
ELlTech Distributlon
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92800 Puteaux - Frelnoe

T6l : +33 (0)1 41 45 07 13
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To whom it maY gonce

ELlTech Dlstrlbutlon,
headquatters al: 13'1l'5

SRL, located at Mun'
market the Proclucts a

CompanY nereE t7 acce

and (ii) to be subject l;
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governed by and cons
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rrrecl in
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tion, and articularly,'it is not e ntitlecl to market P

Letterr of Authorization

of the ELlTech Group dietributlng labo

'As, 92800 Puteaux - France, hereby conf

Tlghina 6!i of ' 607, MD'2001 - Moldova

(the "Products"), in Moldova;(the "Territor

manulactured by ELlTech Cllnical Sy

cts manufactured bY ELlTechGrouP

et and prc,mote Products in Territory as

jltlons of liales of ELlTech Dlftribution'

hout the prior lvriltel-l consflnt of ELlTech

lid for a pr:riod of three (3) Vetrrs unless

of the Regulatc,iy and Qua'lity assura

Clinical Systems 5AS and ELlTechGroup

ance witfr French law,

rue Je;tn Ja
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ts (i)tc, ma
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;rn affiliatc
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rnd ELlTecl
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u !a(
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Ft.r'rficll Dl:i I fi

Puteaux,29 M

orv lagnostic P

th t the comPanY -ML

mpany"), is aut rized t

the p ns set out

rlchts
cfs tfr

and obligations
ugh the int

ion,

rTinat
Agr

with a writte
ent signed bY

29 March 20
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CONF:IRMATION

To whom it maY concr$rn''

of clinical

headqualtters,and factorY

Van Ren$selaerwerg 4, i

0956 AV $Pankeren/Dil
The Netherlancls

and bein$:a,company oJ eeh Group, heiebY;

analyzertseleotra P a closed sYstem'

the analytzer only when Tech cliniaal ohemi

'ri:iir; riiiii ;';',"

11 i,.ii;i 111;1 J; r;liir'
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e rttrt I ffc B.V,
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'fel: +31
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l

aration of ConfiormitY

t

I chemlstrY analYzer

ProM

s are ca'tegorized as other deyices ("self

re

IVDD

and accesso'ries) may be marke$ed without any
i

i

within the

of the Eurc,Pean Union (EU) 
.

part of the European EconomiciArea (EEA)' incl zerla n d

L

I

i
I

i

I

Spankerenl March 2015

A.

Managing Dire

Page L
Doc. No,l510

We: ELI'techGr,ouP B'V. ;

Vatr Rensselaenvbg 4

69!i6 AV SPankeren
Thrt Netherlands

Declare unde'' sole,responslbility
whlch this declaration relates,

Devices 198/i'9/Ecl of the Eu

product is re6;istered in accord

markinB, t,

: CllniProduct

Product N,o,

Model

GMDN code

Product classificatlon

ns per Artirile 9, section l the

Conformify assessment

ln accordatrce wlth Annex lll of

The product (including all sP

countries itnd regions:

r Tne Netherlands (N!)
. All other member sta
r All nthpr qtetPs that :All other states tha\ a

ng-

Code:6003-400



neCIa ration of ' Conform itY
I

Lis! ot apPlied

IFC 6 l( :t0-2'010;,1003

I EC 6101.0-2-081::1001

lric 6:tll10":"1011,200:

ll:C ['1]:/6.1i?005i

[N ISr] 13485:2lrt2

(harmoni;ed) standa

NEXRA

Qoatlt\i
sYsEems

tcno* olol:+rn

M{)dlc0l devices." Quslit}r rnd nage Inent

Reouirements f crr regulatorv purpoles'

Mr:dlcal devlces* Quaiiti mana ge rrle nt 5y

cAN/csA lso 13485: Reaulrements for regulatc'iry purposes

IEC 61010-1:2001

equipment for]

torY use, Pfrt 
i

General requlremenrs i

Safe,ty requlrements for electrical equlpnle n

measurement, control, enU laboratory use -
Part 2:010 : Pa rtlcu lar reqqtieme nts'fo r I a bo r

r for the heatin8 otlst
Saft,ty requirements for electrlcal equl

meitsurement, control, and laboratory use'

081: Partlcular reqLrlremepts for automatlc

sefitl-automatlc la bolator'iJ equ I pment for

and other Purposes :

