiting date
18/0172007 18/01/2019 1710172022
¢
lmMSpA
Piazza Don Envico Magell, 7.~ 20099 Seslo San Giovanni (MI)
ww.icim il

WWW.CIS0.Com

% SGOQ N 004 A 7150 & la Federazione ltaliana di Organismi di

; Certiflcazione del sistemi di gestione aziendale
o ol : -

= Mambra degl Arcord] dl Mutuo Ricomasciments BA, [AF e ILAC CISQ Is the Italian Federation of management

Sighatory b EA, TAF and ILAC Mutual Recognition Agreements system Certification Bodies.
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WE HER

¢

MEUS S.r.l. - Via Leonardo da Vinci, 24B - 26 — 28 — Zon4d

MEUS

ROLL 8.R.L, - Via Leong
KIMA S.R.L. - Via Leon
VACUTES]

VACUTEST KIMA S.r.l

E

Progettazione e produzione
Produziane di pravetie per imicro
Progettazione & produzione di

terfeni di coltura per microbiologia. Progettazione e progd

Commercializzazione di prad
laboratorio analisi, provelte cg
plastica per laboratori

Design and production of test tu
and yrine samplas. Productio
Holders for vacuum sampling. D
production of culture media
haematological samples. Tra

disposabile laliware, test tubes with predetermined vacuum an

labware

Riferirsi alla documentazione del Sislemsa di Gestione per la Guali

Reler fo fie

Sistema di Gestione per la Qualit

ERTIFICATO n.
ERTIFICATE No.

5| GERTIFICA CHE IL SISTEMA D
EBY CERTIFY THAT THE QUALIT

5RUPPO VAC

Sede / Hes
Via dell'Industria,12 — 3502
Unitéa Operative /

B.r.l. - Via dellIndustria, 2 - 1
rdo Da Vinei, 24A — Zona Ind
ardo da Vinci, 22 — Zona Indu:
I KIMA S.r.l. - Via dell'Industri
via L. Da vinci, 22 Zona Indu

ONFORME ALLA NORMA /S IN (]

UNI EN ISO

PER LE SEGUENTI ATTIVITA / F(
EA: 14

srelievi di sangue. Progettazid
kit diagnostici per I'analisi del

ptti del Gruppo: kit diagnostici
n vuoto predeterminato e agh
b analisi. Stampaggic di mater
bes with predetermined vacuy
i1 of test tubes for micro-colleq
esign and production of diagn
or microbiology. Design and
ting of the products of the Gy

of the Quedity Management Sysh

il

Cl1SQ is a member of
Bl S D L A e
. +*
*ir -
2

P

>

* :
& Ak

———— ke
THE IHTEAMATIONAL CERTFICATION HETWOK
www. lgnet-certification.com

FQNer. the association of the werld's first ¢lass
certification bodias, Is the fargest provider of management
System Certification Jn the worla,

IQNet {5 composed of more than 30 bodies and counts
aver 150 subgidiariog ofl over the globe.

4264/4

GESTIONE PER LA QUALITA O
MANAGEMENT SYSTEM OPERATED BY

UTEST KIMA

ad Office

) Arzergrande (PD) - ltalia

Operative Units

Industriale Tognana — 35028 Piove di Sacco (PD) - ltalla
B — 35020 Arzergrande (PD) - Italia

ustriale Tognana — 35028 Piove di Sacco (PD) - Italia
striale Tognana — 35028 Piove di Sacco (PD) - Italia

a,12 - 35020 Arzergrande (PD) - ltalia

striale Tognana — 35028 Piove di Sacco (PD) - Italia

OMPLIANCE WITH THE STANDARD

9001:2015

8 / Quality Management System
R THE FOLLOWING ACTIVITIES

1-29

|di provette con vuoto predetsrminato ad uso prelieve ematico, liquidi biologici e uring|

ne e produzione di Holders (camicie) per prelievo sottavuale.
sangue e dei liquidi biologici. Progettazione e produzione di
uzione di aghi e dispositivi sterili per il prelievo ematico,
terreni di coltura per microbiologia, articoli in plastica per
sterili. Progettazione e produzione di stampi per articol| in

le termoplastiche ad iniezione per articoli medicali.

m for collection of haemalological samples, biological liquids
tion of haematological samples. Design and praduction of
nstic kits for blood and biological liquids analysis. Design and
sroduction of sterile needles and devices for collection of

up: diagnostic kits, culture media for microbiology, plastic

i sterile needles, Design and production of moulds for plastic

Injection moulding of thermoplastic materials for medical devices.

14 azlendale per I'applicabilila dei requisiti della norma di riferimento,
i for details of appiication to reference standard requirements.

Il preserite certilicalo & soggello al rispetio del docurmento ICIM “Regolamento per la cerlificazions dei sistem di gestione” e al relativo Schema specifico.

The wse anid fhe vatidity of this carifcata shall |
Per informazioni pun

For fime

Data emjssione
Flrst issue

18/01/2007

uall e aggiomate circa eventuali variazioni in

ly and updated informalion abou! any changs
please conlact the number +39 )2

Emissione corrente

atisfy the requirements of the ICIM documenl “Rules forthe cefii{/calipn of company managemen{ systems® and specific Scheme,

lervenule nello stato della cerlificazicne di cui al presente certiicato,

siprega di contallare il n* lelefonice 439 02 726341 o indirizzo e!mail info@icim it.

