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UOVA APTACA S.r.l.

Geitione gella ta
per il preli'evodil

Progettaziione 
$- 

1'a bbrica

Cornmerciali

.ll pn-.senie Ccrtillcato d.sogg'
tlis Cetiliiate

Destgn and ma devicei for labora[ories'

al and cliagnos bontorY attidtts.
t. l. r' :, i, t i .t , ' : - ,,'. I

d€lle loniizioni iiabilite dai Regolamentl pe1 la ceitificalione in vigore applicabili,

the teclithc/neillt clliibtilett in the Rules lor !l.ie c-ertiliistic'it in fote applictble.

neila'traduzione del contenuto dr:l prelglte ceitificato,'fare 
1ifeJim.en1o,3tf1 

llngua italiana'liri caso cii dlicordlnz:q trd (e

'' h t. i 6 e s of tlitc'rc pa n 4t usectiri.'tiii:ttatislaioit of the ion:teit ol.this teftific.?tq Pliasc rcfil to the llalislt lsttgdage

Data di Prirna Emissione
;.ttf,t lssue uate

1998'07-23 l

SettoreilAF '14 - 29 '

Emifiicjnd ITALCERT'

: DaflrALCERr

Data di Rinnovo
Renct'tal Date

2017 -10-30

Data di Scadenza

l:xFtiratiDn Dalc

2020-10-)9

flar.a di
Fit'st

ITALCERT S.r.I,

sGQ fl' ozla PnD N' l22A
5M N. O20D lsp N. 0758
8RS il' O9'C

flernt'o deEll tcorot ut ltutuo flt.onosclmonLo EA, IAF 6 lhc
sknrtory DiE4 lM and IUc llulual R.@gnlthn AgNnenE

(Ml) | tel. +39 0266104876 lfax. +39 0266101479 lwww,ltalcert,it I italcertsdr@legalmail'it
I Viale Sarcd, 336,-'20126

ITALCERT

ICATO NO 5O5SGQO3
CERTIFICATE N' 5O5SGQO3

Si certifica che il

tltis is to certifY that

di Gestione per
Quality Mana ge ryen t. SYs td m.

messo in atto da
. : imP/enenfed bY

la Qualitb

Eianco, 4: lT 20900'MONZA (MB)

nella Sede Operativb di I r'
Operative [lnif '

Regi Mohforle, 30 - lT'14053 CANELLI (AT)

d conforme alla nrcrma
'.is 

in co.piiahce:' with'ihe stanclatrcl

I so.9o01'2015 (!SO 9001.2015)

:.-
per: i seguenti Processi l

cgliet.lind fhe {olou'ipg kittds of. PLocesses r I

ed immissione in,,commercio di tamponi sterili

biologici in orifizi naturali e.in ambito chirurgico,
.di dispositivi medico diagnostici per laboratori di analisi.

iorie di dispositivi medici e diagnostici'in vitro'

ializzazione di articnli db labor:atorio
on the market of stertle tampons for sampling of biologlc,tl sltec,intttns



Piove di Sacco, 25104/,2019

To whom it maY conqern, we

KIMA sas -Via Leongrdo Da

appoints'GBG-MLD' FRL - ST

as authorized distribUtor of

cBG MLD has fhe ri$ht to i

This Agreement is veflid one (

The Distributor does not ha
delivery time as well ps Pricgs

KIMA sas keeps the right to r

KIMA S r,l. - Via Leona

Tel, +39 049 971 9511 -

rdr da Vir]ci,
Flx +39 04'

22-
I 971

Messrs

.,GBG-MLD'I SRL
STR, TIGHITNA 65
2OO1 CHISINAU
MOLDOVA

declare that:

. TIGHINA 65. .2001 CHISINAU -MOLDOVA

qlastic labware products in the'territory of MOLDOVA

dnd distrlbute KIMA plastic labware products'

yeprs from the Present date.

with quantitieil oranf possibility to oblige the company KIMA sas

dtl^iout prior written authorization from KIMA sas'

ifV the prices according to the market of the raw materials:

,gnfnr.3E02s ptOVE Dt SAcco (PD) ltaly-e-mail:into@kima,lt'Cap, Soc, € 50'000,00 i'v'

,9719543 - Regisrro lmprese Padova, codice'Eiscale e Partita lvA 014662902813 - REA PD 1ei0069

S.B.L
o Dc V'lncl, 22
Dr s^cco (PD)

01466290243
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cERTTFICA
CEI?TIFICA

SI CERTIFICA

WE HEFEBY CERTIFY

f'
No.

t btsreuR ot cESTtoNE peR Lq ouRLfiA ot

rile auetlw ue'vnGEMENr svsrEM oPERATED BY
I

qMA S.R.L.
OPERATIVE / OPER/ TIVE UNITS

Industriale Tognana - 35028 Piove di Sacco (PD)

Italia

)** alwitS*.s6e-.rry A"
BE lNr4^rfi{ostrE^rcddElsw
www.lqnet.carllficatlon.cqm

IQNel, the assodatlon o( the wodd's tirst clas6

cttrtttlc.tlon bodte, ls the largest prcvlder ol m'naienEnl
Svslem cedlnEatlon ln lhe woild.

