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To whom it may concer

ELITech Distribution,
headquarters af 13-15

SRL, located at Mun. Chisinau, Stry Tighina 6:

market the procjucts a91

Company hereky accep
and {ii) to be subject tq

Coimpany Is not.entit
of this Letter-of ‘Autho
sub-distributor and/or

This Letter of Authoriz
the issuer, (i1} subject

tization, and particularly, it is not entitled fo market Products th

Puteaux, 29 March 2017

Letter of Authori?ation

n:

ratory dlagnostic products with
irms that the company GBG-MLD
, is authorized to

a companhy| of the ELITech Group diségtributlng labo
rue Jean Jalirés, 92800 Puteaux ~ Franc;e, hereby conf
5 of. 607, MD-2001 - Moldova (the “Company")

listed helow (the “Products”), in Moldo»faz (the “Territory”):

|
All prodﬁ!crs menufactured by ELITech Clinical Systems SAS
All products manufactured by ELITechGroup B.\V.
| i
d
ts (i) to mafket and promote Products in %‘Territory as per the provisions set out hereunder
General Conditions of Sales of ELITech Distribution.

d to asslgn nor transfer, totalty or partialtfy, its respective r}ghtsland obligations-arising out
I ; rough the intermediary of a
an affiliate without the prior written consent of ELITech Distribution. t

ation is (i) valid for a period of three

(3) years unless terrﬁinattied with a written notice by

to the signipg of the Regulatory and Quality as

mentioned cornpany and ELITéch Clinical Systems SAS and ELITech
governed by and cons{rued in accordance with French law,

The Presitjent
ELITech Group §,A.5.
Represanted by Roma
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Soclaté pat aclions simpllide au capilal da BOD D09E SIREN ¢
EDLOAVODL- 032017

538 673 716 ~ RCS NANT

surance Agreement signed by the above-
Group B.V. on 29 March 201f and (iil)
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AL

150 9001 -NF EN 180 13488 nEAGE M
Zone Industriells = 61500 SEES ~ France

Tel : +33 (0)2 33 81 21 00/ Fax ; +133(0)233 28 77’51:

il

TO WHOM TO BE CONCERNED

We, Sepplm S.A.S., manufacturers of Elitech Clinical

our factory at Zone Industrielle, 61600 Sées -
been valdated on Vital Scientific equipmen

reagent applications for Vital Scientific instruments are CE-IVD compliant.

Reugents, other than Elitech Clinical Systems rea
equipments, and we: also can't know the impa| ;

equipments.

é;nts‘ are not validated on Vital Scien

May 22", 2012 : ‘

Noi, subsemnatil Seppim S.A.S,, comp_ariia producitoare a regentilor Elitech

Clinical Systems, avand fabrica de produ
cé reagentii au fost testati si validati pe ec
existand si protocoale specializate pentru analiz
reagentll cét gi echipamentele sunt certificate CE-IVE:Z). |
Alti reagenti inafara de Elitech Clinical Systems, nu z!au fost
Vital Scientific si noi ny cunoastem compatibilitatea s impactul lor asupra

Scizntific. ‘

hipamente?e Vital Scientific. Pentru acegti reagen
atoarele produse de Vital Scientific. Atat

analizatoarelor V

22 mai 2012

Iy j *L
s R T

Kl i
| |

-

Signed on behalfl of the manufacturer ,
|

Valérie GOURDON
Leguiatory Affairs Manager '
COMPANY SEPPIM S.A.S ' :

| SEPPIM S.AS

A4 e Anguste Fnttin
Zone Industoe
500 SEED
T RN B AL 2 06 -
e AU 5652

\ :
i\Ssc%iéité ‘par actiony simplifice au -’Capi’ua{; de 1219 592.14€
\ STRET 312 365 22800036 APE 20592

RC ALENCOMN 318 365228

cere Tn Zone Industrielle, 61500, Franf,a, confirmam,

testafi §i validati la echipamentgle

Systems reagents, having
Franee, confirm that our clinical reagents have
t. As|such available Elitech Clinical Systems

tific

of other reagents on Vital Bcientifc

"

tal




ining

Instrument Tra

. Vital Sclentific BV hereby declares that the participant has
~ attended a four days aaeminar ‘
participant is now a certified rngei'neer for the declared

in:s;tru_ﬁnents.

Participant:

Company:

Instrument:

Date of training: April 20th ~ April 23rd, 2010

S:ys-t'P,m -Support M‘afn‘a.g&r‘ff; Sy-stemj-/l. ipport-Engin

M Lk y L ANpeiN B
Sres NG (9~
7| Jan Oostendorp Frankrvd. Korput

Mr. 8, Sorocovici

Global Biﬂrﬁaﬁke’ting Group-Moldova SRL

Moldova

|

Vitalab: XL Series
E Series
IJuni:or Series
Dry ISE
Micro Series
iProXS

for service engineers and the

eer:




Spankareri, 17 April 2013 |

To whom it may concern,

Vital Scientific B.V., mant

headquatters and factory

Van Rengselaerwerg 4, :
6956 AV:Spankeren/Dier
The Nethariands

and being:a-company of E
analyzeriSel_ectragProM-iiF a closed system. We can guarantee the p
the analyzer only when E".ITech clinical cheriistry reagents are used.

\Vie-}l Sceientifie B,

S
724

¢ /
/'} (
Managinjz Director

| 1 \ fiks EY o2 A B

i A AAE Vital Scientl
)&\ SN AN Box 10

G956 AV Spankere

The Natherands

at:

en

AR

sl
TN Y

0/ Leren

facturérs of clinical chen

0 - Van Rensselasiwer 4

CONFIRMATION LETTER

“|.ITech C-iroup,;herebyze%)|1fir:_ﬂs that clinica! chemistry
erformance of

istry analyzers having

5 C I‘E NITIR L
RO. Box 100
G950 ACIDIerun
Van Rensselasiweg ¢
6556 AViSmnkaml\ﬂ'!i-m'ﬁ'\
The Netherlards
Tel: +31/313 430600
Fax: +31 313 427807
Bmails infolvital.nl
Wabsite! wywwivitalscientific.
Vat no.: NLAGIASSEE0B0Y




C€

Dec

laration of C:_Qnﬁormiety
|

We: ELITechGroup B.V.

Van Rensselaerweg 4
6946 AV Spankeren |

The Netherlands

Declare unde: sole responsibility tf
whlch this declaration relates, con
Devices (98/79/EC) of the Europe

at the product Indicated below|
forms to the provislons of the
an Parliament and the Councll

product is registered in accordance with the requirements of abov|

marking. ; |
Product : Clinical chemistry analyzer i
Product No, : 6003+400 ,
Model 1 Selectra ProM |
GMDN code 1 56678

Product classification

As per Article 9, section 1 the pre

Conformi;fy assessment procedure

In accordance with Annex il of £

The product (including all spares and accessc

cauntries and regions:

s Tne Netherlands (NL)

All other member state
s All other states tha\‘T are
|

he VDD !

i

s of the Eurcpean Union {EU)

Sparikerenf;

(including all spares and accessorles) and to
EU Directive on In Vitro Diagnostic Medlical
of 27 October 1998. It js certified that this
e mentloned €U Directlve and carries the CE

March 2015

1 %//“L/ A 'ML/\ .
i - |

ries) may be marke‘éed without any _restrlctlﬁ':ns within the followin

s part of the European EconomiciArea (EEA), including S\j
|

sducts are categorized as other c%‘evi,c’es (“self declaration”).

|
g
|
|
|

itzerland

A, Altink

Managing Director

[ Code: 6003-400

| | Doc. No.: 510

l Ve‘rsich: 06

Page 1 oéfz _l




s

Declaration of Conformity

List

of applied (harmonize.éd) standards

standard version

Description |

j Certification by

Safety

|EC 61010-1:2001 |

safety requirements for el%zctrical equipment‘ for
measurement, control, and laboratory use. Pfrt il:
General requirements w

\EC 61010-2-010:2003 ‘

safety requirements for electrical equlpmenE for
measurement, control, an laboratory usé ~

Part 2:010: Particular réqufk‘remems"f_or laboratary
aquipment for the heating of materlal

IEC 61010-2-081:2001

Safety requirements for eiectrtcal equipment for
measurement, control, and laboratory use. Part 2-
081: Particular requ]re’meht‘s for automatic and
semi-automatic laboratery equipment for analysis
and other purposes ‘

EC 61010-2-101:2002 ‘
|

safaty requirements far eiectrical equipment for
mensurement, controk, and laboratary use - Part 2-
101: Particular requirements for in vitro diagnostic
(IVD) medical equipment

DEKRA

EMC

1EC 61326-1:200% |
|

Electrical equipment for fieasurement, contraland
laboratory use - EMC reguirements - Part &i
General requlrerments

DEKRA

|EC 61326-2-6:2005 |

Electrical equipment for measurement, control and
laboratory use — EMC requirements - Part 2-6:
Partlcular requirements = In Vitro diagnostle {1V}
medical equipment : il

Quality
systermns

150 900112008 |

Quality systems - Model for guality assurance in
deslgn, developrent, prcinduction, Installation and

servicing.

DEKRA 1

EN IS0 13485:2012
-

Medical devices— Quality management systems-—
Requirements for ragulatory purposes.

|
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S OLUTIONS

raifored to your needs

ELITechGroup B.V,
P.O. Box 100

6950 AC Diaren

Van Rensselaerweg 4
6956 AY Spankeren |
‘The Netherlands

Tel.: +31 313 430 500

Fax: +31 313 427 807
info.ecsnl@elitechgroup.com
www.slitechgraup.com

Chamber ol Commarce 091%‘7:5842

Spankeren, July 20th, 2015

MANUFACTURER'S AUTHORIZATION LETTER

National Competitive Bidding (NCB) No.: 15/01496 Au_to?na’tlc‘elo Chemistry Analyzer
For procurement of varlc}{js medical equipment In'c!u‘ding biochemistry units.