4 in (he centificalion stalus referred to in ihis certificale,
25341 or emai address}in(o@icim./'{.
I

Data di scadenza

. )
' LERIE AL DI ACCRIDITAMENTY. %
P [

o SGQ N 004 A

o2

< i

< renibra degll Accordl dl Mutuo Rlgon

Slgnatory of EA, [IAF and [LAC Mulus

ACCREDIA %

ascimgnto EA, 1AF & ILAC
Recognltion Agreements

Currenl issue E{(pi/‘mg dale
18/01/2019 17/01/2022
G| [
ICIM S.p.A.
Piazza Don Enrico Mapellij 75|~ 20098 Seslo San Gidvanni (M)
wwpicim il

wWww.cisg.com

C15Q & |a Federazione [taliana di Qrganismi di

|Certificazlone del sistami di gestione ariendsle,

CI5Q Is the Itafian Federation of management
system Certification Bodies,
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CODE SIZE

13 x
75

13501

13 x
75
mm

13505

13 x
75
mm

12520

htlp:waw.kima.iilen!sistema--d

EDTA TUBES

LT

DESCRIPTION

K2 EDTA

K2 EDTA

K2 EDTA

D

2

2

Utilizza

nostra,

i

RAWING

il

rml

imi

EDTA tubes - Kima

COLOUR

Lavender

Lavender

Translucent
lavender

e

maggion informaziond |

SHELF-
LIFE

18
months

18
months

18
months

ndo il sito, accetti I'utilizzo dei ;ookie da parte
Accetto

—pre|ievo-sattpvuotofprovettT—sottovuoto-con-edta/?fromsearch=1 3005

PACKAGING

100 /1000

100 /1000

100 /1000

LABEL

Paper

Paper

Paper



CONTAIN
SAMPLES

/

ERS FOR URINE AND BIOLOX(

184620
NON STERILE
@ 26x92mm
Vol 30 ml
Polypropylene con
label an‘d screw ca

184720
STERILE

@ 26x92mm
Vol. 30 ml

Sterile polypropyle

label and screw ca

Utilizzando il sito, accetti I'utilizzo dei cookie da parte

nostra, 1

tainer with

P.

ne container with
o}

lagaiort informazioni

184730
STERILE
Individually wrappe

g Accetto

=k

AL
=4
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18129
STERILE

0 30x58mm
Vol. 35 ml
Sterile polystyrene
spoon, label and

23173
NON STERILE
Vol. 150 ml

Polypropylene cor

Graduated to 120

Writing surface 28

231178
STERILE
Vol. 150 ml

Sterile polypropyle
label and screw ca

Graduated to 120

Writing surface 28

Utilizzanc

nostra.

feces container with
ress-on cap.

tainer with separated cap.
ml.
x48 mm.

ne container with
p.

ml.

x48 mm.

lo il sito, accetti I'utilizzo dei cookie da parte

|angiort formariond ; Accetto

il




VACUTES
U@ﬂm&

Search ...

=

NE TEST TUBES |

i
Sy

- 18159
L NON STERILE
= Vol. 12 ml
Polystyrene urine t
tube with sedimen
! 1.‘]
;- ':;?E
|
/
Utilizzand

nostra.

\
@ | 18159
— NON STERILE

%ﬁ Vol. 12 ml

‘ Polystyrene urine te

] tube with conical b

i

n

{ g

[2ML

i3

RSt
[ bulb.

o il sito, accetti I'utilizzo dei cookie da parte

Cgaiort informuzion ; Accetto




18261 18260
STERILE NON STERILE
Yellow tip for automatic

pipette Gilson type.
Vol. 0:200 ul

18171 18170

STERILE NON STERILE

Yellow tip for automatic

W pipeltte Eppenborf—Brand-Socorex type.

|in j Vol.|0:200 ul

%l
18173 18172
STERILE NON STERILE

Light blue tip for automatic
pipette Eppendort-Gilson-
Brand-Socorex type.

Vol. 200:1000 ul

18175 1817‘4

STERILE NON STERILE
White tip for automatic pipette MLA type,
Vol. 0:200 ul

Utilizzando il sito, accetti I'utilizzo dei cookie da parte

nostra. | igaiort iformazioni i Accetto




i

GLUCOSE

MONITOR

Bluetu(}th' glucese monitor -
see page 3

Tpnu.rmm /
waillary action

FOR DAILY DIABETES TESTING

Advanced technology g
Kit i;nclucles 10 strips, co
clear cap (for testing on

Maih features:

- acqurate result in just 5
-only 0.5 ul sample size
- automatic|calibration with code chip
- plasma calibration resu
- advanced data manage
- affordable for frequen
flox1b|llty to test on the
- cer‘tlfled 1SO 15197:201
TECH

20 to
Finge|
Appr

Me@surement Range
Sample Sites : Size

Test Time
Powver Source
Battery Life
l\/ler;nory

One

12 m
Up td

| mg/dL

English
French

23801
?3896

ftalian
Greek
23890
23895

G!MA
code

23910
23912
23913
23914
23919
23917
23916

L ABBOTT

|

Spanish

Portuguese

23892
.!3897

© Accessorles and consumables for
GLUCDSE MONITOR o]

