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Anexa nr.7.2 Ia Instructiunea
aprobatl prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existen(a restan(elor fa{i de bugetul public nafional

^t I -rr.,r,_" t .,,.,.,rr/Y//i o:",

1. Destinalia / }{aznaqeuLte

03.09.2019

2. Date despre contribuabil / tr{nSopruaqux o HzrrorornarenLqr{Ke

Denumirea
HauMenosaHr,re

Codul liscal / Numirul de identificare
@r.rcra,r uu srii xoa / I4aerru0ranauiloH H ht il HoMep

I.M. BECORS.R.L. 1003600060828

Adresa sediului de hazl (strada, numirul) Codul - Denumirea localitlfii
A,qpec ocHoeHoro Mecropacnonoxenlr.r (y:ruqa, uouep) Kog - HauveuonaHue HaceJreHHoto rD/HKra

Calea Orheiului nr.l l1 bl.5 150-SEC.RISCANI

Pentru participare la achizilii publice

3. Atestarea lipsei sau existenfei restanfelor conform datelor Sistemului Informa{ional Automatizat i
llo4:reepxgeuue orcyrcrBlrfl vtruleutktrrvl, HeAor.rMKr,r corracHo AaHHErx I4nr[opvraqraounofi aeroNrarusrapoeauuofi
CIICTCMEI

La data emiterii prezentului certificat restanta fald de bugetul public national constituie/ Ha gary
BbIAarIu.{aHHofi cnpaBK}I HeAoaMKa rrepeA HarlrroHanbHuvl ny6ruuurrlr 6ro4xeroM cocraBrqer:
0,00 lei/:refi.

4. Valabil pini la / fleilcre:arer,en ao 18.09.2019

5. Autentificarea Serviciului Fiscal Hanoroeofi c;rvx6sl

Ludmila BOTNARIDirector interimar al
Func(ialnorxHomE

L.$/Mn.

Execuror: T.Ceban, tel.82
Numele si prenumele/@aNru.tu E

Este extras din Sistemul Informalional al SFS SIA,,Contul curent al contribuabiluluf'll 03.09.20t9 ora 10:15:52
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul OficialT2-771399,28.03.2014)

t{cTA (351 558,05)

Numele $i prenumele/@anorrus u urs{"^

ffi#
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Le LNE certifie que le systdme de management de la qualit6 d6velopp6 par

LNE ceftifies that the quality management system developed by

ADALTIS S.R.L.

Via Durini 27

20122 MILANO ITALY

pour les activit6s
for the activities :,,.

Conception, production d'6quipements et r6actifs de diagnostiG,:in vitro et assistance technique.
Commercialisation d'6quipements et r6actifs de diagnostic in vitro.

Ccrt ification
M6dical-5antd

ISO 13485 : 2003

D€but de validit6 / Effective date ; March 26th,2016 (inctuded)
Valable jusqu'au / Expiry date : February 28th, 2019 (included)
Etabli le //ssued on: April4th,2016

CERTIFICAT
CERTIFICATE OF REG/SIRA TION

N" 18523 rev. 4

On behalf

G-MED Gertifi'cation Division Manager

/ This certificate is issued according to the rules of G-MED certification
/ LNE/G-MED Notified Body for Medical Devices

et commercial

www.gmed.fr

Design, production and technical seruice for in iiira diagnostic equipments and reagents.
Commercialisation of in vitro equipments and reagents.

r6alis6es sur le(s) site(s) de
performed on the location(s) of

Adaltis S.R.L.
Via Luigi Einaudi 7 - Guidonia MonteG-lio 00012 Roma ITA

Adaltis S.R.L. .'.,

Via Andrea Gosta 2 40134 Bologna ITA

est conforme aux exigences d65 normes internationales
complies with the requirements o,f the international standards

tolrurrerMYf@t
* ffi LNEN" 18523-4
8" **'t lt'er Ce certificat est d6livr6 selon les regles de certilication G-MED

A S,Htfiffi.l.** LNE/G-MED Organisme notili6 poui les Dispositifs M6dicaux
ii tista d6s iilss ffidd6!