To: |
Ageritia Medicamentului si Dispozitivelor Medicale
WHERE AS | |

- e -

We ELITECHGROUP B.V, who are official manufacturers of Clinical Chemistry Analyzers having
factorles at the Van Rensselaerweg 4 * 6956 AV Spankeren * The Netherlands do hereby

authorize. i

GBG-MLD SRL
mun. Chisinau |

str. Tighina 65 of. 607 ! | |
MD-2001 j | |
Republica Moldova

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

by us: i
Tender  ltemS.L No. Description ’ Reguired Quantity
15/01496 6003-400 | Bio-Chemistry Auto Anatyzer 11

Selectra ProM
(6 open systems with ISE) l
(5 closed systems with ISE}

Manufactured by us, and to subsequently sign the corftr-;;fict_ fot the supply of such goods; _
We extend our full guarantee and warranty as stated under GCC Clause 27 of the General conditions
of contract with respect to Goods offered by the above '![ender. |

Kind regards,

ELITechGroup B.V. , X
P FLiTechGrOUD ?li:f;@:\ | |
o V\A’/\ | ey 1000 - 8380 NG UL e '
A, Altink JERRE L gon6 A SpARE |
i \an REnssainGie |

sy 4
Mahaging Director “Tha ftharants




\J avantor-

To whom this may concern

Date: March 18, 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 i
Poland ‘

herewlth confirms that:

.M Globzl Biomarketing Group Moldova S.R.L ‘
Repubtic of Moldova ' |
MD-2001, Chisinau

Tighina sif. 85, 607 office

Tel (373 22 ) 549 120, 549121 ,
Fax (373 22 ) 547 373 |

is authorized to act as our distributor for our ﬁe‘ﬁiatdlogfﬂhistdogy reagents and controls
(Products) in Moldova !

We declare that we will supply the Products for the 'n'ee'ids:of tenders.
We declare that we will supply the Products for ten’iciersgwith warranty as per the Avantor
General Conditions of Sale. ‘ ‘

Furthermore 1.M Global Biomarketing Group is duly entltiéd to:

o Register, promote, offer, negotiate prices and sell olr Products in Moldova,

o carryoutthe required product training of the medizal and technical persannel who will use
these products. .

| : i Ll
The product specialists of ||M Global Biomarketing Grolp have been duly tramed and are
qualified for providing all services in regards to consulting, sales, maintenance and training.
i \
In all the above activities 1.M Global Biomarketing Group is acting in its own name and on its

own account, |
This authorization letter is valid until about 1 year after date.

Avantor Performance Materials S.A.
Poland | |

A o
\3’ N c)S\ I

e

H van din Berg, I
Marketing Product Manager Diagnostics |



"avantor’

Avantor Performance Materials Poland Spdtka Akeyjna
Sowinskiago 11

44-101 Gliwice

Tal. 48 322392 000

Declaration of cofiformity

Avantor Perfarmance Materiale Poland $.A. who ls an established manufacturer of reagents and

products for diagnostic in vitro located ak: |
: i

Sowinskiego 11 Street _ '

44-101, Gliwice !

Poland

Herswith cleclares the following:

Reagents mentienad In attached list are labeled with J.T.Bakar label, comply with the In Vitro
Diagnostlc Medical Devices Directive 98/79/EC and the requirements of IS0 13485 Standard.
This declaration Is the basicifor CE marking of the In Vitro Diagnostic Medical Devices.

The products are not part ofiList A and List B of Annex |l of the VD Directive 98/79/EC but are
subject to self registration. i

This declaration is valid for all the IVD 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

T

Gliwice, Foland

January 25, 2019

oo Gk

Anna Szuba
Quality Cirector
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Regon: 771563380



J.T.Baker product ]ist?for CE marked products

Prod.ng, | [Produet [Pacls size
Reagents fordilyting and lysing |
3961 Diluid™ 100 Plus 20 lipéy
3454 " 1Diluid 550 20 lirer
3969 Dilute 610 Ak figer
34 30.9010 L Dilaicd Abacus 10 liter |
A 30,9020 Dilwd Abacus 20 fiwer
3996 | Diluid AC 900 20 lver|
3996.9010PC Diluid AC 900 10 lier |
34709020 Iiluid APR 200 liter
3957 Diluid Azide free 200 Heer
3054 |Diluid Azide free 10 liter, |
3963.9010 | Diluidd IR 10 diter
3965 Dyiluid 11T Iiff 20 Hrer |
3974 | Dituid TTT Diff Seaccontainer 2 lier |
34509020 Diluid irna 20 liter |
3483.9020PC FDiluid NR | 20 ligr |
39.9030P0 Dikuid Mindeay 20 liker
3832900 - [Diluid Shedth 3200-4000 20 liter
3970 Diluid ST 1600/2000 20 lieer
3496.9020PC Driluicd A5 20 liter
3495.9010PC Sheati D 10 litex
3826 1 [Sheath Floid 300043500 20 liter
3826,5000) |Sheath Bluid 3000/3500 5 liter |
3 SO00PC Levenlyse 5 liter
3048 CN-free Lyse Diff AC 900 A lier |
3744 Cyilet™ 1000 CN free Sliter |
3773.5000PC CyMet 4500 CN free 5 liger
24 Cyivey 3000 10 liter |
3823,1000 CyMet 3200 CN free 1hiwr |
Cyiat 3500 CN free 5 Egr |
CyMat 3500 5 ficer
| CyMet 530+ CN free 10 liter
ACyMer 590 CN free 5 liter
39 Cyet 610 CN free 10 Liter
4977 CyMaot 610 CN free 5 liger
IVTRA0H [CyMer 9000 CN free 5 liter
34311000 NCyMet Abacus CNifred 1 liter
3444,1000PT CyMet Abacus EO L liter
344510067 {yMer Abacus Baso 1 liter
3477.0500PF CyMer APR CN free 500 i
3478.1000PE CyMet APR EO [ lires
3479.1000PE CyMer APR Bago 1T 1 liter.
3755 Cybler Autamated S liver
3757 Cyalet Automated 300 mil
AT80 CyMer Automated CN Free 1 licer
EEICANERNION C)’Mt‘[ Erma 00 .l
3841.1000PE 1CyMet H12!/CN Free 1 liger
28421000 1O Reapens Aumcannter 1 liter
38531000 JUyMer F20 | liter
1968 CyMor TI Diff 1 liter
2964 | CyDee TIT Diff 5 litge
AOT20000 | CyMet ITT Dikt CN i tred | gy e
30725000 [CyMec 1D Diff CN frec 5 it ot i
FTHI500 CvMes KX CN Free SO0k 7
3852.1000 CyMel Micro Yt
3852,0500 CyMerMicto G
3857.1000 CyMet Micro CN fice {l et |
ARET0500, CyMer Micto CN fice SOl
T

FPage 20f 3

3864,1000 CyMet Micro CN free | 1L micros
3440.0500PE TyMee Mipdray CM Free | 50D ml
A4 105001 CyMer Mindray SO0 il
34R0,5000PC CyMet SIF Baso 5T,

3481.5000PC

TCyMet SFDiff 1

3482,0500PE

GyMec §I° DIiff 2

S ol

37751000 CyMet ST 1600/2000 1 licer
3759.1000 GyMer ST 1600/2000 CN free il
A759.5000 | Cydet 8T 1600/2000 CN froe 5 Hiwe
3788 Cyher STK/STL 1 liter
3919 CyMec STR/STTL 5| lirer
3484, 1000PE | CyMer NR 111 1|lirer
3486, 1000PL, CyMet NR III, CN Free 1/ lier
3485, 10002 L CiyMet NR V | hiter
3497.05001 12 Cyet MH CN Free 5000wk
3489.1U00PE ClyMer MBA 1liter
3487.1000PE CyMet MD(1) Mirer
3ABA.0300P T Cyder MDD 500 mt |
W77 | LyeeGlobn™ 500 il
4769 TyzerGlobin 6% 15 ml
A7 LayzerGlobin PCE 6 %115 ml
3770, LiyzerGlobin 11 10410 m
(3850, [yzerGlobin CN free Gx15 ml
Cleaners |
A766.0500 Detcetol'e g 500 nil
3763 Dietecto’lutpe 5 lier
166 DetectoTefae 1liter
2900 ProClean ™™ 5 litet
JT6R. 00D PraClean 1L micros

3867.1000P2

ProClean Hxtra

1. micros

AR62.L000 ProClean Hxtra 1 liter
28625000 ProClean Hxtra 5 ler
901 ProClean Plus 100wl
3002010097, PratClean QDD 100 ml
3432.50H) ProClean Abacus 3 Jiter,
2046 Bianking Solution Hyb Hffrer
347 Blanking Solution 1600/2000 2 lizen
3817 Hypochlorite 0.5% Alirer
3917.5000 Hypochiorite 0.5% 5 litur
39361600 Hypuochlorite 5% Hiter
3442.5000FE Rinse Mindeay 5 liver
3915 Riasing Solutdon Serono 9000 20 liter
3941,1000PE HypoChlotite NR 1 Jiter
A941,50001¢ HypoChlorite NR 5 liter
3498, 1002 ProClean MN5 ! lier
| Rengents for 5-part WBC diff] on STKS and MaxM.
3038 RBCLyse!™ | ficer
3938G,1000PE RBCLyse-C | lirer.
3039 WHRCSmbilise ™ 500 ml
3492,0090 RetiCount MH 6% 15 ml
3493,0500P1 RetiClear MHG 50001
3493.1000PE Bt Clear MG

T 1849402001 RetiCount (G [y

Reévieount™ A ml
Redeount (1D 15 %13.5 m!