Glucose Strips -
Glucose Strips -
Glucose Strips -
Control Solution
Auto lancet devi
Lancets 28G for
Lancets 28G for

Lcose monitors. Available
de chip, control solution,
forearm or palm), carryin

U

seconds

_ BIOSENSOR TECHNOLOGY
- 5 SECOND TEST TIME

0 sterile lancets, lancet device,

as unit only or complete kit.
case, user manual. c E 0123

o

- ONLY 0.5 yL BLOOD SAMPLE«

Its

ment with 7, 14, 30 days
t monitoring

» forearm, palm or finger
3
NICAL SPECIFICATIONS
600 mg/dL or 1.1 to 33.3 mmol/L;
r tips, Forearm or palm - 0.5 uL
pximately 5 secands

2032 or equivalent 3,0 V coin cell
snths or approximately 1,000 tes
300 records with time and date

iz

tl
|
|

mmiol/L '3 ON CALL® PLUS 1l GLU
Engllsh ,
French

23881 Glucose monitor P

23886 Glucose monitor P

N CALL® PLUS AND ON CALL® PLUS
ox of 25 strips

on of 50 strips
ox of 100 strips

ce s
23919 - sterile - box of 25
23919 - sterile - box of 10

GLUCOSE S

battery
]

| e
({O SEMONITOR

us-meter only
lus-kit

ca il g
pes

TRIPS

23891
VRIage Easy calibration :
with chip PLASMA
calibration resuits

p

pcs

LANCETS AND LANCET DEVICE

%

g [ireg Flif-‘(jls tyle

Abbott

Fre€

‘}iﬁr‘ ; |

¢ 23919 AUTO LANCET DEVICE
Reusable auto lancet plastic device, adjustable tip, allows
precise configuration of lancet penetration.

4

£i e@*ﬂ\f le

L i : el 23916
g g "u s -
T ey
» 23917 GIMA LANCETS - 28G - sterile - box of 25 pcs
o ° 23916 GIMA LANCETS - 28G - sterile - box of 100 pcs
ABBOTT FREESTYLE cTrips | Lancets are fine needles that can be used with
o OPTiUM BLOOD GLUCOSE TEST STRI code 23919 and most of lancet devices in the
Galahg: ‘ “: CDﬂJﬂﬁtibifiw L f‘éi::d“;‘r‘m market to draw a bload sample for glucose
] : | ing. Multilanguage box: GB, FR, IT, DE, ES, PT :
23942 }FreeStyIP Opt|um Neo, FreeStyle Libre, FreeS‘l\He box of 25 testing. Mult g by 2 B3 T s
z3943 Optium, Optium Xteed, Optium, Optium Easy, Boots box of 50 GR, PL, Arabic. 25916-17 =20/
| ABBOTT FREESTYLE LITE BLOOD GLUCOSE TEST STRIPS S ™
23944 FreeStyle Lite, F eeStyle Freedom Lite, box of 25
23945 JFreeStyle In>uL|n>(, FreeStyle Navigator Il box of 50
\
|
| — i - -~
| c
 SURGILANCE SAF ETY AUTOMATIC LANCETS -
SURGILANCE SAFETY AUTOMATIC LANCETS - NEEDLES Multilanguage
Multi purpose capillary blood sampling devices for all testing wRist R
reqdirements. bVL’Vl'\/./TIEd/_DU(‘.DOSE‘.COm
The bne-step safety lancet is easier to use, no arming is required, e 4
and safer, once lancet is yised it is rendered inoperable. e
High-speed delivery and penetration method minimizes .
patient pain and operatpr error. i C ‘E 1008
Latex-free, hypo-allergenic, disposable, sterile, o
= £y . | : Muttilanguage box:
o ?UR_(;IEANCE' SAFETY LANCETS - NEEDLES GB, £R, IT, ES, DE, PT. g 24515
GIMA | Colour Depth of :en:glee NetiEdla Blood! ;E g ~ Minimum MLt SE[DRTREACH, |
cocfe i -pe:.\r:let"atio-_n eia GaL:Jge Flow % = g order
24513 Yellow  1.0mm| G21 G26 5-10pl e e[| boxof 100 R [
24514 Grey  1.8mm| G21 G23 10-20pl e o|| boxof100 ~ © §oee
24515 Orange 22mm| G21 G22 2040l | e/l boxof 100 1 .
24517 Pink 2.8 mm| G21 G21 40-60pl o efls boxof100 = -
5 INSULINE PEN NEEDLES SEE PAGE 52
\'
|




irgiLance™ Instructions for Use ~ furgiLance™

e safefy foncet memmneses seyfety funcet

| | o i 4 . - .

«f] Clean test site with isopropyl al¢ohol Place red end of safety lancet on the
||| andair dry. jemove protective ¢ap test site.

M from safety lancet.

vvvvvv

Push the safety lancet down against Once used, simply discard lancet into a
; test site to activate lancet mechanism. sharps container.
_ iR

medipurpose.com/surgilance/ifu

Meditirpose




Certificate

TUVRheinlarﬁ)d

The Certification Body of

TUV Rheinland LGA Products GmbH

hereby certifies that the organization

KABE LABORTECHNIK GmbH

Jagerhofstr. 17
51588 Nimbrecht
Deutschland

has eetaiblis_hed and applies a gquality management system for medical devices

for the following scope:

Design and development, production and distribution of
in vitro diagnostic devices and consumption materials

for sam
as well as single-use medical devices

Proof Fas been furnished that the requirements specified in

|
|
|
|
are fulfilled. The |
|

Effective Date: |

Certificate Registration No.:

ple withdrawal, preparation and storage

EN I1SO 13485:2016 |

quality management system is subject to yearly surveillance.