'r 
po#disFnibre 3u' Annule et remplace le certiricat 18523-3

Laborateire national de m6trotogig ct d'essais . Etabtissemenr
LNE/G-MED ' Organisme notifi€ n" 0459
l, rueCaston Boissier -75724 ParisCedex l5 . T6l.: Ol 4O 43?7 OA. Fax;OI 40

G\- -6J
\v ,[t 'd

?fs'ei{*}Hi
tr*

fs;
.s/t

"t: 
Vrty:1'1, tr:'; ,c:,ti+* a p+t\t7,'?r
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Ht}ffi,il&&
Maci ical

I{$R{T}A ABX SAS
Ptrrc litu:onrdrlecine
Rus du Cnducie * BP7?90
14 184 MON"I'PELI-IIR Ccrlex 4 * Irnrnce
Wcb I s:uu*!:{:ibscl:&:
Tdl, :33 (CI) 4 67 14 l5 t6

Ddclaration de Conformit€
D ec lar ation of C onfo r mity

(No.dc 100 I 7h)
Srlon
Accordittg to IS() I ?050-l

NOU$ LA T']AB.RICANT
WE TT E MANUTACTURER

X?ABLI$SONS SOUS NOTRS SEULE R.BSPONSABILITE LA DECLARATION $UIYANTES ET
DECLARONS QUE LE PRODUIT
ESTABLISX {/ffPlr8 OUR ONLY RESPONSISILTTY TT{E fCILLOWTN DECLARATION AND
DECLAR$ THAT TT{E PROfrACT

EST CONF'ORME AUX DIRECTIVTS ET NORXIES
CONTORMS TO DIRECTIVES AND STANDARDS

i\.'lonrpcll icr. l:rance
l0 Juitrict 3016
Jul.y,2{/'. }0.16

Florn
S*are HORIBA ABX SAS

Adres;e

"lt*lress

Ilnrc Durornidecine
Rue du Caducde * tlP7290
34184 l\,1ONTI'[LLI[ilt Cedex 4 - I;l{Ahrcli

Num <lu produit
Prarluet name

Hemafotogy ana,Iyzer

Mod0les
lforltls Pentra ES 60

Pu,vs d'origine
Country of origin . Fr*nce

l)irqctivcs
I)rl"crlllrres

9&/79/nC - IVil N{edicnl Deviues
Classit'iuation: Cuneral IVD (othcrs) - OLrtside r\nnc.t IInnd
not I"0r sell:'testing
Confonnity Asrrssmcnl Procedure : Annex llh Non-Annex ll
20 I l/6iitl)U - ROI IS llestriction of Hgz&rdous Substanecs

C:lassitication : Category I lvlcdical l)uviuc
2004,'l 08/EC * HEctromasnetic compatibility

Nonncs'
Stundtu'tls

l[C 61010-l :2010
l[':C 610t0-2-081 :2001 *Al
l[C 61010-2-l0l:2002
IjN 61.]26-l :?006
0N 61336-2-6:2006
Ul,6l0l0-l :?012
CAN/CSA.C22.2 N0. 6 l0l0- l. I 2

CI\NICSA-C?2.2 NO. 61010.2.08 l -04 (1t30()())

CAN/CISA-('12.2 N(). 6l 0 I 0.2. l0 I -0J ( R:00e )

Nl'IiN 50581 : 2012

DUBUC

'l' li lft) -J fi I $ lteu, I I
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l\lerma lnstrumsnts [rt,
.-u q..

