ACHEREY-NAGEL

EC Declaration of Cor
accordin

The proceduré for EC declaration establi
9001:2008 and K

Fillration - Rapid Tests - Water Analysis - Chromalography - Bioanalysis
Filralion - Schrellteste - Wasseranalytik - Chromatographie - Bioanalytik

iformity for In-vitro-diagnostics
g to directjve 98/79/EC

shed a quality assurance system according to EN ISO
N I1SO 13485:2003+AC:2009.

e

MACHEREY-NAGEL GmbH & Co. KG
MACHEREY-NAGEL GmbH & Co. KG
Neumann-Neander-Strasse 6-8

D - 52355 Dueren

Germany

Name of manufacturer:
Address:

confirm thaﬁ thé following reflectometer for professional use

fteference numbers

Name of product ‘
930 080

URYXXON® 500

Ut
El
Df

Type: RINE MULTI-CONSTITUENT TEST STRIPS

IMS 11-70:-02-02-00

Registration number: FICA21/MACHEREY/2003/11/1IVD/0005

is manufactured in compliance with the European Directive 98/79/EC.

Duern, 2013-07-30

AL D) Czyron (QA Manager)

MACHEREY-NAGEL GmbH &ICo. KG Neumann-Neander-Strafie 6-8 D-52355 [iirry
Amtsgericht Duren, HRA (164 USt-TdNR. | DE 122277751
GmbH eingetragen beim Amisgencht Duren, HRB 526 8anken: Dresdner Bank

1 Germany Teld +49 (0) 24 21 9690 Fax: +410(0) 24 21 862 199 e-mail: infe@mn-pel.com
Wi -ngleom

G, Durids | (BT 377 800 40) 102 648 300 ([TAN [HUIZV0800400102645300) (SWIFT-Code DRESDEFF395)

G, Duren | (BLY 700 61) 8020 786 [IBAN DEBEIZETO0610802076600) (SWIFT-Code DEUTDENKISS)

(1317 370100 50) 227 96-502  (113AN BELA370TC0500022796502) (SWIFT-Code PENKDEFF)

395 400 52} 4 370 300 CERAN DEGSISS0052 M3 2030000)  (SWIFT-Code CORADEFF)

Deutsche Bank
Postbank Koln
Commuai zbank [Jure

Personiich haftende Gesellschaftenn
MACHEREY-NAGEL GmbH Durep
Geschaftsfhrerin: Carolin Wagher




Attachment to
Registration} No.:
Report No.:

Organization:

Scope:

Date: . 2012-06-05

TillystraRe 2, ¢

TUV Rheinland

TUVRheinland

Doc. 1/1, Rev. 0

LGA Products GmbH

)0431 Niirberg

SY 60076689 0001

21179447 001

Macherey-Nagel

GmbH &| Co. KG

Neumann-Neander-Str. 6-8

52355 Diiren
Deutschland

Design and develop
products for filtry
chromatography and

Sites included:
Valencienner Str.
52355 DlUren, Germa

Activities:
Manufacturing, dis
manufacturing of f
manufacturing and

Papiermihle 50

ment, proeduction and distribution of
ation, rapid tests, water analysis,
bipanallysis

2
ny

tribution, warehousing, customer service,
ilter papers and filter articles,
quality control of imstruments

52335 Duren, Germany

Activities:
Manufacturing, qua
for water analysis

lity gontrol and warehousing of products

Certification Body
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(L i ; i

.| AN
Dr. H. Liidemann




www.Kima.il

Arzérgrande, 13/01/2017

DISTRIBUT

To whom it may concern, we hereby dec

KIMA s.a.s. — Via L.eonardo da Vinci, 22

Appoints "GBG MLD — Str. Tighina 6§
Moldova” as! authorized distributor of Va
Republica of Moldova.

GBG — MLD has the right to import and
accessories.,

This Agreement is valid for 1 year f

- The Distributor does not have any
quantities or delivery time as well as pri
$.a.8.

| KIMA s.a.s., keeps the right to mo
materials.

KIMA s 5 s o Chiaon Henzei d ©

Tel -39 048'9719511 - Fax +39 049 §71854;

[OR AGREEMENT"

are that:
- 35028 Piove di Sacco (PD) — ITALY.