2018-10-18

SX 60133221 0001

An audit was performed. Report No.: 21234760 009

This Certificate is valid until;

,»\—-. |

4"; ey

( DAkkS

'.,%:. - . Deutsche

T Akk reditierung slptelnle
D-ZM-14169-01-02

Date 2018-10-12
i
TOV Rheinland LGA|

2021-10-15

Certification Body

Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel:+49 221 806-1371 Fax: +43|221 BOE-3935 e-mall.carl-validity@de. tuv com hitp:fwww.tuv .comis afety
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Capillary b

Capillary blood collection GK

Capillary bl

It consists o

stopper.
+ Easy hand

* Plastic cap

* Collection
* Light prot

* with confq

Fill the capi

After filling
Remove the

ood collection GK

ling

077003 EDTA 100 ui

Packi
100 p

g unit:
cs in bag,

4.000/pes in box

B x 39 mm

lood collection system

f a prepared test vessel and a prepared plastic end-to-end collection capillary with

illary* with exact filling volume; complete inner surface prepared, unbreakable
vessel serves as centrifugal vessel; prepared for all common tests

ccted, tinted vessels for bilirubin analyses

brmity certificate in a
llary with capillary bl
let the blood flow int
capillary, press on th

‘cordance with the Weights and Measurement Regulations

vod from a horizontal position.

» the vessel from a vertical position (shake out remaining blood).
» attached stopper and mix or centrifuge.

[ T — N . 4
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Via Monte

Regione M
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COno
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prelievo di campion
ne e fabbricazione d
Commercializzazion
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and in surgical field. Des
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This Certificate shall sotfsé the
Iscardanza tra le lingue utilizzate nal
ses of discrepancy betiveen the langtiacas

L'A

Data di Prima Emissiong

First Issue Date ITALY]

2011-10-30

e
sign

arca, 336 — 20126 Milano (M1)

CATO N° 5055GQ0

'ITALCERT
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CERTIFICATE N° 50556003
Si certifica che il

this is to certify that

Gestione per la Quallté

CQuality Management Systerm

messo in atto da
implemented by

DVA APTACA S.r.l.

IT 20900 MONZA (MB)

|4
Bianco, 4 —

nella Sede Operativa di
Operative Unit

nforte, 30 — IT 14053 CANELL| (AT)

e conforme alla norma
(s in compliance with the standard

O 9001-2015 (I1SO 9001-2015)

per i seguenti Processi
erning the following &inds of Processes

1e ed immissione in commercio di tamponi:sterili

biologici in orifizi naturali e in ambito chirurgico.

dispositivi medico diagnostici per laboratori di analisi,

e di dispositivi medici e diagnostici in vitro.

izzazione di articoli da laboratorio

G on the market of sterfle tampons for sampling of biological specimens
gn and manufacturing of diagnostic medical devices for laboratories

d diagnostic devices in vitro. Marketing of labioratory articles,

b delle condizioni stabilite dai Regolamenti per la cerlificazione in vigore applicabill,

pauirements established in the Rules for the cemBication in force apphicabis,

a taduzione del contenuta del presente certificato, fare riferimenta alla lingua italiana
sl v the transiation of the content of this ceriiicate, plinse aler 1o 1he hatun b cfeiane

MMINISTRATORE DELEGATO
MANAGING DIRECTOR

R CL O

Dr. Ing. Roberto Cusolito

TALCERT
[ERT

Data di Rinnove
Renewal Dt

Data di Scadenza
Expiration Date

2017-10-30 2020-10-29

ACCREDIA %,

VERTEITALAN D) ACCERDITAMIENTD b 1

SGONEOZIA PRO N 1220

SGANY 0200 FSP NS 0758

PRS N* 097C
o degll Accordd di Holue Rlconpichinenls BA, JAF e ILAC
pry oF B4, JAF and ILAC Mutual Recopaition Agreements

tel. +39 0266104876 | fax. +39 0266101479 | wwewitalcartit | italcertsrl @legalmail it
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1uated p>1pt1£es O 13 x 75 mm test tubes with 0,2 m | of Na Citrate
of blood, labelled, with pink cap.

| 3, w grg
for 0.8 ml
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Herstellung und Vertrieb von
Arzneimitteln, Medizinproduktern,
Sonderanfertigungan und Promotion

In den Faltern 13 - 65232 Taunusstein
Telefon +4¢ (6128) 91717-7

Telefax +49 (8128) 91717-2

Telefax +48 (6128) 4 47 42

e-mail: info@holtsch-med.com

Ust.-ldent.Nr. (VAT) DE8119623816

Declaration of Conformity

\ Product category: Pre-injection cleansing swab o |

Product (Name, Type) Size Reference
Swab dispenser Quickpad
saturated with Isopropyl 150 pads N10000K
alcohol,| sterilized

We herewith declare under ourlsole responsibility that the above mentioned product meet all the
provisions of the Council Directive 93/42/EEC of 14 June 1993 cancerning medical devices as
amended by Directive 2007/47/EC, which apply to it, as stated in Annex V.