WANTOR:

r'er:wr.‘niihm\lcﬁ AMATEHIALS -
Hematology Controls | ‘»;5_-634/3685/36:861 |ADV-Diff Control' L/N/H- 35 ml
3721/3722/3723 |8 PMC Low/Normal [High 8 m! 3690/3691/3692__IADY Retig1/2/3 > "~ 0l
3724/3725/3726, |8 PMC Low/Normal/High ’ 25ml {3828/3529/3830 _|CI-Diff Gonuol 12 30 ml
3633/3034/3635 |8 PMC Low/Normal/Highext| 2.5 ml | 2838 - |CI-Diff Control 2x TN, 6,530 ml
3'/(11/37[]2/37(‘13 8 PMC Low/Nm'mnl/Hilgh 4,5 mf | 3087/ 3688 CD 4K Redc 1/2 . 3,0mml
1022/3923/3924 |8 PMC L/N/H Swelaly 45 ml 3692/3893/3804. | AC-Diff.Gontrol 3 25wl
3746 ¢ [BPMC1xLIxNIxH 3Ix2.5ml . [3896,/3807/3898 ~_ |K=Diff Control _~_ | Za
3747 8 PMC 4 x Narmal ) “4x 25 ml | 4696,/364%7 WBC reduced Plt Control L/B | 3.0 ml
3748 8 PMC 4 x Normal 4x8mlt 3698/3609 WARC reduced RBC Cantrol ~ | 30 i
3749 B PMC 4x Low L. T4 x 25l . 172 o SN S =2
1751 8 PMC 1x L, 4 x N, 13 H 6% 2.5 ml Lasg:l! vcou_t'rols for Coulter ME{XM‘, an:x.ms and STHKS |
773473135/3736, |3-Diff Control L/N/H. 2.5ml 3681/3682/3683 |5D C‘ontrol ’Lp_w /N"/H»( I! 500wl
3630/3631/3632 | | 3-Diff Gontrol L/N/ ext_ 2.5 ml_| " [Galtbration Set for Cell Analyscrs; SR ! A
3850/3871/3822. | 3-Diff Control L/N/H 45 ml 5940° JCalSer 1 oo s ml
3752 3-Diff Control 4 x Lot Tx2.8ml 3720 Platelet Cantral Ext, value Hxdml |
3753 A43-Di(f Control 4 x Narm 4 x 2.5 mh Phosphate Buffered Saline, 3 I
3754 ~|3-Diff Control 4 % High 4% 2.5 ml 2059 e D35, diluting fiid for | -2lliter
3763737637 378%  [CA-DIFt Control L/N/H e ' : blaodgeouping LMY ot
3607/3608/3609 CA-DIff Control L/N/H 25ml - 3059.90101°C RS, diluting flaid for as | T4 trren
3610/3611/3612 | DIA Dift 5 Gontrol LYN/H 45 ml | - llootgiouping , J
1731/3732/3733 | XE-Diff Control L/N/H 4,5 ml | : :
1693/3694/3695 = [SF-Diff Control L/N/H ~ 4,5ml ! <
1613/3614/3615  |BG Diff § Control L/N/H 45 ml | . | ;
Numher Produce. . H2 Content 13864.1000, Papanicalaou 2A OG6 - | liter
T ‘Staing and Dyes 2 3864.2500 Papanicolaou 2A°0G6 | | 2.5 litex
3554.1000PE | | Papanicolaou Soluton 2A 1 liter 3865.1000 Papanicalaou 2B Orange 11 || 1lieer . L
3554,2500PE ¢ | Papanicolaou.Solution 2A 2.5 liter | 3865.2500 Papanicolaou 2B Orange 11 - - ' 2,5 diter
3554.9200PE Papanicolaou Solution 2A 200 licer +- 3866.1000 " Papanicajnou 3B EA 50 . | | 1iter
3555.1000PE Papanicolaou Solution 28 | licer 3806.2500 ° 'l’apanicoinou 3B 1A 50 [ ]2 Liter
3555.2500PE Papanicolaou Solution 2B 2.5 Liter - 3876.1000 1Shorr | . oo litcr
3556.1000PE Papanicolaou Solution 3B - Theer, o | 3878.1000. " Weight |- . o dicer
3556,2500PE Papanicolaou Solution 3B 2.5 liter Cleatlng|agent _ :
3556,9200PE Papanicolagu Solpdoén 3B 200 liter 3905.2500PE | UltraCleay || 25 liter
3800:1000PE Eosine-Y Alcoholic | 1 liter 3905.5000PE. UleraClealr [ sticer
3800.2500PE Fosing-Y Alcohalic | 2.5lter 3905.9010P1 OltraClealr 10 liver
3801 1000PE Eostn Y 0.5% Aqueous 1 liter 3905.9200 eeaCleay : 200 licer
3801.2500PE Eosin Y 0.5% Adueous 2.5liter A Mounting media
3871,1000 Fosine Solution 0.2% ready to | 1 liter 3921.0500 [Ultralite | | 500 ml
use ‘ 3921.0600 | UltaKit 6k 100
3871.2500 Eosine Solution 0:2% ready to - | 2.5 liter | i i || ml
nsl'c . Fixativey
385@00 Gicmsa 01 liter 3933.1000, 10% v/v Buffered i
3856.0500 [ Gremsa T 0.5 liter | Formaldehyde b,
3856,1000 Giemsa | 1 lites 3933.5000PC 10% v/ Buffered Sl 5 Hiee
3856.2500 Giemsa , 2.5 licer | Formaldghyde L
3870.1000 Hematoxyline cr (Mayer) "I Tier 3933.9010 (PE). [ 10% v/v Buffered 1| 10 iker
3870.2500 Hematoxyline er (Mayer) 2.5 liter For‘nmldehvde (_ER‘)
38731000 Heinatoxyline (Hacriy, Gill IT) 1 liter P32300.08) :*(2::;1\:1]/(:' E\L]}jfcrcd I_?]g)]gtcr
3873.2500 Hematoxyline (Hauris, Gill 11) | 2.5 liter 35601200 chi; F}?';tgfc 12‘1) 128
3879.1000 Leishman i 1 liter | ml
3855.0500 May Grinwald ! 0.5 liter 38801000 Bouin's Hixatve 1 litey
3855.1000: May Geinwald ! | Immuno PBS 20x 10) liter
38552500 May Grlinwald ! coficentrited ”
[
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AVANTOR

PERFGAMAMEE MATERIALS

[ntended use x |

Diluid* Erma is a speciahy filtered, non-sterile blood diluting f|ui‘d for u%e in cell
counting and sizing.

The reagent is designed for autornated instrumentation, capable to monitor a three-
part WBC differential, based on the aperture impedance principle and electronically
adjusted to operate at an osmolality of 330 & 20 mOsm/kg. Diluid* Erma should be
used In combination with CyMet* ERMA 111 Diff and Lyzerglobin® PCE.

The reagent is used to, dilute whole blood prior to counting and sizing of RBC, ELT.
and WBC. Content of the reagent maintains stability of RBC, I'T’LT and WBC during
counting. }

! H l
Contejat: Diluid* Ermais water based and contaips:
NaCl, Na,S0,, procaine HCl and preservatives irf an inorganic buffer compound.

Wm;ni-ggau' d precautions

Harmful if swallowed. A;\/oid contact with eyes, skin and clothing.
: | |
Storage and stability: Diluid* Erma is stable for three years at 18-30°C.

There are no visible deit;eriorations; 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 afterithe expiry date,
Diluid* Erma should be used undiluted according to instrument manufacturer's
instructione for use and should be connected as listed in the Operators manual.
Reagent may be used with Hypochlorite 0.5% or Proclean® as a cleaning agent.
Furtheirmore reagent mfay be used with next lysing reagents: with CyMet” ERMA Il
Diff arid Lyzerglobin® PCE. |

REF 3459.9020 , Diluid* Erma - 20 litres cubitaing

* Tracemark of Avantof‘r“fM Performance Materials - Deventer — The Netherlands

-

R0 iH

;
st C€

‘Avantor™ Performance Materials

H iTeugueweg 20 ~ 7418 A Deventer —The Netherlands
(Tel +31 (0)570 687500
The devices as menlidned in this sheet comply with the
In Vitio Diagnoslic Medical Device Directive 98/79/EG

| VERSION: 2011-08-12




AVANTOR

BEHFORMARNGE MATERIALS .
' i

CyMet* Erma Iléi Diff

(ntended use :
CyMet* Erma-|ll Diff is a specially filtered, non-sterile blood lysing reagent fluid for
use in cell counting and sizing. }
The reagent is designed for automated Instrumentation, capable to monitor a three-
part WBC differential,'based on the aperture impedance principle. CyMet* Erma Il
Diff i also used to analyse Hemoglobin by optica] measurement. CyMet* Erma I
Diff shiould be used in' combination with Diluid* ERMA. ‘

|
summary and principle E
The reagent is used prior to counting and sizing q_fWBC. The reagent stromatolysis
RBC to release Hemaglobin prior to analyse it by joptical measurement and modifies
WBC for counting and sizing. |

Con1:_e__ﬁi!3yMet* Erma Il Diff is water based and contains:
Qualernary ammonium compounds and KCN (<Of;,1%).

Warning and precautions |
Harmful it swallowed. Avoid contact with eyes, SKin and clothing.

Storage and stabnilityE_CyMet* Erma Il Diff is sta’ible for two years at 18-30°C.

Indications of deterigration
There are no visible deteriorations; otherwise the/reagent shou'dn‘t give optimised
performance. The reagent can be used through auit shelf life, gi‘ving optimised

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

instructions for tse .

CyNet* Erma I Diff should be used undiluted according to instrument
marufacturer's instructions for use and should be connected as listed|in the
Operators manual. | |

Reagent may be used with Proclean* And Hypochlorite 0.5% as a cleaning agent.
Furthermore reagent may be used with Diluid” ERMA. ‘ o

Pack sizp
REF 3460.0500 CyMet* Erma lIl Diff 500 rnt HDPE bottle
* Trademark of Avantor™ Performance Materialsé- Deventer —‘The N%therlands

300G |
wA CEND |
|

Avantor™ Performarice Materials
H‘ Taugseweg 20 — 7418 AM Deventer — The Netherlands
Tel +31 (01570 687500 |
The devices as mentjoned in this sheet comply with the |
Iri \itro Diagnostic Medical Device Directive 9BI79/EG |
! |
|
|

VERSION: 201 1|-08-1 2




ACUANTOR

PERFORMANCE PMATERIALS

Hypochlorite 0:..5%

intended use : | '
Hypochlarite 0.5% is a specially filtered, non-sterile cleaning fluid for use in cleaning
of cell counters. l

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 F?rior to remove cell fragments from

the instrument. |

Content
Hypcchlorite 0.5% Is water based and contains:
Sodium hypochlorite qoﬁ.s% active chlorine) and pb}y-oxy-ethylene—alkyl-alcohol.