,Of. 607 — RM 2001 Chisinau - Republica of
icutest blood collection system in the territory of

distribute Vacutest vacuum collection system and
rom the present date.
possibility to oblige the company KIMA s.a.s with

ses without prior written authorization from KIMA

dify the prices according to the market of the raw

KiNA 5.8.5 =

i Chiarip Rense 8 G-

hia Loonafdn.ip Vingy <

\i'!,:w )":-f,(';w;?i:\!r" DISACTOPD)

T o gfA pAa66280283
I| Thguapa - 35028 PIOYE DI 5ACCO (PDY Haly - e-irasl anfodxima il
mprass Fhdova Codice Fiscai e Partiia 1VA 01466230283 - REA PD 160069




"ELITechGroup

|
ELI'ffechGroup Blv.
P.Q.Box100
6950 AC Dieren |
Varﬁ Rensselacrweg 4.
6956 AV Spankdren |
The Netherlandsl :
1 -hj31 313 430500
F:+31313 427 807
infd ecsnl@elite&hgro‘up.com
wwW.elitechgroUp.com
Chamber of Commerce 09175642

To: WHh

Regulatory stai

om|it May Concern

tus of parts & accessories

As mentioned on the current Declarations of Co
accessories cqnform to the provisions of the EU
This applies td the parts and accessories as men

'IVD accessory' means an article which, whilst n

mahufacturerto be used together with an IVD d
with its intended purpose.

ELITechGroup|B.V.

Adriaan P. Intveld
Manager Quality Assurance & Regulatory Affairs

i

nformity} of our Clinical Chemistry Analyzers also the
Dirnctivé @n In Vitro Diagnostic Medical Devices (98/79/EC).
tiongd in‘ the attached list. .

it beting an| IVD medical deviice, is intended specifically by its
evice to enable that IVD device to be used in accordance

document number: Regulatory

status of parts & accessories (2015-12-30)




1540-001

Anti-5lip sheet

2206-007

Coolipg tiquid (1 L)

3062021

Sample cup {1000 pcs)

3062033

Sample tube 6 M1 {500 pcs)

3062-040

Wate‘r container 10 L

3062-041

Water containens L

<

3066-155

Syringe 100 pl

3066-156

Syringe 1 ml

3069-040

Keybdard Dust cover

3069-047

Keyboard Dust cover

3070-518

Cap holdor

3070-538

Cap rdtor Left

3070539

Cap rotor right

AR RN RN

3201-002

Dichromate 8 Abs {25ml)

3365192

USB Stick

<

3374-003

Mainslcable (USA)

3374-059

Pumpunit cable

3374:066

Mains cable

3374097

Serial Null-modem cable

3374: 286

Use Eftension cable

S A I

A804-038

Reageﬁt identification Disc

6001-826

Diluted Waste container

6001827

Concentrated Waste container

6001-860

Water tontainer |

LBO01-861

Tube a#sv (analys:er)

H001-872

Tube assy (cooling unit)

N ENEVUEN Y

6002-102

Assorter unit

6002-386

System|software qn CD

6002-706

Reactioh Rotor set (3 pcs)

6002-726

System Disc

<.

6002-817

Bottle 30 ml (20 pés)

6002-818

Bottle ;ﬂb’ ml (20 pés)

6002-904

‘ ‘
Water dontainer Sl

< <] <

6002-910

Assortei' unit

6002-913

External tubing

Y

6003-074

System software on USB stick

6003-444

Diluted Wasté Con;tainer 5L

6003-466

Keyboard Support bption

6003-797

cw Was\e Container 2 L

6003-808

Assorter unit

Regulatory status of pa

15 & accessories (2015-12-30)




To whom

this may concern

May 26 201 5, 1Letter of Authorization

Avahtor Performahoe Materials B.V., req.
of Hematology Reagents, Stains, Contr
located at: !

Teugs:eweg 20?
7418 AM Deventer
the Netherlands

herewith confirms that:

[.M Global Blomarketlhq Group Moldova
Republic of Moldova
MD-2001, Chisinau
Tighina str, 65,607 office
Tel (373 22) 549 120, 549 121
Fax (873 22) 547 373

l
is authorized to act as our distributor in Iy
behalf lm tender number 15/01121 from @

We deblare that we will supply our Bene
Hematology ahelyzers

Furthermore I.M Global Biomarketing Gr
‘promote, offer, negotiate prices a
\carry out the required product trai
‘will use these products.

The product specialists of .M Global Bio
tralhedlahd are| quallhed for providing all
maintehance and training.

In all the above |activities |.M Global Bion
name and on itg own account,

This atlthorlzation letter is valid until 31,1
| :

Avantof Perforrhahoe Materials B.V.