L

Dr. Mighael Gluschke
Head of Regulatory Affairs




Dispenser QUICKPAD Salfeta cu alcool®

Practic si eficient

Dispenser QUICKPAD Salfeta cu alcool ®, steril si fiziologic. verificat ca fiind inofensiv:
este ideal pentru curdtarea si dezinfectarea piclii, Agentul activ 2-propanol actioneaza in
mod eficient, ca un agent de dezinfectare "piele moale”. Sistemul patentat "tampon de
rupere-off” permite utilizarea unica a tamponului. Acest lucru face ca QUICKPAD® sa fie
nu numai economic, ci, de asemenea, eficient in utilizarea acestuia,

Calitate si rezistenta

Domeniul de aplicare
QUICKPAD® este livrat gata de utilizare si cu functionare sa simpls; poate fi folosit de

cétre specialisti precum §i pacienti pentru dezinfectarea pielii. Un produs ideal pentru
diabetici si alti utilizatori de seringi auto-injectare subcutanata.

Gami de produse

Quickpad® este disponibil in trei dimensiuni diferite: MINIPAD®, QUICKPAD® und

Capacul dispenser-ului QUICKPAD® bine etansat, mentine tampoanele imbibate cu
alcool medicinal umed i steril. Ca urmare, distribuitorul tampon are un termen de
valabilitate deosebit de lungi de 24 de luni.

Va rugadm sa retineti ca pentru aplicatiile farmaceutice/medicale dispenser-uf
QUICKPAD®, se aplica instructiunile de siguranta corespunzitoare.

MINIPAD® QUICKPAD® BIGPAD®

Dim. dispenser 62x62x
(L 2% *biimmm) 50x50x50 50x50x80 75
Num. salfete/dispenser 50 150 100
Ums,.ww_moﬁﬁlx;ﬂ 44 x 44 44 x 44 58 x 58
M}

e sistemul de rupere-unica a tampoaului, permite-o utilizare eficientd si-economic,

«  ControluT nivelului, datorita recipientului transparent.
. Pastreaza umiditatea si sterilitate

= Tampon fiziologic noninofensiv.

_.Ummuoiv:3:9&:._o:mm::muqmoaonA::Emmomuqoa_._mooog._o:oov.
. % A b ¥ -

SdEedtre pagients

= Gata de utilizare.
e Made in Germany Quality, CE Label
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Certificado ES10/81672 _—

The management system of

DELTALAB, S.L.

Pal. Ind. La Llana, Pl_éga De La Verneda, 1
08191 Rubi (Barcelona)

has been assessed and certified as meeting the requirements of

For the followina activities

Design, manufacture and sale of labpratory material for th& collection, transport and e
conservation of samples for microbiological, molegilar bislogy, haematology, ol g
biochemistry, histology, microscopy and.colorimetric analysis. '
Commergialization of equipment for the storage of prepared samples, cryogenic stored
samples, general labware and industrial packages.

Disefio, fabricacion y comercie‘!ltzacién ,d"errr'hatéﬂal dé laboratorio para la toma,
ransporte y conservacién de miuestras para andlisis de microbiologia, biologia
molecular, hematologia, b q';quimica, histologia, microscopia y coloracion.
Gomercializacion de equipos para el almacenamiento de muestras preparadas,
almagenamiento de muestras para criogenizacion, material general de laboratorio y
envases industriales.

in/ from the following siles

Pol. Ind. La Liana, Plaz De La Verneda 1 - 08191 Rubi (Barcelona)

This certificate is valid from
29 November 2017 until 11 October 2019.
Issue 7. Certified since October 2010.

|
: Este certificado es valido desde
29 de noviembre de 2017 hasta 11 de octubre de 2019.
Edicion 7. Certificado desde octubre de 2010..

CERTIFIGACI (N
Authorized by N 05/C-SC001

Direccion de Certificacion

SGS ICS Ibérica, S.A. (Unipersonal)
CiTrespademne, 29. 28042 Madrid: Espafia.
t 34913138115 f 34913138102 www.sgs.com

Page 1 0f1

This documant {5 fssued by the Company sibject o (s General Gondifons of Gerbfisation
Senices atoessible at winw sgs comiterms: and,_candlons.him. Atterjlion s drawn o The
stations of liasilky, indemnificaton and jur issues estatlishad Ierain. The
autherlisity of this Hocument miy b verifed s W, sgs.camig i
d-prmetsierlfibd-clisat-directory. Any unautfiorized alleral
of Ihe cantent dr appearancs of this dosumenitis untawful and
prosscuted o the fullest extent of the law,




W ss | Nuova APTACA <.,

= Regione f‘v‘no;za’:pre*@, 30 T4088 Caneli (Asti) f"TALY
§i‘ Tel: (+39) 0141 83.50.75 - Fox: (+39) 0141 83.52.92
100 = §§ email: info@aplaca.com - WAYW. Cta e, corr - Www,vqcucheck.} com
i g 1
AE@‘F&CA 5 el ,"J.IVA? 00862050960 - Cod.Fisc.: 07520900155 ~f€’,fc./\;mf\j;8 116 }Zié%

| |
TO'WHOM IT MAY CONCERN

\

LETTER OF AUTHORIZATION

\?’v’e, NUOVA APTACA s.r.L,, hereby authorize Messrs. :

"GBG-MLD" S.R.L.
Tighina str.65, office 607
MD~2001,Chisinau,

Republic of Moldova

to pféhi_ote, market and sell our production of plastic disposable items for laboratory in the territory
of MOLDOVA as our Distributor. They are also entitled to submit bids, negotiate and sign the
Contracts for all projects, accessories and other products delivered by us.

