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Anexa nr.1 .2 la Instrucliu nea
aprobatl prin ordinul IlttPS
nr. 400 rlin 14 martie2t}l4

cc 0+ AE

CERT

2.Date despre co / I4uSopuauu.r o

3. Atestarea tipsei sau $xistenfei restanfelor conform d

L.9/Mn

Executor: A. Creacico --]:.;I--
Tel.82-34 27 Nunele qi preuumeld/@aunru u nu

r45. Iulrr Ha[rll{vfl, HeAOIIMKH CO

4, Valabil pinl la / [e es no 26.12.2019

5. Autentificarea Serviliul f 4apcre enuofi naroroeoft cnyx6bl

Nina GiHENCIU

?, *.'
Numel0 fi prcnumele/<DaNtMD, H ut[t

rt,' .'-{iry.
Executor: A. Creacico -'-t'l;:1---l
tcl. 82-3+ 27 11aa1" r1lr*1"'6uil*o

Este extras din Sislemul Informalional al SFS SIA ,,Cot

cu aplicarea prevederiloi pct. 82-83 Ordin IFPS nr.400 din I

VE4rHpx

privind li sa existenfa restan{glor de bugetul publiic nafional

Nr.
Nq

A1948 It ,-a din I 11t/L. "'" | 11.12

1. Destinat. / Ha:Ha-Ie

Pentru participare Ia Prt

Denumirea
I-IaDlreuosaHue

Adresa sediului de bazl
BaHt{e HaceJreHHoro tryHKTauu-r (1,luqa, Horrep)

Codul fiscal / Numlrul de identilicare
(Ducratssuil rcoA / Zaenrvtbt tKaul'IoHHhIfi Hol\lep

10036001 17s82GBG-MLD S.R.L.

Tighina nr.65

drlelor Sistlmului Informaf ional Autom atizat I
'f auro aarlH-rrx I4n,QopruaqlroHHofi anror{arl43l4ponauup ii

public nafional contitituie/ Ha
11v6n14.rHLIM 6tonxcerolr cocraB

I,a data emiterii p tului certificat restanla fal:A (

fl{ HeIOrrMKa rrepeA Ha{I'IOHBbrAar{u AaHHOft CfIpaBKI{ HeAOI'IMKa rrepeA Ha{I'i

0,00 lei/nefi.
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RepublicaMoldova 
l

mun. Chisindu 2001

Codfiscal/Cod TVA: I0013600I I7
tel/fax. : (37 3-22) 5 4-9 I -2 I
tel,/fax: (37 3-2 4 5 4-7 3'7 3

tel. /far ; (3 7 3 - 2 2) 5 4 - 9 I -2 0
18480 t 5f.t

runlr"SA

0000225
GLOBAL BI0i\tARKITli\c GR0tJP 'Ml

SR BN ISO 9001:2008, Certificat S ria C

Referinta: achizitia pu

NotI informa

Plin irrezenta notS informativa declaram:

:.Compania GBG-MLD SRL dispune

producatori pentru deservirea tehnica

l

C[tre IMSIP SR Reziriar

1c1Iniatenfia grupului de lucru pentru achizitii
rlica COF nrJ.Ll0n5745 din 10.12-15.12.201!)

vi (declaratie)

insiheri calificati, certillca.ti de catt'f

progrramare a urmatoarelor Lrtiiajelor pp

Data: 1

..GBG-

t.t2.2019

t/tT T-\trQT)lD''SRL

Nhgel, Germania;

l

,OBAL EIOMARKETING GROIUP - MOLDOVA
)

I
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Lorne Labora ies Ltd declares that the

and is in confqrmity with the national sta

standards:

BS EN 980:2008
BS EN fSO 13485:2012
BS EN 13612:2002
BS EN 13640:2002

NFOR ITY

ollowing in vitro diagnostic reiagent:

d of thd Council (also Sl 2002
rts rof Directive 98/79/EC).

fransposing harmonised

Rsgr'ster4dofficaarabovQ,R4f,irtQrtn.lintn[irrdNt] r)4540?c7 VAI i'o ii';illiillrjl

was in accordance urith

sole responsibi ity of Lorne

file No 412241i
lso 1Jsi2o03i isO 0061$mB

Product name

LE Latex test kit

Gatalo!r1e number
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CISQ is a member of
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I 't

n,

tVo.