Roel M‘anning ‘

Product Manager Diagnostics
i l
o
l

No. 38013066 who is an established manufacturer

pls and Galibrators and products for Histology

S.RL

loldova to participate with our product range on our
1.06.2015.

$phera Hematology analyzers and reagents for

up Moldova S.R.L is duly entitled to:
hd sell our hematology products in Moldova;
ling of thelmedical and technical personnel who

narketing Group Moldova SLR.L. have been duly
services injregards to consulting, sales,

arketing Group Moldova S.R.L. is acting in its own

2.2016,

Otlber lraden naﬁ«. are awned by YAvanicr Rorlormance Malen als Inc. orils attlidles|untess qltersise nited

2011 Avanlor| lPellmm'| ice Malenals B,V All rnghls reserved.
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FERFQRMAMCE MATERIALS

Declaration of CE Conformity;

Avantor Performance Materials B.V. reg. no. 38013066 Who is an established manufacturer of
Hematology- Reagents, Stains, Controls and Calibrators|and products fc13r Histopathology located at:

Teugseweg 20
7418 AM Deventer
The Netherlands

herewith declares the following:

The reagents (see attached list) 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 and the conformity assessment procadure acearding to Annexl|ill. The BeneSphera™ 3 Part
Diff Analyzer H32 is in compliance with 1EC 61010, Safety Requirements. for Electrical Equipment for

Measurement, Control and Laboratory Use.
The products are not part of List A and List B of Annex 1] of the IVD Directive 98/79/EC but are subject

to self-registration.
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.
Deventer, the Netherlands.

Janﬁary 6, 2015 .

Dr. J. Mittendorf
QA & RA Manager
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J. T Baker® product

list f

or CE marked products

Page 2 of 4

Product no. Product ; Paclk site il U0 LM [."”' S -'""_'”‘_'_11|_ -

! bl IIHIIFI’I-. (v 1 lite
Hematology Analyzer | o _C\\ fee IIEU T 7
2983 BendSphera™ Jepart Intf I unil : h‘lf’i(ﬁol) CyMEt KN CN Free 500 ml