Warning and pre::autions
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.

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

Instructions for use »
Hypochlorite 0.5% shpuld be used undiluted acegrding to instrument manufacturer's
instrugtions for use and should be connected as listed in the Operators manual.

;

Realgent may be used with all kinds of Diluids* arid CyMet's™,

Pack size |
REF 3917.1000 Hypdfchiorite 0.5% 1 liter bottle
REF 3917.5000 Hypdchlorite 0.6% 5 liter bottle |

* Trademark of Avant;ér“‘" Performance Materials - Deventer — The Netherlands

44 e

Avantor™ Performarice Materials

Ml Teuasewsg20- 7448 Al Deventer — The Netherlands
Tel «3t (70 GETENO
The devicés-as ment|oned in this shaet comply with the
In Vitro Diagrostic Medical Device Tirective UBTOEG

VERSION: 2011-08-12
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ATVANTOR
FE’.EF&!?MA“%CEE MATERIAL:.S:

} ProClean*

!I1t€!l}'ded use | R | ; ‘ -
ProCleart* is a specially filtered, non-steffle cleaning fiuid for use in cleaning of cell

couriters,

The product is designed for semi-automated andéautomated instrumentation, capable
to clean blood diluting jparts of the instrument. | ‘

Sumimary and principie
The reagent is used to clean blood diluting parts prior to remove cell fragments from

the Instrument. |

Content

ProClean* is water based and contains: |
Proteolytic enzym, pc';ly-oxy-ethylene-aikyl-alcohcpl, NaCl, Na;8S0y4 and preservatives
in an inorganic buffer: compound. ProClean Cont?ins a purple inert dye.

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

Storage and stability
ProClean* is stable for two years at 18-30°C. |

Indications of deterioration g
There are no visible deterlorations; otherwise the reagent shouldn't give optimised

performance. The reagent can be used through c’?ut shelf life, giving optimised
performance. No guarantees to reagent performance are given after the expiry date.

Insfructions for use
ProClean* should be used undiluted accprding 1o instrument manufacturer's

instructions for use and should be connected as listed in the Operators manual.
Reagent may be useq with all kinds of Djluids* and CyMet's™.

Pack size | !
REIF 3900 ProClean* 5 |ittes cubitainer

§

* Trademark of AvaniprTM Performance Materialé - Deventer — The Netherlands

T

| Avintor™ Pedarman ceMalerials
N‘ Teugsewag 20 - 7418 AM Deventel ~The Netherlands
Tel +31 (03570 887500
Tlss devices as mentionad in this sheet comply with the
In ViEro Diagnostic Medical Device Directive 98/79/EG

VERSION: 2011-08-12




tematology controls

Intended use

Clinical hematology laboratories recuire material for quali()‘/ control of aulomated,
<emi-automated and manudl proceduras that measure whole blood parameters.
| T Baker Paramster or Rellc Gontrols are hematology contrals for thess
procedures. When handled like a patiant sample and assayad on a proparly
calibrated and functioning Instrument ihe control will provide values within the
expectad rangs Indicated on the assay sheet.

Daily use of these controls provides quality control clata to confirm the pracislon
and accuracy of instrument operation,

Reagents | ‘
parameter Controls contain stahllized human RBC's, plate/et components and

fived RBC's and or simulated WBC's {ar partial differential janalysis to simulate
WAaC's, in a plasma like fluld with preservalives.

Product no., pack slze and open vial stability

See page 4,

Instructions for use

a.  Remove the cantrol from the refrigerator and allow vials to warm at
room temperature (18 to 30°C) for 20 minutes lxefore mixing.

b Place the control on a machanieal mixer for 20 minutes or follow next steps

{o mix the control manually. lmportant: do not place the vial on 8 Vortex-

X 1

Hold the vial horizontally biatwaar the paims of the hands. Roll the vial back

and forth for 30 saconds and gently Invert the vial 10 times. Avold vigorous

ghaking. Continue to mixin thls manner untll the cells are completely and
uniformly suspended.

4 After mixing let the vial rest undisiurbed about 16 seconds to allow small alr
bubbles to disperse. Gently inven the vial 10 times Immediately before
sampling. Analyze the contral using the same technique used for 8 patlent
sample. v

e After sampling screw cap Ylals, carefully wipe the vial ring and cap with lint-
free gauze and replace thi cap immediately after cleaning.

i Place vials back in the féfn'_gerato'r within 30 minutes ’pﬂer measuring the
gontrols. Store in upright position!

Storage and stability
Paramatar Controls are to be stored Upright at 2.8°C when rot in use, Stored al

this temperature, the Controls gre guaranieed stable until the explry date.

Procedures |

inetrument procedure: make dilutions'and assay according to manufacturer's
instruclions for patient samples. Rafef to assay values and range for the system
in use,

Manual procedure; reference nethods can be applied 1o B paramater and 3-Diff
Conlrols, Refer to a manual ol elinical laboratory procedures,

Expected results ! |
The mean assay values and standard deviation for eachfarameter Control are
derived from replicate analyses on whote blood callbrated instrumentation as well
as by manual reference methods. Tlie values obtained on Parameter Confrols
prior to its expiry date should ve wilhif: the expected range. The expected ranges
listed represent estimatas of ix& lrurtent or inter-laboratery varlatlon for @ach
parameler. Inter-laboratory variation (s usually accounted for by instrument
calibration, maintenance and oparating technique or reégent brand. For this
reason, the assay values given are glide-numbers usefLTlI for control but are not
absolule assays for callbration.

values and expected ranges for instruments not listed on the Assay Infarmation
sheel must be established by the user, Itis recommended that at least &
conseculive analyses will be performuct on a properly calibrated instrument for
sach level to establish the assay megn and standard déyiation.

Warning and precautions .

Warning: Potential bio hazar¢lous malerial.

parameter Controls are Intended sololy for IN VITRO diagnostic use by trained,
qualified personnel. Human blood companents used in t'pa Parameter Controls
were found to be non-reactiv for HB3Ag and antibody tp HIV when tested with
licensed reagents, No known test methods can provide. complete assurance that
products derived from humari plood will not transmit infectious diseases. Follow
{he same precautions as with palienl samples when handling or disposing of
vials. Do not inject or consume by maiih. Avoid direct mouth pipetting of

samples,

Avanlor Performance Malerals BV, f
Teugseweg 18 - 418 AM Deventer - The Netherlands
Tel 431 (0)670 617500
Avartor.emeag@avaniormatarials.com
The devices as mentloned i this inegit comply with lhT In Vitro Diagnostic
Medical Devices Directive 98/79/EC, |
g°c

Ao Ce |

Contrale hematologique de tgfdrence DOEOCg10

[ : Version: 12 0
Usage Indique |

Les lzboratoires d'hématologie clinique ont basoin de subslanceg pour 1€s
com;rf)%es_ de qualité de procédures gutomatiquas. semi-automatiques et
manuelles qui mesurent tous les pa{amétres du sang.

Las sangs de controle de J.T.Baker|sont des contrdles hémalelogiques de
reférence pour ces procédures. S'il gst manipulé comme un gchantillon de
patient et analysé surun appareil dg mesure correc!amentétaionne el bon état
de fenctionnement, le sang da controle fournit des valaurs dans la fourchette
piévue telle que spécifiée|par la fiche de test, L'utilisation iolumaiiére deces
sangs apporte des données de contréle qualité parmeltant de confirmer |a
piscision et lexactitude des mesures faites sur l'apparell.

Réactits _

Les sangs de contréle contlennent des globules rouges humaing stabilisés, des
plaguettes, des globules rouges modifiés pour simuler les globules blancs, dges
globutes blancs stabillsés combinés avec des callules humalnes modifigas de
\aillé bien déterminée, dans un fluide plasmatique avec des conganvaleurs

Réferences prodults, conditionnements et stabilité des|controles aprés

ouvertire.
Voirjpage 4.
|

Modoe d'emplol |

elirer les contréles du réfrigérateur et lalsser les gchantillons se réchauffer

température ambiante (18 & 30°C) pendant 20 minut}es avant de les
|métanger. |

H. |Placer les controles dans un mixeur automatique pendant 20 minules ou
'sulvre I'dtape suivante pour m langer le contréle manuellement. Important
INE PAS PLACER CES ECHANTILLONS DANS UN MIXEUR DE TYPE
IVORTEX, |

¢. Tenir I'échantillon horizontalement entre |a paume des mains, Le raglanger
en le retournant doucement 10 fois pendant 30 secondas, Eviter de secouer
'vigoureusement. Continuer a8 mélanger de celte maniére jusqu'a ce que les
icellutes solent compltement et uniformément en solution,

d, iLaisser ensulte Iéchantilion se reposer pendant 15 secondss afin de
Ipermeltre aux bulles c'air de se disperser. Avant d'échiantilionner, mélanger
| doucement en retournar 10 fals I'échantilon. Analyser le contrble avec la
I méme tachpique utilisée pour |es &chantillons du patignt.

e | Aprés avoir prélevé I'echantilign dans les flacons aveg un bouchon & vis,
| essuyar avec précaution le tube et s bouchon avec uhe servietle en papler
| absorbant et ramettre le bouchaon immédiatement apres nettoyage.

i | L'échantillon ne dolt pas rester plus de 30 minutes & l'extérieur Slocker
| 'échantillon au réfrigérateur en position verticale.

Conditlons de conservation et stabllité

Les controles sanguins doivent &ire conservés en positior verticale entre 2-
EFC:,Conaervés 3 celte temipérature, les sangs de contrbld sonl/stables Jusqu'a
Jaui date d'explration.

Procddures |

Prokadure Instrumentale: effectuer les dilutions et procéder selon les instruciions
das fabricants pour les #chantillons de patients. Se référer aux valeurs et aux
4catls de l'appareil utllise i ‘

Pracadure manuelle: les méthodes de reférence peuvent s'appliquar aux sangs
de pontréla de 8 parametrer et 3- iif. Se référer 4 un manuel de procédures de

laboratolre clinigue.