IQNet E composed ol more than 30 bodlesaad c'unts

over !50 subsldlad.t tll ov.rthelllob!.

CIsQ A lr Federazlone ltallaE Al-Qrqanlsml dl

certltlcazlone del slsteml dl 9'6tlone a!le^dale'
crsQ ls the ltallan Federatlon of tuanagenena

sy s tem CerU ncalon B od les'

4265141C

Via Leonardo Da Yinqi,22 -

Trading of the products of the

l

Commerqierlizzazio

Cunehl

18t01

I IS IN COMPLIANCE WITH fHE STANDARD

Data di scadenza

Expiing dale

17t0112022

terreni di cr:ltura per micro
provette cor)

E colr,onve nltR

UINI CEI E ISO 13485:2016

Siltema di per ia Qualitrl / Quality Management Sysfen

RER LE Rnv|TA / rOR THE FOLLOWING ACTIVITIES

del Gruppo: kit diagnostici,
a, articoli in plastica per laboratorio analisi,

lpredeterminato e aghi sterili.
': diaoinostic kits, culture media for microbiology,

.^ ^ ^ ^tt^,
plastic disposab/e labtfua,re, test with predetermined vacuum and sterile needles.

RileriGialla docurenta2he delSislema di G

Reler Io lhe duunlntation ol the q)Plily
la QualilA azi€ndale p€r taPplicabiiilAdei requisill dtla norro di rilelimnto

nl Syslen tordelaili ot appligalin loret€tonce sliltdard tequirenenls,

interyenute relh slalo della certili6i0ne di 0ui al presenle certjlicato'Psinfomirzionl puntualle Bggiomale circa evr

silxege di conlalFe n" lelefonico +39 02 725341 o indkizzo e'mail inf0@icim iL

hou! any changet in lhe cetlifrca(iffi slatus relefted lo in lhit cedilicale'Fot linery dnd
nunhil+3g 02 725341 u enailaddrcss inf@icin il.

EmissioneData emisslone

Flrsl issue

18t0112007

Piazza Don
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ftE MMIMTCSTI'EAIH NfrSf,

www.lonet-certlf lcitlcin'com

!QN.t, ,ha iiio.lailon olah. florld'sllrea El.ar

.crtln.silon bodlcat E th. lztgdst ptovld.rolnililtltancnt
Svst.fr Ccrilncatton ln lha wodd'

lQNet ts.omposed gl more th'n 30 bgdlea and caunls

over t50 subtldlailes all 6ver the globe

SI CERTIFICA

WE HEREBY CERIIFY
:lL
T1

M

Jistema 
di

4i265l4lA

TEMA DI GESTIONE PER LA QUALITA DI

QUALIN MANAGEMENT SYSTEM OPERATED BY

S S.r.l.
zralive I OPerative Units
Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia

lici ber I'analisi del sangue e dei liquidi biologici Progettazione e
iteneni di coltura per microbiologia.
slampi per anicoli in plastica per laboratoio analisi

tustrii d-t 6 - 35020 Aaergrande (F D) - ltalia
e dispositivl sfe rili per il prelievo ematico

I IS IN COMPLIANCEWTH THE STANDARD

E ISO 13485:2016
la Qualitir / Quality Managemenf Syslt;m

ATTIVITA / FOR IHE FOLLOWING ACTIVITIES

EA: 14

cEtlTlFl
cfRTtFt

PE:R LE

iiaqnostici per l'analisi del sangue e dei liquidi bictlo5;ici.

Oi ibttura per microbiologia. Progettazione e produzione di

ico. Progettazione e produzk:ne di stampi per afticoli in

Design and production of moulds for plastic labware.

ica per laboratorio analis..