Hemuology Analvaer 132 y CyMer 1. 53 o [icer 1
Clinical Chemistry Analyzer i _(_4\—‘& NBA Ther |
2946 BendSphiera™ Clinical Clienisir ‘I unit _%‘| 18101 it]l“] CyMer NMID(T) ! liter
L Anzlzer C72 2084.1000PE__|CyMet MD(T) 53 | litcr
Diluents 388.0500PE__|CyMer MD(L) 500 ml
3961 Diluid 100 Plus 20 liter 3497,0500PE CyMet MH CN Free 500 ml
2900901 0P Diluifl™ 22 10 licer 38521000 CyMet Micro | licer
3954 Diluigl 590 20 licer 3H63.1000 CyMat Micro CN free Il miclos
1969 Diluidl 610 20 liter ST OS00PL CyNMar Nindray 500 ml
AR Diluiel Nricus 20 hees | 314005 0011 CyMar Mindray ON [ree 500 mi
:'I'?Ir'lrllll -]Tuiér\h;u:u,\- ‘ 11 ey ‘1-{h-| e CaoMor NR I lice ]
'“J‘i’ Dilaidl AC DN ) 20 ey 386G N00P CaoNlan \"_R TN Free I liter
SEOM0PC_ Dl A PR oher | 585 1000 [y Mer NR Y I iy
3957 Difuid] \side free 2 lier B5.SU00PC_ | Cidlar Ruby CN Free 5 lice
ST Diluid BS 3 | 0 heer SRR CyNeo ST17 Baso b ki
3063 Dl 0 i Ahwer ||| [RIRIS00PC |Gy S DT Al
396390010 |Dild 11 D1 Wher | S ST (BRYRE Diff 2 S0l
Seb ot U2 itong | 1ma — 2 e 3 SRR i CaNet ST I(\li‘(-i,/21)()1’) | liwer
0.9020PC |Dituid M5 20 hier | B _*f) 3001 Codled ST 160072000 CN tree Sher ]
F39.9020PC Diluid Mindray - 200 her Tﬁ'»‘ RAIRIN] CyMe( ST 1600/2000 CN free I liter
[3433.0020PC [ Diluid NR il 20 ler 57hs CyMel STN/STL [ liter
208790200 Diluid Ruby 20 lieer 347, 5000PC Leuco| yvse 5 liter
AR320020 Diluid/Sheath 3200-4000 20 licer 2089.5000PC I.cucol.yvse Ruby 5 hier
3076 DIGidl ST 1600/ 20410 20 licer 3077 LyzerGlobin™ 500 ml
34959010PC [Shearh D | 10 lirer 3709 LyzerGlobin Gx15ml
307 1.9020PC Sheurh Flaid 300073500 20 licer i S LyzerGlobin PCF Gx 15 ml
Lyses ' ‘ 513.1000PIL_ |RBCTysc™ Ulitcr
3998 CN-fréc frec Lyse I AC 900 5 liver 3G 1000PE 1 liter
744 CyaTal 1000 CN free Siliter I514,0500PE [WBCS[abilise™ 500 ml
2086.0500PF  [CyN ety 22 500 ml Reticulocyte Reagents
SN e CuMer 300 10 ey EG N (IRl RenClewnr™ N I lieey
33231000 CyMe 3200 CN ey Ll ReuCon i S ml
JRAON0PC ¢ \\|u 3t -— i - “_'I-u.:'\-ll.?IUPl- | Reut ount AS O ml
3823 Ly \lll IAON || 0 Sl 37 R-cll(;uum D 15 % 33 ml
FTTRAN0PC JCyNet AN ON free 5l DAiconpl [RenCoun G 200 !
5 CyMer 230+ ON i|u - _"..'"_I”LL___ Claaners
597 ( \\l{l = l_\ 1T 3l a0 RN I%I. |-In|\im' s ulumm | Ixrb 200l
3970 i ( \\lu‘(llt CN e I m._-- | B Hlml\mw Solunon |m U, 2000 Ailirer ||
e ( \\I((()IH(\ Iree 5 lier ! "'.-(,Ei |JLEL(I|1|L|\_‘I('I'“ "‘hrur.
3eda, 00 P Cydler Pbacus Bako I hrer i ,'%"(-é-, DetectdTerge I liter
A ! vMer Db, weus CN free |‘_Iirc:| 2()"'|f|_|r=}|||p|'1|-'. Decect] crpe BS Qi ml
Sebbb L2 [ Nl Mhacus 150 | ites ?ﬁ FFlypoChlorie 5 liter
“7_4'7")_]()()1)13] i Cy Mot APR Buso 11 I lies 390[;; Pro;Clean™ 5 Jiter
3H 7 0500P] - CyMet APR CN frec 500 mi 37681000 ProClean IL microg
STHAOH0P {.yMet APR FO | | liter 34?);1.]()()1][3]? ProClean Abacus I lieer
2950 2500PTL  |CyMet ASA 2,5 liter 3432,5000 ProClean Abacus 5 liter
293 1.0500PT: Cyder RSB 500 mli 3901 0100PF, ProCleah CD 100 ml
[20329010PC CvMel NS ON Frof: 10 licer 38649020PC | ProClean Extra 20 liter
3755 CyMet Auromared 5 lirey 38625000 ProClean Extra 5 liter
ORI CaNer 883 CN free 500 m! B 386."&1(1()” ProClean xtra | Neer
2902 1000PT CyMer BS34 ON e 1 licer 3867 LOONPT: ProClean Tixira IT. micros
1'?[,H.II‘511II CoNec WD S0 m T7|I)I-{]1](]|]P| : v Clean NINE 1l
3968 CyNec T Dif iy ) 00 | N e Clean s moml
..E];Ur"'l_ . [.‘ \IL' 11 ”:r'l'-_ - | i Bl ||_“'_|' L‘ 137 7|JI||FP[ Rorise: Mindraw 3 lier
il T {\\|H|”|'Il'f\llrt | Tireer
RSO0 [CyMec T il ON e [ lner



Product no, ‘Pmchlct [P wck size!
Reagent Packs ‘
2910 Reagent Pn}ck BS34 'l hack
Heinatology Controls and Calibrators

3427/3428/3429 H-Parameter Control L/N/H 2,5 ml
3463/3464/3465 d-Pavameter Control L/N/F 2.5 ml
3701/3702/3703  |8-Paramerer Control L/N/H 49ml |
3746 H-Parameter Control L+N+H 3425ml
3747 A-Parameter Concrol 4xN 4425ml
3751 )] A-Parumetel Control 1xL+4xN+1s[] Gy 2.5l
363373634/3635 i-Parameter Conrrol exe IL/N/FI 24ml |
3433/3454/3435  |3.Difi Congrol L/N/H - 23ml |
3502/3503/3504 1 DIfl Conprol L /E\'/H 4.50ml |
3466" 1-Dit Condol 4xl 4525 npl