The present letter of authorization is valid from OlJ/01/2019 UNTIL 31/12/2019.
At the maturity will be renewed with a new one.
Yours faithfully.

NUOVA APTACA S/R.L.

'
WAE

Lo T
AF’T{\LL?} Expeit A é.r\:,as of

mob. +39 337 31 81,141
office| +39 &141 gasa7s
fax + 3901418535052

YW anECE com

CANELLI 08/01/2019




Certificate ES10/81671

The management system of

DELTALAB, S.L.

Poligono Industrial La Llana, Plaza De La Verneda 1,
08191 Rubi, Barcelona, Spain

has beer| pssessed and certified as meeting the requirements of

ISO 13485:2016
EN 1SO 13485:2016

[ For the following activities

Design, manufacture and ﬁale of sterile and non sterile medical
devices for the collection, transport and conservation of biclogical
‘ |amples far clinical and'IVD analysis.
Disefio, fabricacién y comercializacion de productos sanitarios
estériles y no estériles para Ig toma, transporte y conservacion de
muestras biologicas para analisis clinicos y de 1VD.

This certificate is valid from 18 September-2017 until11 October 2019
and remains valid syipject to satisfactory surveillance audits.

Re certification audit due before 10 September 2019
sue 7. Certified since 12 October 2010

Authorised by m

[
3

A 1 —

UKAS

MANAGEMENT

‘MS
SGS United Kingdom Lid Sl
Rossmore Businiss Park Ellesmere Port Cheshire CH65 3EN UK 0005
t+44 (0)151.350-6666 1-+44:(0)151:350-6600 www.sgs.com

SGS 13485 20160417

Page 1 of 1

MR ek

. ' |
This doclimentis |ssead by te Dompany subfocl ka lis Gane*al Cond|sons of

fion Sarvicas acesssible =l Www.agscomvlems_and | conditons.him
Attention Ik draem to th imitations of liabjity, indemnifeation and jsisdichonal
s gat i ierein. The auttienticily of ihis doc vy bie varified at

Tt bl 24 i fifindd-clianiz-and-prot £ chan)-diraelory.
.&nr.ul‘;uu_lﬂm}liad 2llerabion, forgery o falsifiaation of tha contd r{! o appasace
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- APTACA
Nuova Aptaca Srl Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@iptaca.com — Website: www.aptaca.com
I Ak InEn ;
|
~ DIMENSIONI ESTERNE | EXTERNAL DIMENSIONS
167 x 167 x 225 mm H
(coperchio montato / Li dassembled) |
SPESSORE ] THICNESS
1,9 mm
~ FORMA [ SHAPE
A base quadra / Square base
225 em PESO | WEIGHT
286 gr.
CARICO MASSIMO ] MAXIMUM LOAD
1,7 Kg. ]
" CAPACITA NOMINALE | NOMINAL VOLUME
| - 214, N
a CAPACITA EFFETTIVA \ EFFECTIVE VOLUME
- 16, cm 317 Lt)
16,7 em CAPACITA UTILE | UsEFuL voLUME
2,64 Lt
B gl |
DIMENSIONI ESTERNE \ EXTERNAL DIMENSIONS
167 x 167 x 285 mm H
(coperchio montato / Li dassembled)
SPESSORE | THICNESS
1,9 mm| -
FoORMA | SHAPE
A base quadra / Square base
28.5/cm PESO \ WEIGHT
350 gr. R
CARICO MASSIMO | MAXIMUM LOAD N
2,25 Kg. o
CAPACITA NOMINALE ] NOMINAL VOLUME
. - ) 'CAPACITA EFFETTIVA \ EFFECTIVE VOLUME
' : 4,25 Lt. -
16 7 cim 16.7|cm CAPACITA UTILE [ USEFUL VOLUME
3.4 Lt
Mad STi-{)S:C)!U |.06/1 CONTENITORIFORMA QUADRATA - SQUARE SHAPE CONTAINERS Pag, 3 of 7
|
|
|




.R.L. CUL RO 15810608 Tek +40-21-520 30 00

Abboft Produqgts Romania S
Green Court Buchdrest | R.C.: J4D/15462/18.11.2003 Fax; +40-21-528 30 01
Gara Herastrau 4C | Capital Social: 585002 lel
Corp B, etaj 2, sector 2 ! Banca: Citibank
Bucurest, Romania I IBAN: RQ22CITI000000724685043
Pl ot bt = e e
i
AUTORIZATIE

en

Catre: >pitalul Raiopal Hincesti

Noi, ABBOTT PRCDUCTS|ROMANIA SRL, reprezentant autorizat in
omania (Strada Gara Herastrau, numarul 4C, sector 2, Bucuresti, inreg. la MEC
ub nr. 1069/22) al companiei Abbgc})tt l.aboratories, producator de instrumente de de
ematotogie CD Emeer si CD Ruby precum si de reactivi, controale, calibratori si

onsumabile pentru acgstea, avand capacitatile de productie in SUA, Abbott Park
0064, lllinois,Santa Clara Californja, Germania —Wiesbaden, Marea Britanie-
artford, autorizam prin prezenta pe furnizorul S.C. Global Biomarketing Group -
loldova SRL,sa livreze produseleimai sus mentionate, la Spitalul Raional Hincesti.
rin prezenta, garantam calitatea si performantele produselor oferite si autorizam pe
.C. Glohal Biomarkeling Group — Moldova SRL sa asigure, pentru produsele
‘espective, indeplinirea obligatiilor care decurg din contractul de furnizare.