Résultats attendus %

Les valeurs moyennes et les déviations standards indiquées sont fondées sur
des analyses obtenues 3 partir del méthodes de référance utilisant des appareils
callbrés ou & partir de méthodes de référence utilisant des procédures
manuelles, sur tous les paramegtrgs du sang. Les valeurs obtenues sur les sangs
e coritiole de parametres antérieurement 4 la date d'expiration du produil
davralent étre a l'intéreur de Intervalle altendu, Les intervalles attendus lislés
représentent des estimations de variation entre laboratoires oU entre appareils
pour chague paramétre. La variatjon entra laboratolres est en général attribuée a
{a callbrage de Finstrument, ia maintenance et la technigue d'exploilation ou la
marque des réaclifs. Pour celle rzéson. les valeurs Indiquges sont des valeurs

fepéres nécessaires pour le contidle et ne sont pas des données absolues pour
{a tallbration. Les valeurs et les | tervalles attendus pour les appareils qui ne
sorit pas listés sur la feuille dinfofmation daivent &tre déterminés par I'ulilisaleur
il &5t recommandé qu'au moins 5 analyses conseécutives soient eflectuees suf un
appareillage correctement calibré pour chaque categorie de sang afin d'établir 1a
moyeané et I'écart type

1
Danger et précautions d'empioh
[Janger: substance biologique potentiellement dangereuse. Les sangs de

cmbinm an Hinan

cortréle sont uniquement prévus|pour une ulilisation en Hiagnestic i vitro par
ries personnes expérimentées el qualifites. Les composanis de sang humain de
wontrole de paramelres ont subs yn dépistage negatif corimcern'ar‘il les anticorps
anti - VIH - 1, - 2 et anti VHC et les anligénes HBS, mai doivent cependant élre
marniputés comme des produits potentiellement infeclieux. Suivie les mémes
précautions qu'avec des prélévemants de sang humain lors de i'ulilisalion el du
rajet des échantilions. Ne pas injecter ni ingérer. Eviter de pipetter les
achantillons directement avec 1a |bc:uche.

Page 1 of 4
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MEDICA

Medica Corporation

5 Qak Park Drive

Bedford, Massachusetlts 01730
Tel 781 275 4892

Fax 781 275 2731

www, medicacorp.com

AUTHORIZATION LETTER

TO WHOM IT MAY CONCERN:

MEDICA CORPORATION, having facilities at 5 Oak Park Dri:ve, Bedford, MA 01730, USA, do hereby
autharize the company:

GBG-MLD SRL

65 Tighina Site
Office 607

Chisinau, MD-2001
Republic of Moldova

to be our DISTRIBUTOR for the EasyLyte®, EasyElectrolytes™, EasyBloodGas™ and EasyStat®
analyzers as well as associated reagents and consumables in Moldova.

GBG-MLD SRL is authorized by MEDICA CORPORATION to enter tenders and quote for all
aforemeritioned products.

GBG-MLD SRL is authorized by MEDICA CORPORATION to present offers on our behalf to tenders
placed by the government and other institutions for Medica products and consumables

GBG-MLD SRL responsibilities include sales of the EasyLyte®, EasyElectrolytes™, EasyBloodGas™
and EasyStat® analyzers and providing service as well as maintaining a supply of reagents and
replacement parts.

GBG-MLD SRL s also authorized to provide warranty service for the Medica EasyLyte@
EasyElectrolytes™, EasyBloodGas™ and EasyStat® analyzers.

This authorization is effective immediately and is valid until December 31, 2022, unless revoked earfier in
writing by Medica Corporation|

;:JD ) g,._ﬁ e /Y[Rl
David Hagop|an /. d Date

VP, Sales & Marketing
MEDICA CORPORATION
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MEDICA |

Meolca Corporatlan

5 Oak Park Drlve

Bediord, Massachus@lls 01730
, Tal 781 £75 4892

i f’ax 781 278 2731

i MW medu.acorp.com

Products Eor Henalth Care
: i f

i i v ;
Declaration of Conformity

Product Narne'

Easylyte ¢ arzd acdessorles per attachment

.....EasyElectmete and BGGBSSOI'IG

Ce

s per.attachment....

i1

EasyStat and aocassones per
EasyBloodGas arld acocessorie

Manufacturer

Wl Medica Gorﬁaoratmn
5 Oak Park Drwe Bedford

Represantatm i
Ec_rep| Emergo Europe, Molenstraa
NL-2513 BH The Hague, Th
. Tel: 43170 345 8670
. Fax 8170346 7299

Means of Conformity

T

Medica Corporation declares that the

councll DIrecii'fg: 98/79/EC

' | X
Place and Date: Beclford, Massachu

Stynaturae:

Name: Bholios Makris

Title:

Ittach_me'nt [l

Dlisitafof Regulatory:Affalr

per attachment

Massachusets, 01730,

I
115 '
o Netherlands

|
products listed are i:n-cc

setts, USA, March 1; 20
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Easy:Bloodgzls and EasyStat Accessories

Catalog No.
6201
6202
6203
6204
6101
6301
6303
6304
6305
2118
6402
6503
6603
6306
6504
6505
6506
6507
6508
6518
6537
6520
7101
7205
7206
7207
7208
7301
7309 .
7603
7303
7306
7304
7506
7302

"‘EasyStat/EasyBloo Gas pH EIectrode
'EasyStat/LasyBloo
'Easy,St.at/EasyBloquas p02 Electrod?

: EasyBloodGas Troubleshootlng Kit
Red Test Dye Solution

‘ ;EasyBIoodGas CapllFaryTube Kit
f _EasyBIoodGas Dembnstratlon Kit

'Barc#de Reader Kit% .
EdsyStat Reagent Module

Accessory

Gas pCO2 Electrode

EasyStat/EésyBIoquas/EasyElectrol\gtﬁe weference Electréde

EasyBIoodGas Reagent Modu|e

EasyQC Level 1 Blodd Gas and Electrolyte
EasyQC Level 2-Blood Gas and Electro!yte
EasyQC Level 3 Blogd Gas and Electrqwte
Daily Cleaning Solutlon Kit

Ea syiiloodGas Sarnpler

Ea syfwtatg’EastiIoodGas/EasyElectrolyte R

EasyBloodGas Sensq;r Madule
Ea systat[EasyEiloodGas Valve Module

Com pressnon Plate
S_erlal Cable, 25-pin
Serial Cable, 9-pin' |

Fasy%tathasyElectrolyte Na E!ectfode
i‘asys_tat,/EasyEIectrplyte K Electrode :
EasyStat Ca Electrode

EasyStat Cl Electrode

Easysftat Troubleshaoting Kit
Bi-Leyel Hematocrit Quality Control
EasyStat Demonstration Kit ,
EasvStat/EasyBléodGas Ca ptliar\) Tube| Kit
EasyStat Sampler
EasyStat Pump Tube

Ea syStat Sensor Moﬂule
Probe Wipers

|
i
|
\

Quality Control

‘Quality Control -

Quality Control |

¢ '?Fa syEsloodGas; EasyEIectron‘ce Pump‘lub SRR

r’ntek Paper (5 rolls)

.
EDMA Code
11703104
11703104
p17¢3104
11040401
11733110
21041001
11703150
11703150
11703150
11010127
117i3190
21041001
21041001
21041001

21041001

21041001
21041001
21041001

21041001
2104 1001
2104 1001
21041001
11703110
1104 0107
1104 01 06
1104 0102
1104 01 03
21031001

13017003
21041001
2104 10 01
2104 1001
21041001




Easv’EfectrdI',I(te Alc cessnties |

Cata]og No Accessory J i EDMA Code

4102 EasyE!ectrolyte Reagent Module Na/K/Cl - 120301

4103~ EasyElectrolyte Rquent Module Na/K/li| 110301

7205 Easystat/EasyEIectronte Na Electrode 11‘ 040107

7206 EasyStat/EasyElectrolyte K Electrode 11040106

4203 - EasyElectrolyte CI Electrode 1104 0103

4204: EasyElectrolyte Li Electrode by 11 04.0104

6204 . i Easy§tat;’EasyHloodGas/EasvEiectroli;te. Reference Ele_ctimd,e 11 04:04 01

4207 . ; EasyElectrolyte Spacer Electrode | b 110401 90

4301, Easv[:iectrulytp Tropbieshooting Kit 21‘ 041001

2118 © Daily Cleaning SquFIcn Kit 11‘0101 27

4402, Red Test Dye Sofut:f 11703190

4403 ; EasyEIectrolyte Urine Diluent . 11 0404 90

2814:  EasyQCBl-Level Quality Control Kit | 11 5002 04°

2815 * EasyQC Tri-Level O.ualtty Control Kit | . ) .11‘50 02 04

4405 ' EasyElectrolyte Demonstration Kit, . Na/k/cl 2104 1@ 01

4406 EasyElectrolyte Demonstration Kit, Na/K/Li 21041001

4404 fasyElectrolyte Capi!!ary Tube Kit | 2104 1001

4306 - EasyElectrolyte Sampler 21,04 1001 :
6504 EasyBloodGas/EasyElectrolyte Pump | TuL& 2104 1001 .
6505 FasyS ial/EasyE-toodes/EasyElectmiyte tinter Paper {5 ro] [s) 21041001
4506 ' [LasyElectrolyte Sensor Module : 21041001 f
4507 - FasyElectrolyte Valve Module 2104 19 01 !
4508 :  Compression Plate 2104 1(? 01 '
7302 Probe Wipers | 21041@ 01

4522 EasyElectrolyte Daily CIeanerSampfc Cups 21104 10 01

4539 EpsyElectrolyte Senlsor Module, Li

6518 - SErialCabIe 25- plnl

6537 | |1 TharidEl Cable 9-pin |

6520 Barcode Reader Klt‘




Easylyte Acceﬁsorles
Catalog No Accessory ¥,
= .EasyLyte Easys amdlef :
e EasyLyte K+ Electrdde I
> EasyLyte Na+ E Iectrode

2070
2101,
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123
2028
2109
2112
2115
2114
2026
2814
2815
2843
2118,
2598
2108
2107
2257 .
2104 !
2100
2492
2309
2111
2577

2323 !
2541 !