3467

3 Ditf Control 4xN

42,5 njl

3408
3421/3427/3423

S D Control 4x11

5 DIFF Control et /N7 H

N
4 2.5 mil
)

25|ml
3681/3682/3683 3D Contralit /N1 50[ml |
1(}84/3?}35/3686 ADV-DIfr Conerol 1./N/H N 35ml |
3613/3614/3615 BCDItS Control L/N/H 45/m) |
3940 (ial Ser 1 252501
3452/3433/3454__ |(D-Diif Control L/N/H 3jml |
3838 CD-Diff Control 2xT.+2xN+2xH f% 3.0 ml
3455/3450/3457  |N-Difl Control 1./N/H 25 |
13424 Platelet Control Ext. value 5x[ml |
3693/3694/3695 SE-Diff Control L/N/H 4.5 nl
369873691 WBC reduced RBC Control L/H 3.0 !
3731 /3732/3733 NI-Diff Control ./N/H 45l |
.3()52/‘3()5.5 /3654 XI°-RET Control I./N/H 30l |

Page 3 of 4




JANTOR

FERFLORMANMUE MATERI ALY

Product no. ]Product ‘Pa(:k size |
Stains and Dyes |
3800.1000PE Eosin-Y Alcoholic I lites |
3800.2500PF Eosin-Y Alcoholic 2.5 lier |
3800.9200 Eosin-Y Alcoholic 200 liger |
3446.1000PE Eosin Y 0.5% Aqueous 1 liter
3446.9200 Fodin ¥ 0.5% }Aqueous 200 lifer
13856.0100 Giemsa 0.1 ligkr
3856.0500 Giemsa 0.5 litgr
3856.1000 Giemsa 1 liter
3856.2500 Giemsa 2.5 litpr
3856.9180ST Giemsa 180 lifer
3870.1000 Hematoxyline (Mayer) 1 liter, |
3870.2500 FHematoxyline [Mayer) 2,5 ligr |
38731000 [Meratoxvline ([ larris. Gill 11} Llicer] |
38732500 Flemaroxyline (Harris, Gill 1) 25l |
3873.9200 Hematoxyline (Harris, Gill 1) 200 liger |
38791000 Leishman 1 liter
3855.0500 May Grinwald 500 il |
3855 1000 May Griinwald Clicer| ||
38552500 |Mav Grinwald 25 liedr
3554 1000PE Papanicolaou Soluton 2A 1 licer
3554.2500PE Paphnicolaou Solution 2A N |
3554.9200PE Papanicolaou Solution 2A 200 liger |
3555.1000PE Paphnicolaou Solution 2B 1 liter
3555.2500P°E Papaaicolaou Solution 2B 2.5 lirgs
3556.1000PE Papanicolaou Solution 3B 1 liter
3556.2500PE Papanicolaou Solution 3B 2.5 lity

Mounting media

3556.9200PE Papanicolaou Solution 3B 200 litpr
3876.1000! Shotr 1 liter
3878.1000: Wright 1 liter
Clearing agent

3905 2500PF | TeraClear™™ 2.5 linlr
3905 5000PE UltrpClear 5 liter |
3905 90111PE LltraClear 10 lite [
3905 92000 [ UraClear . 2000 I |

3921 05001

Uloakiety

.S_H(l m

PBS/ diluting ﬂﬂli(] for bloodarouping

|

_|Moakt Sim| | ]
3921 0600 | leralacr 6x L ml |
3021t ‘J(IZE%_T UlrralNir 1:1_I|u_ | i
3882.0500 Mounong Mcdijum gl 500m |
3883.0500 Mounting Medium Low soom| |
Fixatives |
3933 1000, 10%:v /5 Butteted Formaldehyde 1 liter
393330001 |0% /v Buffered Cormaldehyde 5 litel
3933.9010PF 10% v/ Buffeted Formaldehyde 10lite] |
3933.9020 10%iIv/v Buffered Formaldehyde 20 hiter |
3933.9200 10%v/v Buftered Formaldehyde 200 litgr |
3880.1000 Bouin’s Fixative 1 liter
3869.1200 Cervix Fixative 12x 145 ml
3884.9010PC Cytology Fixative LBCM 10%ices |
3409.9010 Immuno PBS 2lix concentrated 10 licer |
3059 PBS, diluting fliad for bloodgrouping 200 licer |
3059.9010PC M ||