A0SO G 0B

ata completarii:
6.07.2018

o 7




Certificate

a Abbott

dentification:
Lega‘f Manutacturer’s Name:

Legal Manufacturer’s Address:
|

Declaration of Conformity

SC-09H46

Abbott Laboratories
Diagnostics Division

Abbotl Park, IL 60064 USA

an (HSE;&C C
of| Devic

List Numblers
‘-F(Iru GMDN Code
s

|
| A N
Nanrs and Deseription of Deviees

Classification

N9H46-02

58236 (

ELL-DYN Emerald CLEANER

Secif-dectared

09H47-02

61165 CELL-DYN Emerald CN~

FREE LYSE

Self-declared

09H48-02 58237 CELL-DYN Emerald DILUENT Self-declared
Authorized European ABRBOTT N
Representative Max-Planck-Ring-2
(Name and Address) (5205 Wiesbaden, Germany
Storage site of (echnicaj Abbott Labaratories
documentation 4551 Great Anierica Parkway
(Name and Address) Banta Clara, CA 95054
Harmonized |Standards isted in the Technical Documentation

We, the under
CE marking,
ol the Counci

vonform with the applicable

the member sl‘
|

This declara
responsibifity

Signature:

FFull Name:

Position:

[Date of Appro

Date lssued:

Supersedes:

CELL-DYN Emerald Reagents

[ )ccembe‘f' 2015

signed, hereby declare that
of 27 October 1998 on In
ates.

ion is made in accordance
of the manufacturer,

=, Signature:

bllc Qudlny Mdnagt

al: ()'l I)_a_:c, 1D 5 Date of Approval:

tull Name: _Marcy !aqua

Position: Dncclm

Dt:C 03 2013

Place Issued:

Effective (Date or
Lot Number):

DEC O 3 2[}15

he in vitro diagnostic medical devices described gbove and beari ing the
provisions of the EC Directive 98/79/EC of the Eyropean Parliament and
litro Driagnostic Medical Devices as they are transposed into the laws of

with Annex 1§ of the IVD Directive and is issued under the sole

Rwulalmv AT mm

Declaration of Conformin
(IRIS V7)
Page 1 ol



Certificate Id
Legal Manuf)

Legal Manuf

Dec

entification;

SC-09H70

laration of Conformity

acturer’s Name:

Abbotl Laboratories
Diagnostics Division

acturer’s Address:

Abbott Park, IL 60064 USA

List Numbers
and Size Code GMBDBN Code Names and Description of Devices Classification
of Devices
091 70-01 55865 CELL-DYN 18/Plus Calibrator Self-declared
Authorized E 1ropean ABBOTT
Representativie Max-Planck-Ring-2
(Name and Address) 063205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name@and Address) Sdnta Clara, CA 95054
Harmeonized Standards LiL;{'ed in the Technical Documentation

We, the under:
CE marking, c
of the Council

the member states.

This declaration is wmade in accordance

responsibility

Signature:

Full Name:
Position:

Date of Appro

Date Issued:

S‘u perscld es:

CELL-DYN 18
June 2015

igned, hereby declare that |

of 27 October 1998 en In V

of the manufacturer.

Barry Simpson

he in vitro diagnostic medical devices described above and bearing the
onform with the applicable|provisions of the EC Directive 98/79/EC of the European Parliament and

itro Diagnostic Medical Devices as they are transposed into the laws of

Sigpature:

Full Name:

Site Quality Manager

Posjtion:

al: Y. S

2

\
\
Date of Approval:

iR

__JUN 302015

Place Issued:

IRIS V3
February 26, 2015

Effective (Date or
Lot Number);

>lus Calibrator

with Annex 111 of the IVD Directive and is issued under the sole

IV

Marcy Jaqua

Director, Regulatory Affairs

(T Srema FOIS
Abbott Santa Clara

JUL 66 2013

Declaration of Conformity

(TRIS Wy
Page 1 ol |



a Abbott

Certificate I
Legal Manuf)

Legal Manuf

entification:

acturer’s Name:

acturer’s Address:

Declaration of Conformity

| SC-01H73

Abboftt Laboratories

Diagnostics Division

Abbott Park, IL 60064 USA

List Numbegs
and Size Cotle GMDN Code | Names and Description of Devices Classification
of Devices '
011173-01 58237 CELL-DYN Sapphire and CELL-DYN Ruby Systems Self-declared
DILUENT/SHEATH
Authorized European NBBOTT
Repregentative Max-Planck-Ring-2
(Name and Afdress) 63205 Wiesbaden, Germany

Storage site

(Name and A

(;r‘teclmical
documentation

ldress)

B

i

\bbott Laboratories
351 Great America Parkway
anta Clara, CA 95054

Harmonized $tandards

listed it the Technical Documentation

We, the unders
CE marking, ¢
of the Council
the mensber st
This dgclarati
responsibility