T$ WHOMfi IT MAY COHCERN

Authorization Lstter

}Ye, H*rnnt Instrurnent$ f,rt,, as a legal manufacturer of in-vi:r* medieal devices. with *ur
offlce is at AraNy Jdnos street 1l-X3, ?nd flo*r 211.,353$ Miskolq }lung*ry, do hereby
suth*rix*

TM BSCOR S.R,L.
Chisinau city, Republic of Moldova

Calea Orheiului 11115 $tr.
MD 2S20

t* o*rnm*rei*1ize, distribate, sell fi::d regist*.r tke following products *n thc territory of
h{*ldov*:

- Norma Icor-3 Hematolory Analyzer, Reagents, Controls, Calihratos" rmd relateci
spare parts and accessoriesl

- Ncrm* Icon-S Hematologr Anxlyz*r, Re*gent*, C*,rtr*ls *nd rel*ted sparo partx
and aeeessrrir*;

- Normt lcon-S OF Hemat*logy Analyzer, Rergents, Controls antl related spare
parts and accesseries;
(Complete list of product qarnes and codes in the attachment below)

This authorizetion letter is valid u*til the frtl*wing d*te orwithdrawal; 2$20.12-iI

Date:2Sl9.04.1s

ru*RffiA lr,{$TRU rl,trH?$ ert.
3530 Mrskole,

Ar*nv J. utex 11-13. */f 11

,&rlosz*rfl : ?4742 1 5S-? -05
Danisl JuJrasz

Dirpctor of Sales
N*rrua Instnrmenls, Zrt.

l{orma lnstruments Zrt. - 3530 Mlskolc, &rany Jdnos u. U-13. Z. em. Zif.
Pastrl address: 1038 Eudapest, Paplrgy{r u. Sg-S9. -VAT number:24742,IS9-2-0S

*m*il; pffise$nqrmgdlsggg*$il(s.quq! teh r361llr8t5 4g?0 farc +3&/VSt5 43IS

$..::j"%
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f{orma lnstrumentr lrt.
**"*-:%.-.

--*qiJ16*.

Attachment

I{*rm* Is*n-3 Hemat*logr An*lyzer, &.eagents, Controls and Cslibratar

Nnrma leon-SIlem$tslogy Analyzer, Rcagents tnd Controls

Norma lnstruments Zrt. - 3530 Miskolc, Arany ldnos u. 11-13. 2. em. 211.
Pastal address: 10i8 Budapest, Paplrgydr u. 5l-sg. - vAT number: z4r4z1s9-I-ss

email: qf .fice@normgd-i{g$ostika.com tel: +361U815 43zu fa* +?6!L/8L.s 4379

Produrt Names Prudutt Codrs Yolume

Icon*3 l{erxst*lasy Annlvuqr NI3ilH
Norma-iDil3 rc-l1735 5L
Norma'iniB tc-I l73t IOL
Nnnna-iDi13 IC-t 1732 lIJL
Norma-ilysEl tc-?r731 1[
Norrna-iSol3 tt,-41731 IL
N$$m-iStl3 tc4t735 {t

Nomr*-!$*lean rc-sl?31 10S ml
Norma-il,IClsan ic-81730 IL

Norma-iHCl*an 4mI IC-81734 4ml
Nor:na'iR}3I 1C-9t711 100 testr
Nqnna-i.8.F35 IC.pl7l5 JfiO trxts
NornraCqnt3+ NIC.SIIS}t, 2,5 rnl
NonnaCont3+ N]C-OP32N

NormaCont3't" NIC-OP32H l.) mt
NonnaCont3+ KIT Kl NIC.O3IKI 6 x 2,5 ml {:L,ZKIH}
HonnaContf+ KIT K? HIC-032K2 I x 2,5 ml (1[,,6N,1H)
NonraCcnt3+ KllllK3 Nrc-032I{? l0x 2,5 ml (?L,6N,2!I)
NormaConl3+ KIT K4 Nlc-03?K.r 12x2,5 ml (2L,8N,3H)
N*nnaCon6+ KIT KL NIC"O32KL 6 x 2.5 ml (6L)
NonxaContS+ KtT KN NIT}O3zKN 6 x 2.5 ml (6hl)
NormaCont3+ Kff KII xlc-033.KH 6 x 2"5 ml (6Hi

Nomacal3 NIC-CAL33 ?,5 ml

Nsrma-iBil510l rc-l t75l
rc-zr75t

Ie-i175s
Norma iRPsl UO{t}

6xB ml {6L'
6x3ml(
6x3ml(

Ncrr**Cont5+ KIT Kl (2LJtt,Z Ntc-0s3Kl

t;
\W
I



Ncrma Instrurxents lrt.