: ,EasyLyte MembranF ‘Assembly

i EasyLyte Na/K/Ll 4dOmLSolut|ons Pack
: EasyLyte Na/K/_Ca/ﬁ)H 400mL Solutmg;s Pack
' Easylyte Na/K/Cl/Lj 400mL Solutions Pagk
. EasyQC Bi-Level Quality Control Kit |

Easylyte Cl- Eiectrode
Easylyte Li+Electro de
Easy‘.yie Ca++ Electrode
Easylyte pH Electrdde
Easylyte’ Dlsposablb Reference Efechroc
Easylyte Refrence ‘Electrode - !

Easyl.yte Na/K 800mLSolutlons Pack
EasyLyte Na/K/Cl 800mL Solutions Pack
EasyLyte Na/K/Li SiOmLSqunonc chk
Easyliyte Na/K/Ca/

Easylyte Na/ /Lj 800mL Soluti
EasyL‘yte Na/ 00 LSolutlons Pack,
Easylyte Na/K/CI 4@OmLSolut|0ns Pdck

EasyQC Tri-Level anlity Control Kit |
EdSVLytP Quality Cdntrol Sample Cups {6
Daily Cleamng Solution Kit i
EasyLyte Daily Cleaher Cup .
EasyLyte Solutions Valve
EasyLvte Sample Probe
Easylyte Sample Deétector
Easylyte Tubing Kiti
EasyLyte Calcium Tubing Kit
EasyL',rte Internal FIFIing So[utlon (125ml;
Easylyte Wash Solution (50mL)
EasyLyte Urine Dllupnt (500mL)

EasyLyte Standard Solution, Urine (50rnL

|
Easylyte Probe Wipers (6)
Easylyte Printer_Par!Jer (3 rolls)
" |

H 800mL Solutions Plack
ack

m

)

'-'\'EDM‘A Cod

[ S SN S S

2104 10 01

210410

110401
10401
10401
10401
10401
1703102
10404 01

W NN D P

10404

=

14030;
11,03 01
110301

110301

110301 .

110301
. 110301
110301
110301
110301
115002 04
11.50.02 04
21041001

21041001
21041001
21041001
110404 90
11040490
11040490
110404 éo

21041001 _




Easylyte Accessaries, continued

Cata!og No. Accqssorv |
= wEasyLyte EasySamp

ler Sample Cups, 500uL(500)

2595

2596 Easylyte Sample Cups 2.0mL (500) |
10745 .I- '.\,‘:,Antl&Evaporation rj‘:ps {500) Al
9263 71" :fEaSvate Capillary Tubes. .~ |
2590 _Easylyte Capillary hdaptor Kit -

2292 Easylyte Capll lary Adaptor Cleaning Kit
2578 Easy|yte Red Dye Test Solution (S0mb) | -
2572 i Easv*.yte Troublesh ootlng Kit-

2571 -EasyLvte Troublesh ooting Kit (Na/K/Ca
2105 j ,IEasywte Quarterly Operating Kit
2095 ~ Easylyte Maintenage Kit
2076 Easylyte Sample Tray ?
2074 Easylyte Sample Ci;p Retdiner Ring |
7118 ' Daily,Rinse/Cleaning Solution Kit
2544 b __Easywte CSerles Printer Paper (5 {ogls)

H and Na/K/CI/L)

£ é{h@%

I
EDMA Code
21041001,
21 04 10 01
21 Q4 1001
21 04 10 01
21041001
ummm
110404 0
_21041001
:21q41001
210410p1
'21041001
21&41091
- %ﬂagﬂlikd& L

4 l%gi

t
i %ﬁ’mm“‘m- %
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IDIA.
JPRO

Le

-

a.Pro |
Diagnostic |
lﬁoFWvbes |

tter of Authorizatio

We, “'Dia.Pro Diagnostkc_
Giovanni (Milan) 2009i9,

GLOBAL B]'JiOMARKETING GROUP -~ MOL

str. Tighina

MD-2001 CHISINAU

REP. MOLDO

as our exclusive distrib

in various tenders with DiaiPro ELISA products.

We, Dia:Prg Dlagnostic Bl
GROUP + MOLDOVA SRL W
Agreement” rev.0117 valic
betweeni bath parties forian

Dia.Pro Diagnostic Biop&oi:.

natural expiry, of which a

GLOBAL [BIDMARKETING GROUP ~ MOLDOVA SRL.

Sincerely yours,
Diagn

Dia.Py Z{)&i’c Bio

Dr.ssa iorenzaﬂ%cozze:si
Legal Represe tative

|
Bioprobes s.r.l." located at \lfla G.
Ftaly, authorize g I

I |
[lOVA SRL
5, Oficiu 607 =

i |

i
Ik:or for the territory of the Republic o
|

probes S.r.| shall supply our distributor

ith all products _
untll 31-Dec-2020, with possibility of 1
additional period. ‘

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

Date: Milan, 31-

probes S.r.l. , _
DIA.PRO. !
NGNOSTIC BIOPROBES S.xl. ;

‘carduccl, Nr. 27 -

Fi

in strict compliance with |

|Moldova, to

he existing "
anewal upon

3anuary-201;;8

rded tenders un
dia,Pro by thej|dis

Sesto San

participate

GLOBAL BIOMARIKETTU\JG
Distribution
agf

aement

gl their
triblutor

Seda l;e’lga;fe e lab.; Via G.Carducci, 27
1/6450 + Fax +39 02 44386771 http:/iwww.diapra.it « E-mail; info@diapro.il

Tel, -39 02 2700716
Reg. Imp. 11924660159 REA 1509959

| Capitale sooiale €50.000,00 LV. — P.IVA: 11924660150 —
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A5 (OF SANIDAD, CONS madicamanios y
Y HIENESTAR SQCIA & produglos sanituries

Weema BT |

i SUNHITE 1 G ral? b bt i |

el

CHRTIFICADO DE EXAMEN CE DE DISENC
de acuerdo con el Anexo IV, punto 4, de lai
" EC DESIGN-EXAMINATION CER TIFICATE

in ¢zbca¢rlance with Annex IV, S

PRORROGA/EXTENSION — Fecha iniciall Initial
Fecha de ultima prorroga/ Last extension date:

Directjva 98/79/CE

ection 4, Directive 98/7%E C .
date: 11/12/2003 '
27/11/2013

Certificado n°/ Certiﬁcate-l no Fecha de validez/Date of valiéiity

2003 12 0390 ED | Desde/From 19/11/2018 ¥asta/To 18/11/2023 | 0B18

ONN°/NB na

A favor de /In fuvour of: |
Fabricante/Manufactuper: | |
Nombre/Nanie: DIA, Pro l}iagnostic Bioprobes S.r.l. |

Direccién/Adiress: Via G. i
Representante autorizado ante la UE/Authorized EU reuresentu{ive:
|

Nombre/Nantz: Idem Dil'tjziccic'mf,dddress: Idem

rarducci, 27 -20099- Sesto San Giovanni — Milano|(Italy).

|
1
T
|
|
|

Para el producto/For the p oduct:

Categorfa/Category: Productos Sanitarios para Dia
Grupo genévico/Generic groyp: Diagndstico de et
Tipo/Type: Especificados en|Anexos de este Certificado/Specified in Annex

gnéstico “In Vitro” | In Vitre Diagnostic Medica"[fDem ices
(fermedades infecciosas / Diagn astic of infectious diseasps
s to this] Certificate.

|

Flaborado en/In the facilitigs:

Dia. Pra Diaguostic Bioprobes S.r.l. I
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este ce’_rtiﬂcaclo debe ir acqmpaifiado por ¢
2003 12 0383 CT/ This certificate must be accompanie
Certificate N" 2003 12 0388 CT. |

I |
la evaluacion de la documentacion técnica d

Esle cettificado es consecugncia de
expedicnte N 2003 05 0240, y garantiza que el disefio de los productos descrita
la Directiva/ This certificate is issued on the assessment of the degign do,cumeﬂf:c
N2003 05 0240, and guarJanzee.S' that the design of the described produycts fulf
Directive. -
‘ |

| | Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PROL

ﬂ ;gongia espariola de
. adfcamen!os y

productos;sanirarios

Fdo. M? Jesus L.amas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicameantos y Productos Sanlitarios

{ocalizador] 62YH2AGS4D |

| certificado CE de Sistema de Garljnt{a de Calidad Total N*
d by the EC Full g%ualil‘y Assurance Svyten

el disefio contenida ¢n el
s cumple los requisitgs de
ation contained il dogsier
il the requirements of the

YUCTOS SANITARIOS

Puede comprobar la aulenticidad del docum

on0318@aemps.es

ranl.c an la aplicacién Localizador de la Web dela AEMPS

C/ CAMPEZCY 1 - BDIFICIO &
28022 MACRID

CORREO ELECTRONICO I Pégina 1 de 2 -
: Tel.: (+34) 902,101,322 /(+34) 91.822.511.97

|
ORGANISMO NOTIFICADO 0318 |

Fax: (+34) 91.822.62.09




de acuik*rrdo con el Anexo IV,

i aLJcordance with Annex IV, Section 4, Dr'rective

CERTIFICADO DE EXAMEN CE DE DISENO
punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CER ;IFICA TE

98/79/EC

s S P

PRORROGA/EXTENSION — Fecha inicial/ Jnitial date: 11/12/2003
Fecha de dltima prérroga/ Last extension|date: 27/1 12013
Certificado 11“/Certi/ica5e no Fecha de¢ Validez/Datq%of vali’dity 1"INB ni

2003 12 0390 ED

Desde/From 19/11/2018 i{asta/?‘o318{ll/2023 J : 031 Sl

A favor de/In favour of:

Fabricante/Manufuciurer
Nombire/Name: Dia, Pro ]
Direccién/Address: Vida G
Representante autorizadg
Nombyre/Name: 1dem ' Di

Diagnostic Bioprobes S.r.l

 ante 1a UE/Authorized EU represen{:‘ztive:
-eccion/Address: 1dem |

Carducci, 27 -20099- Sesto San Giolvalm] -j Milan

Tipo de producto / Device

T

para el diagndstico de enf

{!
Clasificacion/Classification

Reactivos y productosirehctivos para la determinacion,

q |
humanas de marcadores

enzimﬁ‘tﬁca (ELISA)/ Reag
in human specimens of ma
[NANDO: I'VD 0203] :

!
HBs Ab ELISA ¢

- SAB.CE (96 tests)

onts and reactive products for the det

i
i

 Lista A, Anexo TI / List 4, Annex I |
‘:\

confirmacion y
de infeccién por Hepatitis B,

; PEL R |
kers of Hepatitis B infection, by Enzyme-

Este certificado ampata todas las marcas de estos productos incluidas p
declaracion de conformidad. / This certificate covers all tra

manufacturer in his declaration of conformity.
|

/

| Madrid, 19 de noviembre de 2018

DIRECTQRA DE LA AGI‘ENFIA ESPANOLA DE MEDICAMENTOS

a H !

mgeﬂC|a anaﬁD!a‘de
' edicamentg.