': _-" . *_
Safetv requlrements for electricel equlpfiler

mei:surement, conteot, ERd laboratory use'

L01: Particular requlrenrehts for in vltro dia

(lVO) medlcal equlPment i

E"tttrtrr .qurpment for rheasurement' co

lab,oratory use ' EMc re(|''lrerftents - P*rt t
General requlrements

El.,t,'ltrl aC,r'trment tor measurement' contrrll and

ffiffi il;f e-r,ac i-q"rt"*o,nt' - nt't {-e'
Partlcular requirements - In Vitro diagnostlc (lvtll

medlcal equlpment i

Quallty sYstems - Model for q!allty assur;

OLr;ten, Oevetopment, Bnlduction, Insta lla

servlclng. i

5r.0



SOt UTI(}N
t(tilor(d to youl ncltils

ELITgchGrouP B.V.

P,O. Box 100

6950 AC Dieren

Van Rensselaerweg 4

6956 AV SPankBrsn

'fhe Notherlands

Tel,: +31 313 430 500

Fox: +31 313 427 807

inlo.ocsnl@elitech$roUP'coff t

www.6litechgroLlP'com i.
Chamber ol Commorce 091i15642

National ComPetltlve

For P rocurement of var
s (NCB) trlo': 15/01496 Automatlc Blo€het

r"Uirti equlpment lncludlng biochemistry

Tol
si DisPozitivelor MedicaleAgerrtia Medicamerrtulu

WHIIRE AS

We ELITECHGROUP B. who are official

factories at the Van

autitorize.

rweg 4 *

GBGi.MLD SRL

mun, Chisinau

str. Tighina 55 of. 50/
MD-2001
Rep ublica Moldova

To :;ubmit to submlt
by us:

Description4!r:-ry.l
Bio-Chemistry Auto AnalYqcr

Selectra ProM

Kirrd regards,

ELlTechG,rouP B'V'

I

I

manufueturdrs of Clinical

5955 AV $Penkeren I
I

the purpose of which is toiprovlde the

i

(5 oPerr systems with ISE)

(5 closed systems with lSEl;

to subsequ,ently sign the gontr4ctfot the

rntee and warranty as stated unper GCC Clause

to Goods ofl'ered by the above T€nder'

'- tj.
r-r rfor'.lr(ifouP s:l
l:"[."] r v,.r, --'^,;"fl 

n0 \)'rQfi]lr
i.t, .^ ^\rQr13ii*ru s*atr""*srr

f;'iruili 
iMahaglng Director

JulY 20th, 20L

AnalYzers
do here

ma n uf actu

gooos;

General condi



{fl OVQ
i

Date: March 18, 2019

Avantor Performance
manufactttrer of
HistologY located at:

g61,v1f1sfti6rgo 1 1

44-l01Gliwice
Poland

herewlth <;onfirms that:

H van dr;n Berg,
Marketirtg Product

fet (gZS ?.2) 549120, ti49
Fax (373 22) 547 373

is authorized to act as our
(Productsr) in Moldova

We declerre that we will
We declerre that we will
General rlonditions of

Fufthermore l.M Global
. Regititer, Promote,
o carff,out the required

theser Products.

The procluct sPecialists of I

qualified for Providing alf s

Avantor Pedormance
Poland

l.M Global Biomarketing G

Republic of Moldova
MD-2001, Chisinau
Tighina si:i, 65, 607 ofiice-

\ r(-(\.,-tClr'r -rLl(O\--.\
.s--

tclr-

Letter of A,uthorization

Moldorra S,R'L

is an
5 Ano

established
products for

as Rer the A

d qlv ined and are

an

own

stributor for ou r h eniaterlogf/histot ogy

i

I

the Products for the needs of tenders'

the Pro,ducts for tendersf with warranty

rarketing Group is duly entltled to:

negotiaie prices and sell olrr Products

training of the nte:dir:dl and techn

M Global tliomarketing Group have been

ices in re>gards to consulting, sales'

Global Biomarketing Group is acting in

lid until about '1 Year after,Pate'

als S.A.