Page 4 of 4




Certificate

Awarded o

Avantor Performance Materials Poland S.A.

ul. Sowirskiego 11, 44-101 GLIWICE
POLAND

Burgau 4\ eritas Certification certify that tfe '."t[anagement System of the above organisation
has been audited and found to be in a ceordance with the requitements of the
management system sfandards detailed below

STANDARD |

ISO 9001:2015

|
SCOPTE Pl SUPPLY

SALES OF CHEMICAL 'S!:'.R\ ICES AND CHEMICAL PRODUCTS
~ INCLUDING FINE (HEMICALS, ENNOBLED CHEMICALS. HIGH
| PURITY SOLVENTS, CHEMICAL SERVICES.

§PRODUCTION AND TESTING OF CHEMICAL PRODUCTS INCLUDING
FlNE CHEMICALS, ENNOBLED CHEMICALS AND HIGH PURITY SOLVENTS.
| |

‘|
i

: Ctification Gyl Stare Dare: 15 September 2018

Subect to the confinued satisfactory operation of the ugz_xfg{grmsu 't Managemen System,
1his vertificate is valid atil: 14 September 2021 |

| |

| Tocheck this certificute valicity please call: 748 22 549 (4 00

 Dther clarificaton egarding the scope of thes cortficate aml the applicability of llje\mmaqemgn/ SyStens requirenients
|

|

|

ity be vbtained by consilteng the orgmisat

‘ td Sfii. A TRER

i ’} " LMmLEmm

Isssie Dare: 29 June 2018 ,f[ ST
i / P

Centifivate Nwmtber: PLOOBBTBIP /§ A /1/

otT‘ ﬁgpfﬁﬂskl
| I Tachnlcal Manager

MARNAGINL QRFICR u-_)iml-. i Iurea) Vet Pobbs 5o 050, b sk 400 100 Warspana, Uodid
ESEUING DFEICE DU frcan Vofinas b s oo |._a_| 5ug|n1gm. 4, 12T W, Pualas) (o]




Declaratio

Avantor Performance Materials Poland S.A. w
products for diagnastic in vitro located at:

Sowinskiego 11 Street
44-101, Gliwice
Poland

Herewith declares the following:

Reagents mentioned in attached list are label
Diagnostic Medical Devices Directive 98/79/E
This declaralion is the basic for CE marking @
The products are not part of List A and List B
subject to self registration.

This declaration is valid for all the VD medica
on the market by ourselves on or after the da

@

liwice, Poland

January 25, 2019
I Y
W/N’C 214 i'@

nna Szuba
C‘Fuality Direclor
|

1 of

ho i

gd v
C al

of A

| de
e hi

f the

conformity

s an egtablished manufacturer of reagents and

ith J.T.Baker label, comply with the In Vitro

1d the requirements of ]SO 13485 Standard.
In Vitro Diagnostic Medical Devices.

nnex |l of the IVD Diregtive 98/79/EC but are

vices described above and which are placed
reof and which bear the CE marking

sy RS




J.T.Baker praduc

—_

ist for|CE marked products

Product Produgt number 'Pack size
Diluid™ 100 Plus 3961 20 L
Diluid™ 22 | 2990.9010PC 10 L
Diluid™ 610 3969 20 L
3969-0( 20 L
. f 3430.9020 20 L
Diluid™ Abacus 3430.010 10 L
i 3430-0( 20L
Diluid™ AC 800 3996 20L
Diluid™ APR 3476.9020PC 20 L
Diluid™ Azide free 3957 20 L
3983 20 L
Diluid ™ 111 Diff 3863.9010 10L
3963-0( 20 L
ST 34599020 20 L
Diluid Erma 545504 0L
T A T A A e 3439.9020PC 20 L
Diluid™ Mindray 343900 0L
i T™ } 3483.9020PC 201
Diluid™ NR; 3483.0( 0L
Diluid™ Ruby 2987.9020PC 20 L
Diluid™/Sheath 3200-4000 38328020 20 L
Diluid™ ST1600/2000 3976 20L
Sheath D 3495 9010PC 10 L
Sheath Fluid 3000/3500 3471.8020PC 20 L
CN-free Lyse Diff AC 900 3998 5L
CyMet™ 22/CN Free 2986.0500PE 500 mt
CyMet™ 3000 3469.9010PC 10 L
CyMet™ 3200 CN free 3823,1000 1L
CyMet™ 3500 3859.5000PC 5L
CyMet™ 3500 CN free 2825 8L
3970 10 L
CyMet™ 610 CN free 3970-0( 10L
3977 5L
™ AR . 3431,1000 1L
CyMet™ Abacus CN free 34310 L
CyMei™ APR Baso || 3479.1000PE 1L
CyMet™ APR CN free 3417.0500PE 500 ml
CyMet™ APR EO 3478.1000PE 1l
CyMet™ ASA 2950.2500PE 2.51
CyMet™ ASB 2951 .0500PE 500 ml
CyMet™ AS CN free 2952 9010PC 10 L
CyMet™ BS3 CN free 2982 .0500PE 500 ml
: 3968 1L
CyMet™ [I] Dift :
Hie 3968-00 500 mi
™ Mt 35111000 1L
CyMet™ 1| Diff CN free 35110 5L
. | 34160 500 ml
CyMet™ Erma
i | 3416,0500 500 ml
CyMet™ H20 3853, 1000 1L
MY 3425-00 500 ml
CyMet™ KX CN Free 3425 0500 500 ml
CyMet™ Micro 3852.1000 1L
™ Ml 3863,1000 1 L micros
CyMet™ Micro CN free 386300 1 mieros
CyMet™ Mihdray 3441-00 500 m|
CyMet™ Mindray CN Free 3440.0500PE 500 ml