IL SISTEMA DI

SUALITY

OPERATIVE /

na Industriale
Italia

EN ISO 1

per la Qualitd /

ATTjVITA i FoR IHE

EA:29,

di prodotti de
, articoli

w,rctm.ll

* [i*;Net
BE IIENAIPI{ CEfi Tf EArcN NilVM(

www. lqneFcortlf icatlon com

IQNal, the asso.ldtion ol the wodd3 litst cla's
cerilncatlon bodles, I5 the ldrges, ptovtdarol

System &ilflcatlon ln the woild

IQNet Is composad ofmorc than 30 hodlos and

ovet l50 subsldtad.s dll overthe glob.,

CE

Fgmm
ooltura

products

F,l

for microbiology,
sterile needles.

dferlmenlo

corlilicalo,

wvM.dsq.com

ClsQ A la Federazlone Itallana dl
certlflcazlone del $lsteml dl 9cstlone

CISQ Is the ltallan Federatlon of
system Certlficatlon Bod les
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Sisterna di

NUOVA A
Via Monte Bianco;

i' Regione Monfofte, 30 -

uNt cEl EN lso 13485-

concet'nna the

Gestione della fabbricazione e immis

per il prelievo''di campioni biologici in

Progettazione e. fabbricazione di dispositivi
Co m merc ializzaztone d i d is pos it

l'4ana,gement of manufacturing artd p.lucing ort the market
noLura[ or[flce and in surgicoL fleld| Design and qnanufac

, Mctrketing of medtcal and
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nri ('\'tltlkilp tIi!l[ t,iitl) llt te )iIilctt'.nls

In caso dr discordanza tra le lihgue utilizzate nella lraduzione del c

!, Lttsc's ctl tliscrcpatt ' 11olr,'ql/) l1:: lttt'!)ua\r's \t cd ttt lllc iiat):;ktlotl

Data di Prima Eiri:;sionel .. .

FusL lsyte Date

2007--10.30 i ," .i : t'

Data di Prima Emissione ITALCERT

Firsl /-sstre DoRt ITALCF-RT

201'1;10-30

ITALCERT S.I.I, i Virt. S.r.r, a 36'-2o126Milano (Ml) | tel. +39

No 505DM05
CERTIFICATE 505DM05
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rifizi naturali e in ambito chirurgico,
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Data di Delibera
Deliberatton [)cttr:

2419-01-04
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20201412')
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:. Kapillarblutentnahmesystem (GK)
. kapillare Probenbehdltnisse

. Blutgaskapillaren (BK)

. Hdmatokritkapillaren (HK)

I end-to;end Kapillaren (EK)

der Klasse / of class i

den einschltigigen Bestimmqngen der IVD-Richtlinie

entspriqht. Die Konformitlitserkldrurrg gilt fUr die durch die

rneets the provisions of the directive 98/79/EEC and its t

is valid for the batches released by KABE LABORTECHNI

;

Konformittitsbewertungsverfahren: I

, Conformity assessment procedure: 
i

EG.KON FORMITATS ERKLARU NG

'l

Name und Adresse des Herstellers:

Name and address of the manufacturer:

Wir erkldren in alleiniger: Verantwortung, dass die In:Vitro

We declare under our sole responsibility that the in-vi

kapillare Blutentnahmesysteme

l\i.l mbrecht-Elsenroth, 2 1 .03.201 3

Konformitaetserklaerung IVD-PG2B.doc

C DECLARATION OF CO|NFORMITY

LABORTECHNIK GmbH

gerhofslraRe 17

588 Ni.i14brecht-Elsenroth
utschland / Germanv

nostlkd der ProduktgruPPe /

nostica of produ<;t grouP

pi!lary plood collection sYstems

capillary bloorl collection system (GK)

capillary samPle containers
. blood gas oaprllaries (BK)
. haematocrit r:apillaries (flK)
. end-tb-end caPillaries (EK)

ndere IVD-Produkte
lVD.]devices

ichtlinie !-erzsiervc Anhang lll
irective 98i79/EEC Annex lll

l(AtJ E l.-/\ ll(J RTF-C ll i\l I K $tttbit
.lirgerinofstraRe 'l7

D-51 5BB l! 0rnbrecht-Elso-Elsoprotl'
/ rt96

re Kol dftsfiihrer / Managing director
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Name
Address

Country

Representa

Name
Address

Country
Telephone
Fax Numbe

Place and

Signature
Name:
Title:

Alwareness
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T

l

l

,

Vt/t
'4
S

\\N--t -
chnoHoSS', Emc,

Declaration

Product lc

conl

tifical

ormity

lion

P roduct name odel/T

Micro trip Reader
at NY 00 seriies
at taxl700 series

stry Analyzer

S AI Faxl 100 series
(l remWe 2900 series

ax 300 se,ries
D at Fax 4 500 series
n remWell-T 4600 series
c rerhWe Fusion 4800 series

Micro late Reader
at Fax 2100 serries

s at Fax 1200 serries

at Fax 4200 serries

lncub tor / Shaker ^+at Fax2200 serries

Micro llate Washer at Fax i600 series
Elect lyte Analyzer E le00 sefles

Lunrir cmeter
L m Stat 100 sr:ries
L Mate 4l100 series
L miStat 900 S,-.ries

Micro llate Reader c rroMate 4300 series

Manufa
: Awarene' i 1935 S\

Palm Cit
: USA

ntative: Authori:
in Euro;

: Emergo
: Molenst, 2513 Bl-

: The Net
1e : +31 70:
rber : +31 70 :

rd date:

zed Re
)e
Europe
raat 15
{ The l-
herlanc
145 85i
)46 72(

A

(.1

rnology, lnc.
Hwy

)a 34991

presentative

Awa,
/lsfe<

requ
9Bn

ague
D

'0
)9

Se/f
ReEl
134 i 5:2003

y, Inc.

*i3

l

MeaLns of Confornii
echnology, lnc. declare
nformity tuith the Annetx
and provisions of Cour

I is in c:onformance witt
\,1 61326-1 EMC / t=-N 6

under ,the principles of
redical Device Quality {

October 26, 2016

rni ity'
lares that the prop,tct
netx lll, essenfia/
iounc'il Directive:
with \'he followinQ,
\,1 61010-1 Safetyl

t lSiO 13485:2Q0t3
Sysfem under l,ilO
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luoo.-o uep s e

AhArHOCTl4t{ ECKOTO

cc. qro chcTeMa M

Kopnyc 1. CaHrr-

,flu!1(:l tJ14 r ei leH :

21 rztoHt 20.1t] 3l arBrycl'a ?021

eaxvelra opraFlh3aLlhh :

erep6lipr, Poccrilcrar Oe4epaqnn'
14lUEP C heHTnoLtK>>

TACTHKA.

:4yr,cujeri o6nacrn:
ulx n cnEqhArIbHOrO

Or BbtnvcKaou.lero ool,1ca :

Poccxicxaq @eAefraqHe

CepreF rpy6HH
fl peAcraBH re.nb PYKoBoAc'T Ba

DNV l3L - Business Assurance
TpexnpyAxtti nepeyrlox 9, cJp' 2t MocKBal

MecTo H AaTa:
MocKBa, 21 lrEHt 2018

o
FIN
Fif n ish ir{rsclilatirn
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