Diagnostics

and training.

e ano 0n



Av0ntor Performsnce Moteri
Sowi11skiog<t 11

44-101 Gliwice
Tal. d6 32 2392 000

Avantor Petforrna nce Materlg
products for diagnostlc tn

Sowiriskiello 1 1 Street
44-101, Gliwice
Poland

Herewlth cteclaios the f
Reagents mentloned ln a
Diaonostlc Medical Devicas
This-declaration ls the basic

The oroducts are not Pad ofi

subject to self registration.
This declaration is valid for i
on the market bY ourselves t

Gtlwice, F'oland

January its,2O1g

rtnwat, 5,
Anna Sztiba
Quality Dlreotor

vant r-
Poland SP6lko AkcYinc

Declat:atlon of eo-nforim itV

Poland Ii.A, who ls an s$t$bllshsd man

located at:

I vL rltsl

st A-anO t.ist-B of Annex lt Or the IVD Dire

]d tirt utt labeled with label' co

reotlve 98/79/EC and t ments oI

i6i'm".king of the In T.g:ti:,Y

s4d '

(coit

reagents ano

the In Vitro
85 Standard,

ce s.
C but are

are placed
ing

fltit!^flwy w (iliwr rY i'

orcrv (A.S

') :160 lrtl (to 7l
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iL t 
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r:Ii{i {ill7,1nr?(,tl lt,. l(:lt i.t t

i l{trs

i$2'(r

:ilj,?n 5txlll
i837.5{1irir [)f]

52.1 000

I852,0500

3 !r5 ,', (]5()il

-J.T.Eiak r product for CE marke pfCt Uctls

ll-*
t,l

-l::l_-
.Sillli rrl
I irtcl
I litrr
S lit:cr

1 litcr

I hLcr

nlJ

6'xl 1r,5 nrl

6 x'l5 ml
10 >{ 10 tr
(i x '15 rrl

:)

I lirer

) lirur

!1)ll r:rl

-iL.| r irl

l) r.).:) ll)l

Ilucl* size

llerirtcn ts' for' dihltlnel arr d lvsin
.1.t,1 I .r)50r)l)lr.Diluid rM I00 Plus

ItlItq
l0 liter 3482,0500llul'l 1(i 1/il I ll Diluid Abacus

iLuid r\C 900

lJilui<l r\(l DUil

ilrrrl t\[)li

III. CN Free

2tl tirert)iluirl ,tzidc uc,!
Dilujcl Azide ftee lU liter

34$0,1 ilt)l,PliIt) litr'r
1.1i\E ttlfi()trL{l)iluid lII [)iff

Diluiil ITI tr)ifF Seaccr

Di[rid I]rrrrr

iluirl NIiril

NtH CN [:rcc

1,{89,1 (i(1{lPI"

34 rJ7.1 000PE

l'1BA.i )50t11)I:i ti'i\,rcr,\4
.i, ri9.lruirPa:
1!:'1 rril-lir Diltiirl Sheridr

DilLLid ST 1600/2000

.i/l()rr !)ii:ll.)P(l Diluili\15

Sh,rrrrlr ljluid 301

Shr:atlr Iil

CN-fie9,]r)tse Diff AC
(ll'iil, ttu 1000 CN
(i'h{r:t 4500 CN fiee

l:jvl r .1(t(Jtj

lr'j\f<:t 3200 CN ticc

3773,5000PC

1Qr1 l rlrlrl

,{t1 LltJ't'c.: --.ir? -1

l70ti. itloL)

3867,1 000Pll

5 Iir:u I(,r'lrft t 3500 CN frcc

Crlr{c:t 530+ CN Free
i("ilc:ru

1 0 litcr
.i rn:1.{l I {ll lp r.Cr,r\I, r 590 CN free
1.r31.50(1i ItiiNfct 610 CN free

Cyltflt 610 CN fiee

CyNtt:r 9000 CN free

Cllvfc:t Al:acus CN f l
Cy}'fct Abacus EO
fivl\lcrAbactLs Baso

[]r't\,tcr APR CN fL'ce

Cvli,ft,r APR EO

lurion 1600/20()0
-r,) ! f1.)t11.)f-r

r431 t000
3qr 1'J.S(1ilO

i.l,ji,lli(rfi|1,

#z_!s0?PE
:i47 8.1000PE

J93rr. I fJ(i{t

.i(l{1 r'r t}

It r.APR Baso II
(,vlt,{r I \Lrtrrrrrrrrl
i1i Ir t r\uromatccl

19,t t,5(10(ll')(,

on STKS 
^nd 

Ma
l,l.qtl,l{)ilil}l.i

.\.1 ()l ).( i.i | |l l

:1841.r 000 PE

38121 000 .