: kits for blood and biological liquids analysis. Design and
otogy. Design and production of 'sterile needles and devices

Data emissione
Flrsl rssue

18t01t2007

sGQ No 004 A

f4embro degll Accordl Rtohosdmento EA, IAF e

lLAc ltluLull Recognltion

p€r la Oualit, azi€ndale p€r I'applicabilita dei lequhili della noma di nleflment0

Man?!€nent Syslen tot delails ol applicalion lo relerence slandard Bqukenenls

cntueii vtriazioni inteNenule nello slato del acertifcazione di cui al presenle certillcalo,

+39 02 725341 o indhizo email into@icim.il

on abiul any changes in the celincalion slatus relened lo in lhis ceflificale'

lh6 nunbet +39 02 f 25341 u enailsddress int@icin il

conente

19

Enrico Mapelli, - 20099 Sesto San Giovanni (l!11)

Emlssic
Currenl
'18/0',

Dab di scadenza

Expiing date

17t0112022
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CISQ C la Fader.zlone Itallana dl Org.rilsrnl dl
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s Ys tem ce rtlllao tl on B c dl e s,
Siqnatory of EA, IAF



Via Leonardo Der Vinci, 1Z4A -

Progettazione e
Progettazione e produzlorre di kit

Design and produclictn of
lnjec,lion mqulding

Data emissione
F/rsf lssuo

18t01t2007

sGQ No 0044

t
o

o
@

o
Slgnatory of EA, lAF.nd lUC Mulual Recognjtlon

lnteryenute nello slalo dellacertifcadme di cui al Presente cerlif6alo'

+39 02 7 25?41 o indkizzo Fmail l0b@ictm'il,

CISQ ls a member of

M.cisq.com

cIsQ A la Fcderazlone ltallanE dl orgsnlsml dl
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sv ste m C e rtlll@tlo n U od les

st crnrtrtdn
WE HESETIY CERTIFY

IL

r1

Sistrema di

PEIR LE

EA:14

Holders (camicie) per prelievo sottovuoto.
ici per l'analisidel sangue e dei liquidi biologici.

Stampaggio di materie astiche ad iniezione per arlicoli medicali.

Desigrl end of Holders for vacuum samPling.
kits for blood and biological liquids analysis

materials for medical devices.

Riferirsi alh dmurrcnla!ion0 del Sistma]di
Reler lo lhe docunPnlalion ol lhe Qial

Perilfom]azkri puntuall e aggiol

si Prega

please cwlad

E CohIFORME ALLA

UNI CE

o.f t. oruiita t O uality Managemenl svstem

nrjrvrrl l /on nr FoLLowtNG AcTlvtrtEs

Qualltd aziendale psl'applicabilile dei requisili d€lla norma di rifetimenlo

St$len ld delsils 6l appllcalion lo refeuce slandad requirenenls'

, chanaes in ke cedilicalhn slalus rcleffed lo k kii cetlilicale'

$g o, 725341 or eneil sddress inlo@cin il.

Data dl scadenza

Exphing dale

17t011202219
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s ***w S! t .*+*"d.3* *[ *. *.f,o **\
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4265141B

DI GESTIONE PER LA OUALITA DI

N MANAGEMENT SYSTEM OPEFATED BY

I OPERATIVE UNITS

usiriale Tognana - 35028 Piove di $acco (PD)

Itatia

I IS IN COMPLIANCEWITH THE STANDARDI IN COMPLIANCE WTH THE STANDA

ISO { 3485:201 6



CE]RTIF

CER
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Progeltazione e produzione, di provefte
Produzione di provettq per nicfoprelievi di

coltura pet microbiqlogia, a+ic'c-li in plasiottuii per'mrcrooiqiogia, atrii'cti in ptastict
V'ia Leonardo
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vuoio predeterminalo ad uso pretievo ematico, liquidi biologici e uine

ptodotti det Gruppo: kit diagnostici, torreni di
le con vuoto predeterminato e aghi sterili'
Sacco (PD)

NORtvlA / /S /N COMPL IANCE WITH THE STANDARD

con vuoto predeterminato ad uso prelievo ematico, liquidi
Ji -,^!^per microprelievi di sangue. Commercializzazione di prodotti

coitura per microbiologia, articoli in plastica per laboratorio
cori vuoto predeterminaio e aghi sterili

witll predetermined vacuum for c:ollection of haematological
le samo/es Procluction of test tubes for micro-collection of
the products of the Group: diagnostic kits, culture media for
re, [pst tubes with predetermined vacuum and sterikz needles

+Xg 02 725341 u enail addrcs info@icin il

IL SJSTEMA DI GESTIONE PER LA QUALITA DI

THE OUAuW MANAGEMENISYSIEM OPERATED BY

VAC T KIMA S.r.l.
I Head office

2 - 35020 Atzeryrande (PD) - ltalia
ezionali e amministrativi

I EN ISO 13485:2016
qer la QualitA / Quali{y Managemenf Syl;fem

AITIVITA i FOR IHE FOLLOWING ACTIVITIES

EA:14 -29

por la QualiD ei€ndale per lapplicabilita deirequisili della oqma di rilerimnlo

Manadenent Systen tot delails ol applinlion lo re[erence slandad rcquienenls.