Norma lcon-S OP Hematology Analyzer, Reagents and Controls

ilorma lnstruments Zrt. - 3530 Mlskolc, AranyJdnos u. X1-13. 2. em, 211.
Poslal addrersl 103&Budapest, Papfrgy{r u. 58-59. =YAT number: t474el.S$*2-05

email: officelpnormadiaenoslik.epm te* +36lLlgLS 4?to fax: r36/t /815 4379

'9,\
':.r

Fr*dretNamcs Produet C*d*s Yolume
Icsn.5 0F llematolagy Analyx€r NOSOH

Nor,ma.iDil5 0F rc-l 1775 5L
Nomra'iDil5 OP IC-I1?7I l0 r,

Nonnauilysc5 0P IC-?I77I 1L
Nonna-iCleen5 0P IC-51771 1L
Nonna-iClean5 0F IC-s1775 5L
Nsrme-iKP5l0P tc-st77] 100 tssts

Norma-iRP52 o IC-g17?2 250 tests

Nomacsnt5+ law 3ml NIC.OP53L 3mL
NormaCont5+ nonnal 3ml HIC.OPs3N 3 mI"

NofmaContS+ hieh 3ml Nrc-0F53r.I 3mL
NarmaContS+ *r, KL'(6L) NIC453KI, 6x3ml(6L)
NormaCont5+ KIl' KN (6N) NIC.Os3KN 5x3ml(6N)
NsrmaCouts+ KIT Klf (6H) NIC.O53KH 6x 3 ml,{6}I}

NormaCont5+ KJT Kt {?L,2N-2t{) NIe-053K1 6 r3 ml (2L,2N,2I{}

{r-'i
n?\i*j

ri,,r"3
\v---
1



Ins*ument was tested according to:

EN 61010-I ;200I (Se**nd Editi*n);
EN 51010-l:2010;
EN 6l0l-?-i01:2A$2:
EI'l 613?6-l:?003;

- tsN 61326-2*6:?S13;

EN 5501 l:2009 A I :2010;

fiFd 61000-3-h3{i006 +A l:2009+ A2:200f;
Eh{ 610S0-3-3:2fi08

We^ N*rmn Instrurn*nt* Zrt,, dc lrcr*with declarc under flur sole resp*nsibility that the

CE rnarl<ctj hi Vitro DiagrTostic Ivledical Devices listed in the attachment lrr:low

Narma Instr*r:e:':,ts Zrt.

3530 fvtisltr:lc, Ala*y Ji{nos u. I ]- 13. 2.em. 21 L Hungary

Ncrm*r lcrlx-3 Autamsfed 3-pnrt [:[ex*t*rl*gy An*lyxe;r, Rr:ag**ts ar::*

Cantrol m*terisls
Generall0th*r IVD
Listed in the attachurent below

Fk:m.a Instruments Zrl.
103& Budapest. Papirgyi4r u. 5ti-5Q, Huttg*ry

wirh th* requiremi:nts
, rncdical devices (/l'l)

m&nagement syst*n:- rf

are in r*nfi:mnity r,vith tlre }:ssentisl .Requirenrents ol Annex I nnd

listed in Annex III by the Ilireetivs 98fl9lli{l on in virro diaguostic

Dir*ctive)

ancl are in cor:lilrmity i.r,ith tlte rerluiremenrs oflthr harmonieed quality
EN ISO I3485.

Budape*t, ?$.1 g I 0 1 13 {} "* * *1. 
11* t I" ieUM u iv r.S f rt.

dir.liJ llir*r,-,,.-__,r46n*!,
e1,iili|1., trl,,t tt a^ ----. , .

)\,u+/iii:ll :J"1)'.4aa r^ - -. ...
t U5-./ -r I {

{{

Clhief Executive Olfi cer

Nornra Instrrunettts Zrl.

Norma lnsyuffients Zrt. - 3530 Miskolc, Arany J6nos u, 11-13. Z.em. 211.