Signature:

g

Full Name:
Position:
Date of|Appro

Dale fsgued:

Supersedes:

CELL-DYN Sap
DILUGENT/SHE
June 20 E.T

of 27 October 1998 on In \
tes.

on is made in accordance
of the manufacturer.

e,
N ;\

Barry Simpson

Site Quality Managey

Signature:

Full Name: Marcy Jaqua

igned, hereby declare that [he in vitro diagnostic medical devices described above and bearing the
mform with the applicable|provisions of the EC Directive 98/79/EC of the European Parliament and
itro Diagnostic Medical Devices as they are transposed into the laws of

vith Annex 1 of the IVD Directive and is issued under the sole

Position:

al;

L

29 Swa . 28

Director, Regulatory AfTairs

Date of Approval;

£ 944

JUN 30 2015

7 9&4/}(& I@/$M

Place 1ssued: Abbott Santa Clara

IRIS V2

Effective (Date or
.ol Number):

phire and CELL-DYN Ruylby
\NTH

Systems

JUL 06 2015

Declaration of Conlormity
(IRIS V3)
Page | of |
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a Abbott

De

Certificate ldentification:
Legal _Manu]aclumr’s Namie:

Legal Manufacturer’s Address:

&P}

SC-03H80

claration of Conformity

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numhers ‘ —‘
and Size Cofe GMDN Code Namﬁs and Description of Devices Classification
of Devices |
03H80-02 61165 CELL-DYN Ruby, CELL-DYN 3200 Systeins Self-declared
UN-FREE HGB/NOC LYSE
Authorized Buropean ABBOT1 _
Representative Max-Planck-Ring-2
(Name and Address) (5205 Wtilesbadcn, Germany )
Storage site of technical Abbott Laboratories
documentatiop 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
. i -
Harmonized Standards Histed in t'hc: Technical Documentation

We, the undergigned, hereby declare that
CE marking, confarm with the applicable
of the Couneil

the member states,

This declaration is made in accordance

ol 27 October 1998 on In \

responsibility (of the manufacturer.
ﬁ“"\-\
Signature: NS 20 x,,%,. - Signature:
VI 7T

Full Name: Barry Simpson | Full Name:
Position: Site Quality Managei Position:
Date of Approval: 2% Swn. 10| 5 | Date of Approval:
Date issued: JUN 30 2015 Place Issued:

_ IRIS V2 | Effective (Date or
Supersedes: Janvary 10, 2014 Lot Number):

CELL-DYN Ruby/3200 Systems
CN-FREE HGB/NQC LYSE
dune 2015

Abbaott Santa Clara

e in wl}u diagnostic medical devices described ahow. and bearing the
] mwsmﬁs of the EC Directive 98/79/EC of the European Pmlmmcm and
itro Dlaywsllc Medical Devices as they are transposcd into the laws of

with Annex 111 of the IVD Directive and is issned under the sole

e = e £

Mauy J'lqua

Dmclon

Re Ouhlmy AHd;rs

JUL 06 2015

Beclaration of Conformiry
(IRIS V1)
Page 1 of f



E] Abbott

Certificate Idendification:
Legal Manufacturer’s Name;

Legal Manufacturer’s Address:

Declaration of Conformity

SC-H9644

Abbotl Laboratories
Diagnostics Division
Abbotl Park. 1. 60064 USA

List Numbers | GMDN Code Natmies and Deseription of Devices Classification
and Size Code "
of Deviees ]
99644-0] 59058 CELL-DYN ENZYMATIC CLEANER Self-dectared
CONCENTRAT
93641-0] 590358 CELL-DYN ENZYMATIC CLEANER Self-declared
_.'()NL'"’I'*;N'ER ATE
Authoerized European ABBOTT 1
Representative (name and Max-Planck-Ring 2
address) - 65205 Wiesbaden, Germany .
Storage sit¢ of technical Abbott Laboratories
documentalion (name and 351 Great America Parkway
address) Santa Clara, CA 95054 USA
Harmonized Standards Listed in the Technical Documentation

We, the undefsigued, hereby declare that the i in vitro diagnostic medical devices described above and bearing

the CL: marking, conform with the apy

icable pmws:mm of the EC Directive 98/79/1:C of the Buropean

Parliament and of the Council of 27 Ogtober 1998 on In Vitro Diagnostic Medical Devices as they are
tansposed info the faws of the mem beﬂ states. |

‘Ehis declaration is made in accorda
respansibility of the manufacturer,

ce wilﬂ Annex 111 of the IVD Directive and is issued under (he sole

Signature: N ifg":,-,' » U Tl Signature: oo g eom
T & ) o ’f ) ar ,_.!‘:,-(f ;

Full Name: Barry Simpson Full Name: Maiey Jaqua
Position: Quality Manager Fosition: Regulatory Affairs . Directon
Date of Appraval: %2 ""1. ) ifg s o4 Datigof Approval: .
Date Issued: SEP 0 4 2015 Place Issued: Abbott Santa Clara
. , G Ve Effective (Date or Lot
Supersedes; IRIS V4, c

January 10, 2014 Number): SEP 112005
CHLL-DYN ENZYMATIC CLEANER ¢ NCENTRATE Declaration of Contormily

Seplember 2015

(RIS VSy
Page Vol
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