CyltleL H12 CN l.-ree

l:r(I lt l:rrrur,'\(:Irr- r-rl:rtr:r

14ti1,05ii0il"'

1.9?2, I r){)fl

X{ct III Diff
Cr'trfct l.II Dil:f CN tl

CIA'kt lIl Diff CN
(.lv}lcr 1CX CN ljree
(l'l'Ie L lt,lic

tlth,ter I'licio
;:-i;--.-;:T;- ,-.:i--
Lyi\lC:t i\llcro Ll\ Itcc
C1'IIct t\{icr:o CN fice

5

F)ano ? 'rf ?
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t$r,4)d _{-j*r3[R,
A tslcbi &rArull la L^s

C" l.tr"t.-
11)1 /\1))/11?.1 8 Ptr,l(l Low/N':rnrrl Ilio'il B nr)

3124 / 3125/3126 [J ]r]'[(] Lo\i,/Nortrral Hich 2,5 n'tl

1633/i634/3635 B l)i\,[(] Los,/N,rnnnl t1!gLrst J ll]l

't01 /3'102/37()3 B Pi\,[O Lorv/Nountal I-J gr 4,5 ntl

/ 1n)1 / \()24 fl l)lt{(l L/N/H Swelr . 4,5 nil

8PI,IC) 1xL,1,xN,1 H 3 x'2.5 tnl

141 iPl\'tC4xNcrt:rrl 4x2,5ml
748 tsPL'[C: 4xNotttral 4x[Jrnl

8 ',Pt\,tct 
4, x Lo 4 x 2,5 Lul

-75 I Pr\'lC, lx L, 4 >r N I-'l (.l x 2,5 trl
\1 z,L / \'1t\ 177 76 i]-Ditf Contlol l-lN 2,5 irrl

3630 / 3631 /3632 3rlfFE;ffill7N 2.5 rrrl

182.0/13?,1 /3822 lj-Diff Conttol I-lN/ 4.5 n1l

'152 3:Ditif Conriol 'l x Lo 4 x 2.5 rrrl

Dif[Control 'l x Nc !Itl 4 x 2,5 [)l:

1.Dift Corrtrol .f x I-l 4x2.5tn
lJa2mlt-s:ru'l :/\-Djff Contrc'l L/N 4.5 lrll

I 607 / l(i{)8/ 3609 c,'i itirfc-*-"1 i7N II z,) llll

i610/t611 / 3(,12 it'A5t-f 5 c'.". 
"1,.1 

l /-N/H 4.5 nrl

131 13',13213133 XLDi?f C"."t,.,ltN 4,5 nrl

3693 /3694/3695 SF-L)iff ConrLol L/N F] 4,5 nrl

J6t3/J614/3615 BC DifT.5 Cantrrol L/ N/H 4,5 Lnl

Nrtrlbgt Prudttct Cotrtent

qaibs and Dy'cs

3554,1 000PE Papunicolltou Sioltttio 2A 1 litcr

3 5 54,2500P-E Pa gritnicolao Lr ,Sio1u cic 2A 2.5liret

]554,9200PE Pr1,rrnicolaou Siolutic 2A 200 litet

3555,1 000PE PaJ'rrnicolaou Siolutic 29 I litcr

3555,2s0OPb Papatricolaou Siolurio 2B z,) !ter

3556.1 000PE Palxrricolaotr !iolurion 3R . 
-

1 lirer: .:

35 5 6,2500PE Pa1'rnicolaou S,oltttio 3B 2,5 Itet'

3556 9:200P8 Paprrnicol:rqu Siol\ru0 3B 200 li ret

3800 1 D00PE tlosinc-Y t\lcohoUc t uteI

3800 2tt00PE F,osirr<:-Y r\lcohqlic 2.5ltrer

380| t000PE Flor;kr Y 0.5% Aciuc ,s 1 lite r

180 | ,2li00PE L,osinY0,5%,nqucqus 2.S[tet

.1871.1()00 Eosinr: SolLtLion 0.2

!t sc

rr:rdy to I lirer

3871.2:;00 Eosinc Solution
use

2a/ tcady to 2.5 Iiter
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