Mailing Addressl 1038 Budapest, pap(rgy6r u, 58-59. VAT number: 24742759-2-$5

teli+36 1 815 43?0 fax: *36 1 8154379 emaih office@normadiagnostika.com \tr

Manufacturer Declaration of Canformity

hdanrilkutr.rrer' $ nam s :

Pla*e of o-usi$ess:

Froelucts:

Clrissificatior::
REF,- Number:
Plilee ollfuctrlry,:
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Date: 2019.09.03 16:53:42 EEST
Reason: MoldSign Signature
Location: Moldova



Produtt l{*rnes Prc*uct Codes Y0lumr

It:on-3 Hematology Analyzer NI3OH

Nor:na-iDil3 ic-11735 5L
Narnra-iDi13 tc.1r73l l0 l.

Noffira-iDi13 IC-r 1732 20L

N.orma-il,yse3 LC-21731 IL
Nonna-iSol3 IC-41731 1L

Norma-iSol3 IC-i}1735 5L
Nonna-i.lIClean IC-8173r 100 ml

Narn:a-il-lClean tcr-&1730 1L

Nor:nc-il:lClean 4ml IC-817].4 4ml

Norma-lRP3l lc-91711 100 i*sts

Ngrm*-iRP35 IC-gl7ls 50$ tests

NonnaConl3+ NIC.$P32L 2,5 rxl

Nar:n*Llanill+ NIC-OP32N 3,5 r:l
Nonn*Cor:l3+ NIC-0P32}.I 2,5 ml

Norm*Cont3+ KIT KI Ntc-032K1 6 x2,5 ml (2L.2N,2HJ

NornraCont3+ Kll'K2 NIC.O32K? I x 2,5 rnl (1I.,6N,1FJ)

NgrmaCCInt3+ KIT K3 Ntc.*32K3 l0 x 2,5 ml (3L.SN,?H)

NormaCont3+ KiT K4 NlC-032I{4 12 x 2,5 rnl (2L,8N.211)

NorrnsCont3+ KIT KL NIC-03?KL 6 x ?,5 rnl (6L)

NonnsC*nt3+-KIT KN NIC.O32KN 6 x 2,5 ml (6Ni

Ni:r'maCotrtS+ KI'f KH NIC.O32KI.I S x 2,5 ml ($l'l)

NonuaCa13 NIC.CAL3? 2,5 ml

Attschment:

Nor.ma lnsirufienti zrt, " 3530 Miskolc, AranY J6no! u. L1-13. 2.em, 211.

Mailing Address; 1038 Eudapest, Papirgy3r u. 58.59. VAT number 3474?159-2-05

teh*36 I 815 4370 faxr +36 1815 4379 ernail: cfflce,Snarmadiagnoslika"corn 1aY



Translation of the certi{icate HU15ff647

the mahsgement sy:$tem of

Pago 1 of 1

qbgq"&q,#

:l

Ffi ,thelq ilqwiry activitis$

Development, pr*d*iti*n and distri*utisn of blood analysis

Further ciarifications regarding the scope of this ce(ifbale and the applicabilily of
MSZ eN lS0 13485:2016 requirernents may be obtained by consulting the organization.

This certiflcate is valid from I July 2018 until 2B April 2021
r: ' and remxins ualid uubject to satisfactory surveillance audits.:-:' :'., n*'**?$ffit}j;:f;fiffilltxllifl?;

. . Date olapproval: I July 2018

NORffiA lnstrument$ Am.

H - 3530 h{isltole;Arany J6nus u,11-13;

H - 1038 Budapest, Papirgy*r u,58-59

has ueen asses$ed and cedified as meoting the requirements of

#!$ffi Hru l$0 13&S5:3$16

Authodsed by

,{ - tt 
1{\ *1 ,I I III\\ *L\\ I\,\ * ^ *_^*J,t L.\**-* J

Tohl AndrAs

SGS Hungana Kft.

1531 Pf.25. Siralyu.4. 11248udapesl Hungary

t +36 1 309 33 40 f +36 1 309 33 33 www,sqscom

li6H.{4$&Stt814
RANYlrlsr &Eilasrtft ex€t

TA*llSlTs StERvgXSt

s]!':,iiril
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