J.T.Baker product |ist for|CE marked products

Product Product numiaer Pack size
CyMet™ NR | 3484 1000PE 1L
CyMet™ NR Ill CN Free Srt i
| 3486.1000PE ik
CyMet™ NR V 3485 1000PE 1L
CyMet™ Ruby CN Free 2988.5000PC Bk
CyMet™ ST 1600/2000 CN free 3759.5000 5L
Leucolyse 3475.5000PC 5L
LeucoLyse Ruby 2989.5000PC , sk
Blankina Salution 1600/2000 3047 201
3763 5L
DetectoT L
oTerge 3786 L
DetectoTerge ™ BS 2970.0800PE 900 ml
3900 5L
ProClean™ 3900-00 51
| 3766.1000 1 L micros
| A 3432,5000 5L
P C IM} 3 1
e A 3432.1000PE i
ProClean ™! CD 3902.0100PE 100 ml
! 3862,5000 5L
! 3862.9020RC 20 L
ProClean ™l Extra 3862-00 5L
f 3867-00 1 L micros
i 3867.1000FE 1 L micros
ProClean ™ Plus 3901 100 ml
Rinse Mindray 3442.5000RE |r 5L
g s 3427/3428/3429 . 2.5 ml
8-Parameter Control L/N/H T463/306475465 55 ml
8-Parameter Control 4xN 3747 4%x2.5ml
8-Parameter Control 1xL+4xN+1xH 3751 6 x2.5ml
8-Parameter Conlrol extended L/N/H 3633/3634/3635 2.5 ml
D | 3433/3134/3435 2.5 ml
i 3502/3503/5504 4.5 ml
3-Diff Control extented L/IN/H 3421/3122/8423 2.5 ml
CD-Diff Contral L/N/MH 3452/3U53/B454 3.0 ml
CD-Diff Control 2xL+2xN+2xH 3838 6 x 3.0 ml
K-Diff Control L/N/H 3455/3466/3457 2.5 ml ]
Platelet Control- Extended value 3424 5 x 3.0 ml
WBC Reduced RBC L/H 3698/3599 3.0 ml
XE-Diff Comtrol L/IN/H 3731/3732/3733 4.5 ml
Cervix Spray Fixative 38691200 12 x 125 ml
3933,11000 1L
3933.5000RC 5L
3933,9010 10 L
o ‘ 4 3933,9020 20 L
10% v/v Buffered Formaldehyde (4% wiv 3933 1000NIB 7000 L
3933.9020RE 20 L
3933.8010JL 10L
3933.9020JL | 20L
| 3905.2500PE 251
UltraClear 3905.5000RE 5L
|