3nluali variazioni interyenute nello stato della cedificazime di cui al presente cerlillcalo,

efmico +39 02 725341 o indiilzzo e-mail inlo@icin,il

any changes in lhe cetlifrcalion status relered lo in lhis cetifhale,
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**r* + :l?|, ;:
**A*"J-j .s;.", 

,

www.lqnet-cerlificEtion.com
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Prod u cl:s

[hr: procedqre for f;O dec
acr:ording te Ei\ ISO 9001
An,'rex lV, exctrpI cherpters 4

Mddi-Test Gl
MeJdi-Test Gl

Medi-Test Llrbi
uddi-'t'est Con
Medi-Test
Medi-Test

. lrledi-Test
Med,-Test
lMedi-Test
Medi-Test
Medi-Test
Medi-Test
Medi-Test
Medi-Test
lMedi-Test
Medi-Test

Y.qi{*l
t\ledt_ f es(
Me!i-Test
Mepi-Test

{,1ii} fd.i'rrtlty

of

I of conformity was establishe'd on the basis of a full quality ass(lfancQ syslem

.nl ef.f f SO ie+es,ZOlZr-AO:2012 according to the IVD directlve 98/7'9iEC

C(

$ontofr:tity for lnrvitro Diragnostit:

ins]fer nrofessional use

MACHEREY-NAGEL'Gmbl-l & Co. KG

MACHEREY.NAGEL GmbH &Co KG

Ne umann-Neander''$tras.se 6-8
D - 52355 Duereri
Germany

Reference nurnbers

93017t 930s65
930011 911024

93P03i 93020
93020; 93025
S3004; 9:1027
930051 93028
93006; 93029
93015; 93037
94012
q3050

93007; 93030
93009: 03032
93035; 93036
OEAEE

93018;93078
93013; 93034
93010;93022
s3031
93021
9301'1 ; 93023
aqniA
93058; 93079
93067; S3077
93068; 9i10872
93060; 9il0871
930874

I lc,

I'el-: +1 r€a S2l 0984
Frax: +1 a84821 1272

E.maill soles-us@mn-nei.oonr

confirm ihat tht: folforving test

Name of Pro

Mddi-TestG
Medi-Test G
N{edi-Test P
MQdi-Test K
lvledi-Test N

^n.l!; 
T^-+ a'vr:v l- | 99r s,

:, l4$1 $i::ruen'fJuin+#.,6,tr &'B i!2168 Lk$ -Gcrnqtf

CHrl FF:
'1e1.: +41 62 389 55 00 TEI : +33 38S 68 22 68

Fax: +4 I 62 3BB 55 05 Faxi 'F3q BBB 5 I 76 88

E"mtill saleg-ch6rm-net.corn E-nral1: sales'fr@nin-net'conr
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This is to certify that the quality

Awareness Te

Main Site: 1935 SW Marlin llighwaY

Palm City, Florida il4g90 JSA

Additional site: 2325 SW Mafiin Highway,

has been assessed by Intqrtek as

system of:

and service of IVDD General

Shipping and Service.

hology, hlc.

to the requirements of:

is applicable to:

Certificate Number:

9362-7

lnitia I Certification Date:

March28,2O72

Certificate lssue Date:

March2T,2018

tlertificate Expiry Date:

March27,202I

President

Intertek Testing Services NA Ltd.,

1829,32nd avenue, Lachine, QC, H8T 311,

Ca na da

Cty, F or da 34990 USA

ISO 13485:20

The quality management

The design, development, ma

6
I

Laboratory Instru ments.

Additional site: Marrufacturing, Ouall



lNc. 8.81.6 Vushima, Bunkyo-ku, Tokyo 11,3'0{)-34

Fhone:81,3rS81 S'624I Fax:81 "S'CB1 9'7301
S*ilthU', addreas itrade@erma; ca.lp.

may

WE

and
bi

Japan

M

, Tlgh

bid
whi
lya

; Intern

'S AUTFJORIZATIOT{ LETTER

Date Apr. 13, 2OO7

NC., who are dfificlaliahd reputable manufacturers
ry €E u lpr'n e ffi ,A$i s pecified he l:e afte t lr e mato I og y

I analyzeq $illrubinmeter, hemoglobinmeter,
etories at 2+$[16 Yushima Bunkyo.ku, Tokyo

authorlizer

ilro on to the Bldil+n'g Document indicated above, the
provid,e-, the Eo,ods manufactured by us and to

the Contract,
p
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