Producto tas y

Fdo, M? Jesus Lamas Diaz

type: Reactivos y productos reacti}\(os, calibrado
srmedades infecciosas / Reagents, an];d reagent proi

materials for diagriostic of human infectious diseases. i

ermindtion, coi

i (
Lalitativo-cuantitativo / ELISA qual(ifative-quanr!%fzative

ii

I

Y PRODUCTOS SANITARIOS
|

res y materiales de pontiol
Licts, calibrators|and|contral

e
P51 T e

cuantificacion ep mijrestras
mediante técpicas de Inmunoabgereion
ifirmation and quantification
linked z'néjmunosorben[ asgay (ELLSA)

or el fabricante en su
demarks of these| products included by the

%

Y il ‘ :
|
|

Firmado digitalmente por: Agencia Esp‘aﬁo]!:: de Medic
Facha de la firna; 18/11/2018 |

amentos y Productos Sanilarios

szvcfmcss_uol
|

e —_—
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CERTIFICADO DE EXAMEN CE DE DISENQ
de acuerdo con el Anexo I'V, punto 4, dela Directiva 98/79/CE
JC DESIGN-EXAMINATION CERTIFICA TE .
in accardance with Annex I V, Section 4, Il);'recrhfe 98/ 9/E C
PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima prérroga/ Last extension date: 27/1 1;’20‘1@3
Certificado n*/Certificate no Fecha de validez/Dateiof validity | ON|n°/NB “i“
200312 0393 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318
A favor de /In favour af? .: | |
Fabricante/Manufacturer: : '
Nombr¢/Name: DIA. Pro ]'f:iagnosl’ic Bioprobes S.r.l. ‘ '
Direcciin/Address: Via G. farducci, 27 -20099- Sesto San Giovanni — Milano|(Italy).
Representante autorizado ante la UE/A4 uthorized EU representative;
Nombre/Name: Idem Direccién/Address: Idem ’ |
=
Para el producto/For the product: | | 8 S || -
Categoria/Caregory: Produgtos Sanitarlos para Diagndstico “In Vitro” / In Vitro Diagnostic Medicall Devices |
Grupo genérico/Generic group: Diagndstico de enfermedades infecciosas / Diagng stie of infectious diseases
Tipo/Type: Especificados en| Anexos de este Certificado/Specified in Annexes Lo this Certificale,
| 1T
Elaborado en/In thefntciﬁd'ﬂm |
Dia. Pro Diagnostic Bioprabes S.r.l. w I i '
Via G. (Carducei, 27 -20099- Sesto San Giovanni - Milano (Italy). [ | |
Este certificado debe ir acgmpafiado por el certificado CE de Sistema de Gargntia de Calidad Total N°:
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance Syjtem
Certificate N° 2003 12 0388 CT. |
Este cgl'tiﬁca<'l() es consecugncia de la evaluacion de la documentacion técnica del disefio conten'ida_ n el
expediente N 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisits de
la Direcliva/ This certificaté is issued on the assessment of the design documentation contained in dofsier
N°2003:05 0240, and giea; antees that the design of the described products fulfil the requiremepls o “the
Directive.
! | Madrid, 19 de noviembre de 2018 | |
DIRECTCORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS
agencia aspap
ﬂ OI'I medic'aaﬂ?s(;rgola de
r ! os
p Oduclos‘ San“arios [ i
| |
i
|
|
| Fdo. M2 Jesus Lamas Dia
= | L"Pfl =il
Firmado digilalmente par: Agencia Eispahull de Medicamentos y Produclos Sanilarios Localizador| GJECB290138 l
Fecha de la firma: 19/11/2018 . | .
Puede comproar la aulenticidad de! documento enla aplicacion Localizador de la Web de ia AEMPS
jCORREO E‘—EEE\’EEEP_CL_ i‘ Pagina 1 de 2 A gozf ?N::;;qlf?g'i?zﬁ\?g"?
on0318@aemps.es . (+34) A01.322 i 1 _'.\! <_
H ORGANISMO NOTIFICADO 0318 ' Fox (+44) s 225009



ERTIFICADO DE EXAMEN CE DE DISENO
rdo con el Anexo IV, punto 4, de la Dir ectiva 98/79/CE

EC DESIGN-EXAMINATION CER TIFI CA TE
Annex IV, Section 4, Dluectwe 98/79/EC'

—~
1

de acug

inlaccordance with

PRORROGA/EXTENSION — Fecha inicial/ [mnm’ date: 11/12/2003
Fecha de ultima prorrogal Last extension 'daff, 27/11/2013

I
ON ﬂl PING 1o
0318

W

Certiticado n°/Cert£:ﬁfcm|‘ no Fecha de valldez/Date oj valzdlty
2003 12 0393 ED Desde/From 19/11/2018 1Hasta/T0 ]8”1;’2(]23

A favor de/In favour of: |
|

Fabricante/Manufacturer f
Nombre/Name: Dia. Pro

Direccion/Address: Via G
Repregentante autorizado ante la UE/Authorized EU rep:esenmnve

Nombre/Nane: Idem Di'p eccién/Address: Idem

iagnostic Bioprobes S. r.l | ‘
Carducci, 27 -20099- Sesto San Glovanm - Mllann (Italy).

Tipo de producto / D.awc type: Reactivos y pr oductos reactiyos, cahbradm‘es y materiales| de ¢ontrol
para el diagnastico de ent%l -medades infecciosas / Keggenis, and ieagent pr af{ucm calibrators land ponirol

materials for diagnostic of hiyman infectious diseases. ‘ ; .
: C

. H I ‘
Clasificicién/Classificationy Lista A, Anexo I/ List A, Annex Il { 1 i ||

Reactivps y productoes reictivos para la determinacion, conﬁrmacion y cuantificacion ¢t miesti s
}lcas de Inmunpabgorcinn

humanas de marcadoreql de infeccién por Hepatitis D, medlante téc
enzimatica (ELISA)/ Reagents and reactive products for the a’etei‘ mination, confirmation and quantification
in human specimens of ma ers of Hepatitis D infection, by Emvnze linked m'rmmm‘m bent assay (FELISA)

(NANDO: IVD 0203] |
DAB.CE (96| tests) i

bor el fabricante en su
\products included by the

HDV Ab ELISA gualitativo / ELISA qualitative

Este certificado ampara todas las marcas de estos productos incluidas
declaracion de conformidad. / This certificate covers all {mdemm ks of these|

manufacturer in his declaratjon of conformity.

; Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PROE

agencis -

o 4 espaniola de |
’ i‘c‘amer‘lltgs [

F‘roduc(o‘, i _ ¥ o

Sanitariog

UCTOS SANITARIOS

i Fdo. M? JesUs Lamas Diaz

Firmado digilalmente par: Agencia Espaﬂo!sl de Medicamentos y Productos Sanitarios
Fecha de la fimfa: 16/11/2018

Puede comprobar la autenticidad del docum: Into en la aplicacion Localizado
Pagina 2de 2

Localizader: [3JECB290CH |

r de la Web de la AEMPS

C! CAMPEZD, J1 E )IF;CS;.! &
MADRID

Tal) (+34) 902.101. 322 (+34%91 322.59 B7
ORGANISMO NOTIFICADO 0318 . 31) 91.822.52 BY

[CORREQ ELEGTRONICO _|
on0318@asemps.es




DA, D)a.%’Dro i |
PRO | Diagnostic | |

R 2
jae s aER
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EC DECLARATION OF CONI

b

MANUIFACTURER PIAPRO DIAGNOSTIC BIOPROBES S.RIL.
VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANQ) — ITALY | Il
PRODVUCT ! HAVIgM | ' 1
CODE: AVMICE (96 tests) || Al
'CLASSIFICATION 'GENERAL 1VD | |
CONFORMITY ASSESSMENT ROUTE | SELE CERTIFICATION | '

| | I

Wit HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT METTS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC |
FOR IN VITRO DIAGNOSTIC DEVICES. |

18O CERTIITCATI(S) UNI CELEN IS 9001 ~Nr 50100 5931/A
| | UNI CE! EN 1SQ 13485-Nr 50 100 5931/B |
RELEASED BY CERTIFICATION BODY TUV
Italia S.v.l. | |
[PLACE & DATE OF FIRST ISSUE MILANO — SEPTEMBER 2003 | |
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
ISSUL , | '
SIGNATURIL lo1a) PR Jc | |
Legal Representative ﬁiﬂl?i€:é§’q'§5'Bé‘i}f{%g‘w?g &l
Dr.ssa Fiorenza Scozzesi I\ ,! /]
- },(Uqr § |
1 ) vV i |. Ul
| ."
|
| |
|
. |
[Reve | 1272013 )
S 1 : iy

I DIA.PRO Diagnostic Bloprobes S.1.1.
Sede Iegth o lah.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) - Italia _

Tal, +39 02 27’00?16}91/64501 Fax +39 02 26007726 hitp:Awww. diapro.t * E-1 hail: info@diapro.it |
Capilale soclate €50,000,00 1V, - P.WA: 119246601569 ~ Reg. Imp. 11924660159 T REA 1509959 .
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'DIA., | Dig.Pro ‘
Diagnostic | |
HioLrobes | |

EC DECLARATION OF CONFORMITY

DIA.PRO DIAGNOSTI(, Fi[[OPROBES S. R L.