3905.8010RE

10L |




J.T.Baker prod¢

uct

list for CE marked products

oduct number

Product Py Pack size
r
: . 3800.1000PE 1L
Eosin-Y Alcohol
i 3800.2500PE 251
3856,1000 1L
Giemsa 3856,2500 2.5L
3856.91808T 180 L
: 3870,1000 1L
Hematoxylin er (Maye :
i er (Meyen) 3870,2500 251
. . L 3873,1000 1L
H | fi £
ematoxylin Modified (Harris, Gill 1) 3873.2500 SEL
. 3855,1000 1L
i 3865,2600 251
: 3554 1000PE 1L
P laou 2A
5 i 3554 2500PE 251
RN 3555.1000PE 1L
P colagu 28
e i 3555, 2500PE 250
. 3 3556,1000PE 1L
| 3B
FaRanRElaoM 3556.2500PE 250
3921,0500 500 ml
UltraKitt™ 3921,0600 6 x 100 ml
3921,90258T f 25 L
Mounting medium High 3882,0500 i 500 ml
Mounting medium Low 3883,0500 | 500 ml
1
i
3059 [ 20 L
PRS 3069.6010PC 0L




MEDICA

| Metlica Corporation
‘ 5 Oak Park Drive

Bedford) Massachuselts 01730
. Tel 781 275 4892
| Fax 7812752731
www medicacorp com

AUTHO
TO WHOM IT MAY CONCERN:

|
MEDICA CORPORATION, having facilities at 5
authorizelthe company:

\

GBG-MLD SRL

65 Tighina Site
Office 607

Chisinau, MD-2001
Republic‘of Moldova

to be ourDiSTﬁIBUTOR for the EasyLyte®, Eas
analyzers|as well as associated reagents and co

GBG-MLD SRL is authorized by MEDICA CORP
aforement‘ioned products

GBG-MLD SRL is authorized by MEDICA CORP
placed by the government and other institutions f
|

GBG-MLD SRL responsibilities include sales of

and EasyStat® analyzers and providing service as we

replacement parts.

GBG-MLQ SRL is also authorized to provide wari
EasyEIect‘rontesTM, EasyBloodGas™ and Eas

This authofization is effective immediately and is 1
writing by Medica Corporation.

; o]
A ) | —<7/
L7~

David Hégopi.ﬁn
VP, Sales & Marketing
MEDICA CORPORATION

RIZA

yEle
1sum

ORA

ORA
r Me

e E

anty
yStat® analyzers.

alid

TION LETTER

Dak Park Drive, Bedford, MA 01730, USA, do hereby

ctrolytes ™, EasyBloodGas™ and EasyStat®
ables i Moldova.

TION to enter tenders and quote for all
TION to present offers on our behalf to tenders
dica products and consumables

syLyte®, EasyElectrolytes™, EasyBloodGas™
ll as maintaining a supply of reagents and

-
<

service|for the Medica Easylyte®,

until December 31, 2022, unless revoked earlier in

oAl f o s
JY Tl

Mate




Ntertek

i Total Quality, Assured,
|
CERTIFICATE
|
|
|
|
This is to certify that thje quality management system of: ; Certificate Number:
| 0082581-01
4 . ] ; ® :
IVI edlca‘ Go rpo ratlon | Initial Certification Date:
A ! 2009-04-17
MalnSitey 5 Oak Parl# Dri\%e Certificate Issue Date:
L] £019-01-01

Bedford, Massachuselts (1730 United States - |
i Certificate Expiry Date:

L p021-04-16

has been assessed by Intertek as conforming to the requirements of; e
SCC Accredited

CB-MS

ISO 13485:2016 ©

GCsMm
Acgrédile CCN

i N
The qu#ﬁtv man%\geh\ent system is applicable to:

The Design, Development, Manufacture, Service, Distribution of in-vitro i

diagnoslic medical devices, inwvitro diagnostic test kits, in-vitro diagnostic | J‘.\A £ g
:E Al
i L]

reagents, in-vitro diagnostic analyzers/software used in the diagnosis and
management of cancer, immune status, disease status, autoimimune Calin Vloldovean
status, cardiac markers, protein metabolism, endocrine disorders, blogd President

analytes, urinalysis, blood gases. Intertek Testing Services NA Ltd.,
1829, 32nd avenue, Lachine, QC, H8T 3J1,

Canada
Celg s
ESs @
ELAES
T () o
l.[:&‘&n @1‘»
GENEE
1o the issuance of this cartifizate; Intertek assumes no liability to any party other than to the Cliznt, antl then only in accebdance with the agreed upon Cerlification Agreement. This
certificate’s validity is subject to the arganization maintaining their system in accordanice with Intertel's requitemnts ol systems cermification. Validity may be canfirmed via email at
certificate validation@intertek.corm o by scannmg the code o the nEntwith a smarnghone. The certificate rJ_-ulinns the praperty of interizk, to whomit must be returned upon m

reguest; |
; »
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