MANUFACTURER |
li . VIA G. CARDUCCIN® 27 — 20099 SESTO SAN |
! _ GIOVANNI (MILANO) — ITALY |
PRODUCT | _ CMVIgG | l
' CODE: CMVG.CE (96 tests) _ il

CLASSIFICATION ANNEX 1l — LIST B | 1
CONFORMITY ASSESSMENT ROUTE | ANNEX IV f 1

. o |

. Wil HEREBY DECLARE THAT THE ABOVE MENTIONED |

£ PRODUPT MEE'[ S THE PROVISIONS OF THE COUNCIL ¢/
b DIRECTIVE 98/79/EC

| FqR IN VITRO DIAGNOSTIC DEVICES.

Y SN

NOTIFIED BODY — [AEMPS —n° 0318 .
(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM MN°
i 2004 05 0442 CT (in accordance with Anpex |1V -~
! except Section IV) of the Directive 98/79/EC),
' RELEASED BY EC NOTIFIED BODY Ne (318
« UNIEN ISO 13485 N°2013 11 0039 EN .
RELEASED BY EC NOTIFIED BODY N° (318

; I
PLACE & DATE OF FIRST ISSUE___|MILANO — MAY 2004 L
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 201§

EMISSION l |
SIGNATURE
Legal Representative |

Dr.ssa Fiorenza Scozzesi
.

[Rev (057203 ] |
[ ' i |
|

. DIA.PRO Diagnostic Btoprobes S.rl |

. Sede !ng le e lab.: Via G.Carducci, 27 = 20099 Ses‘to S.Giovanni (M!) - ltalia ‘
J. +39 02 ; '?‘007161/6450 Fax +39 02 44386771 * http. HWWW. diapro.it » E- mall info@diapro.| u‘
Capitale ¢ ataciaié %50 000,00 L.V, = P.IVA 11924660159 ~ Reg. ‘lmp 119246601"3 REA 1509959 \‘




DIA. | Dia.Pro | |
4 - o e : | %
IS ARSI EB Re@ ﬁ‘rﬁg ﬁ GSt I (\_{, : l
YR LEF‘ . UE I
|| B (#Prabess
':
EC DECLARATION OF C ONFORMITY
| 'l | : | !’ B
| ! | L
WANUFACTURER [ DIA.PRO DIAGNOSTIC BfIDPROBES SRIL.
’_ VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
| i GIOVANNI (MILANO) — ITALY | L
PRODUCT CMV IgM | | : ;

. f CODE: CMVM.CE (96 tests) I
_CLASS][FIC‘AI‘ION Il ANNEX 11 - LIST B Ll
| CONFORMITY ASSESSMENT ROUTE | ANNEX TV 1IN

U '
| i u |
Wi HEREB DECLARE THAT THE ABOVE MI'HNTIONED ‘
PRODUCT ETS THE PROVISIONS OF THE COUNCIL; :
| DIRECTIVE 98/79/EC _
FOR IN VITRO DIAGNOSTIq DEVICES.
NOTIFIED BODY | AEMPS - n° 0318 | [
(EC) CIQRTIEICAT]E(S) ' o FULL QUALITY ASSURANCE SYSTEM N°
; | 2004 05 0442 CT (in accgrdance with Anpex IV -+
t ' except Section IV) of the iDirective 98/79(EC),
RELEASED BY EC NOTIIFIED BODY N° 0B18
| » UNIEN ISO 13485 N° 2113 11 0039 EN;|
L ! RELEASED BY EC NOTIFIED BODY N° 0318
E’LACE & DATE OF FIRST ISSUE MILANO — MAY 2004 i | ____
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) — MAY 2018
EMISSION '
SIGNATURE
Legal Representative A, ! '
Dr.ssa [iorenza Scozzesi G !|
] g L
| I. ) e = L=
{ .l
L R I T : /—J
i |
Rev: 0572018 | l ‘
| DIA.PRO Diagnostic Bioprobes S.r.l. '
! Sedls .feg-e]re e lab.: Via G.Carducci, 27 = 20098 Sesio S.Giovanni (M) — Italia _
“ Tel. 439 02 2}’00?1|51/645O « Fax +39 02 44386771 http:/fwww.diapro.t * Egmail: info@diapro.i{
Capitale soclald £60.000,00 V. = PIHVA: 11924660159 — Reg. Imp. 11924660154 — REA 1509959 |
. | | Il
il |




Dia.Pro |
Diagnostic |
Bip Probes |

l

EC DECLARATION OF CONF

|
MANUFACTURER || DIA FRO DIAGNOSTIC BIOPROBES SR.L.
’ VIA G. CARDI{J‘CCI N° 27 — 20099 SESTO SAN

) GIOVANNI (MILANO) — ITALY -1 Ml
PRODUCT HSV1&2 IgG| | ' '

. , CODE: HSVG.CE (96 test: Bl
CLASSIFICATION | GENERAL IVD '
CONFORMITY ASSESSMENT ROUTE | SELE CERTIFICATION il

4 l } | |
WE HER}EBX DECLARE THAT THE ABOVE MENTIONED P|LRODUCT M’EFTS '
'THE PROVISIONS OF THE COUNCIL D‘IRECTIVE 98/79/EC '
FOR IN VITRO DIAGNOSTIC ipEVICES.

ISO CERTIFICATE TNE BN 1SO 13485 N° 2013| 11 0039 EN, |
| RELEASED BY AEMPS (AGENCIA ESPANOLA
_ DE MEDICAMENTOS Y PRODUCTOS
L - SANITARIOS).
| I L

' |
PLACE & DATE OF FIRST ISSUE MILANO — MARCH 2004

)~ MARCH 201

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M
ISSUE | . |
SIGNATURE ’ _ R Bk
Legal Representative MA PROT i

THAGHGLE B |

Dr.ssa Fiorenza Scozzesi

[Rev: | 0572018 :i

|
i

| DIA.PRO Diagnostic Bioprobes Sl

dle e lab.: Via G.Carducci, 27 ~ 20099 Ses(o S.Giovanni (M) — Italia

‘ Seds leg
Tel. +‘39‘ 02 27007161/6450 * Fax +39 02 44386771 * hitp:/fwww.diapro.it * Egmall: info@diapro.ij
Capitale soctalg £50.000,00 LV, — PIVA: 11024660159 - Reg. Imp. 1102466015 1 ~ REA 1509959 |
- I
| '-
[l




A
Dia.Pro

Diagnostic
Bigp Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.} L.
I VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
| GIOVANNI (MILANO) — ITALY |-
PRODUCT HSV1&2 IgM |
; CODE: HSVM.CE (96 tests) |
CLASSIFICATION _ GENERAL IVD
CONFORMITY ASSESSMENT ROUTE | SELF CERTIRICATION
IS
| {
WE HEREBY DECLARE THAT THE ABOVE MENTIONED Pi}ODUCTM};ET& .
- 8/79/EC :

THE PRO VISIONS OF THE COUNCIL DIRECTIVE
FOR IN VITRO DIAGNOSTIC DEVICES.

T

ONE BN 1SO 13485 N° 201311 0039 EN, |
RELEASED BY AEMPS (AGENCIA ESPANOLA
DE MEDICAMENTOS Y PRODUCTOS |

1SO CERTIFICATE

SANITARIOS) [

B |
PLACE & DATE OF FIRST ISSUE MILANO — OCTOBER 2004 _ _r i
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M ) - MARCH 2'p 19
ISSUE 5 ; _
SIGNATURE . [
Legal Representative | A 3RO

SIS -';_1:1.-\ iy

Dr.ssa Fiorenza Scozzesi

| [

|
[ Rev: | 05/2018 | ‘
|
| Il

' I |
DIA.PRO Diagnostic Bioprobes,S.r:/. ‘
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni { .flﬂ‘J — ltalia I
w.diapro.it * Exmail; info@diapro.i

p. 11924660159}1— REA 1508959 ||

Tel. +38 02 27007161/6450 » Fax +39 02 44386771 + http:/iww
Capitale socialg €50.000,00 1V, — P.IVA: 11924660159 - Reg. ‘lm




EC DECLARATION OF CON FORMI

Dia.Pro
Diagnostic
Bio

Probes

TY

MANUFACTURER DIA PRO DIAGNOSTIC BIOPROBES S. R i
' . VIA G. CARDUCCIN® 27 — J;0099 SESTO SAN
: GIOVANNI (MILANO) — ITALY ‘. |
PRODUCT TOXO0 1gG | |
‘ CODE: TOXOG.CE (96 tejts)
CLASSIFICATION ANNEX II - LIST B
CONFORMITY ASSESSMENT ROUTE |ANNEX v
i
i | |
WL|HEREBY DECLARE THAT THE ABOVE MENTIONED |
(i

PRODUCT MEETS THE PROVISIONS OF THE ¢

|
i\ |  FO

R IN VITRO DIAGNOSTIq DEVICES.

DIRECTIVE 98/79/EC

¥

NOTIFIED BODY

_____._-—w
AEMPS —n° 0318

(EC) CERTIFICATE(S)
I

!

o UNIEN I)O‘ 13485 N° 20

COUNCIL,

e FULL QUALITY ASSURANCE SYST}:M MN
2004 05 0442 CT (in accordance with Annex [IV -
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY I\Il" 0

1311 0039 EN,

RELEASED BY EC NOTIFIED BODY N° 0

1

| PLACE & DATE OF FIRST ISSUE

"MILANO — MAY 2004

'PLACE & DATE OF CU
EMISSION

'RRENT

SESTO SAN GIOVANNI (MI) — MAY 201 3

SIGNATURIE
Legal Representative
Dr.ssa F‘_ioren 7a Scozzesi

L

[Rév: [ 057018 ]

A T
f

i i Sede legal
‘Tel. I-JQ 02 270071
bapltale sociale

6 e lab.: Via G.Carducci, 27 - 20099 Sestp S.Giovanni (h!#

50.000,00 1.V, - P.IVA: 11924660153 — Reg. Imp. 11924660‘[59]—

DIA.PRO Diagnostic Bioprobes S.1.l,

1/6450 » Fax +39 02 44386771 hitp /iwww. diapro.it * E

ltalia

|
ail: info@diapro.il‘
REA 1508959




