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THE INTERNATIONAL ERT!FICATFON NETWORK

CERTI,

CISQMICIN SPA has issuad an [QNet recognized certificate that the organization:
SYNTESYS S.a.s. di Rinaldo Ruggero e C.

CERTIFICATO 1. .
CERTIFICATE No, i

: ’ £ SIGERTFICA GHE I SISTEM DI GESTIONE PER LA CUALITA T
] WE HERERY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

SYNTESYS S.a.s. di Rinaldo Ruggero e C.

UNITAGRERRDVE £ GESRATIE LTS

Via G. Galilei, 10/3 - Zona Industriale - 35037 Selve di Teolo (PD}

Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD}) talia
has implemented and maintains a £ CONFORMIE AELA NORMA 118 I, COMPLISNGE WATH THE STANDARD
Quality Management System UNI EN ISO 9001:2015
for the following scope: 3
Sistema di Bestivne per |2 Qualta { Uually Management Sizten
Trading of products for laboratory analysis. Design, manufacturing and sale of PERLE SELUENT ATTOATAL FOR THE FOLE OING ATViTEES
products for laboratory analysis and sanitary products. Sale agency of instruments, i

Commercializzazione di prodotti per analisi df laboraterio, Progettazione, produzione
¢ vendita di prodott per analisi di laboratorio e drticoli sanitari. Agenzia di vendita di

_reagents and consumable products for laboratory diagnostic.
Whlch fuifls the requirements of the following standard: strumentazione, reagenti e materiall dl consumo per la diagnostica di iaboratorio,

ISO 8001:2015 Trading of products for laboratory analysis. Design, manufacturing and sale of
fsktatdons 2018-06-04 products for faboratory analysis and sanitary products. Sale agency of instruments,
f?;;lt Ess?:; doh 20130808 reagents and consumable products for laboratory diagnostic.
Expires on: 2019-06-04 R s o S 0 e s o et s i
This attestatian is directly linked t& the [QNet Partner’s original T s e o eSS P ot o £ Bt e e d ot o s St g,
cerlificate and stHall not be used as a stand-alane document, ' Per ko gurssah s gt cica cvantind Voo e o o presesioeeriteat
C T . ’ Te R ko S e, v
Registration Number: 1T-83562 T i cartae e b 40001 725341 o ama s WAERL, &
Dt ermissione Enmlssiona cozreate Do discadenza
Firstlssoe Cinert fsup Exgiiiny defe
05/06/2013 04/06/12018 H4106/2019
\ly (3 y

ing. Clasdio Provetti

st San S W)
President of IQNET President Qﬁg’gi%gly signed by Turcu Nicolae &
1Hdet Pariners®: " Date: 2019.02.26 01:14:08 EET yla 5
AENOR Spreis AFNOR Certificnsion Frosme APCER Parigga! CUC Cyprus CISQ deals: - MoldSien Signa
COC e COM Chiti £0OS Crech Repubiic Tro Cert Sroatie DOS Hokding Gnbi Germany FEAY Brasft Eeasqn. MI\(/)I dl?i gn Sig ~EL/ ¥ C’SQ
FONDONORMA Farezsiola ICONTEC Colombia Inspetia Senifioln O Fiwdand INVECD Covie Bica ocation: Moldova e i
HAM drgeniipg 1QA Jopas KQ Kores MIRTEC Grovee MSZT Hingary Nemko 85 Norwer: NSAL frefnd g (155 %:: gég
: NYCE-SIGE Médeo POBC Polind Quality Austria il RR Russia 11 fonael 510 Slovenia 2 nomacie K d0i8 i oo
SR QAS internations] Miskesia SO Sz land SRAC 2 TEST $t Ponsrsbirg Ruesle TSE Tudey VLGS Serbis g ot g . . ;
1QNet is tepresentad in the USA byr AFNOR Cestification, CIS0, BOS Holding OmbH mnd NSAL fnc, z titm i Sy -y ik et g
§ KHRAY: O £, JAS sy WAL Hestesal CISQ fe the Ralisn Frceritian of sanigeiment
2 RECOEATOS AQEIRNINAE sten i B,

® The Dt of HNet partaers I valid ot d te ofisse of Uds rortifonme. Updinied infanmatiss i svailable nades winy sunetazrpiiostion o




W_0_EN

5

el

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CIEQACIM SPA has issued an IQNet recognized certificate that the organization:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G, Galitei, 10/3 - Zona Industriale - 1-35037 Seive di Teolo {PD})

has implemented and maintains a

Quality Management System
for the following scope:;

Trading of products for laboratory analysis. Design, manufacturing and sale of
products for laboratory analysis and sanitary products, Sale agency of instruments,
reagents and consumable products for laboratory diagnostic.

fuifils the requirements of the following standard:

Gz_ CEIl EN ISO 13485:2016
* dssued on: 2018-06-04
{ Firstissusd on:  2014-06-24
D5 -Expires on: 2019-06-04
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Certificato N, 1111
Certificate No. “N.K.:

‘mwomm«_mgﬁmz@mkgom@_&mﬁmgﬂsﬁw ._ww
W HEREBY CERTIPY THAT THE QUALITY WANASEMENT SYSTEM GRERATED BY

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
URITA OPERATIVE / OPERATIVE UNITS

Via G, Galilei, 10/3 - Zona (ndustriale - 38037 Selve di Teolo (PD)
ftalia

S CONPORRE ALLA NORIMA 1S I COMPLISHCE JITH THE STANDARD

UNI CEI EN ISO 13485:2016

Slsterma o Gustione per Ja Cualitk / Qualiyy Management System

PERLE GEGUENT: STTWITA £ FOR THE FOLLOWING ACTIATIES
EA: 29-44

Commercializzazione di prodotii per anaiisi di laboratorio. Progettazione, progduzione
e vendita di prodotti per analisi dj laberatorio e articoli sanilarl. Agenzia ¢ vendita
di strumentazione, reagenti e materiali di consuma per Iz diagnostica di laboratorio,

Trading of products for faboratory analysis. Design, manufacturing and sale
of ppoducts for lal 1y analysis and sanitary products. Safe agency
of instruments, reagents and consumable products forfaboratory diagnosfic.
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BYHTERYS § AS. S RINALDD R &€,

MIA G GALILEL 1045

IHOBF A4 BELVE DI TEOLD PO

ThL B8 OND SBOTHES N4 FAN +39 48 9905857
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SYNTESVYSS

FLCHIARAZIONE DT CONFORNMITA®
Conforaity declaretion

g

Il sottoseritto. Rinalda Ruggere legale rappresentante gella ditta:
The undersignedy Rineldo Ruggero legel representative of the COMPANES

produttore/ manulactyrer

L SYRTESYS S.a.s. di Rinalde Ruggerc & C- _

i Vie 6. galilei. 1tv3 35087 Fona Industriale SELVE BY TEOLO CPADOVA) ITaLy \_

¢ rdppresgataale il sandsterio autorizzato entro s Unione Kuropea or represeating the
authoeized mandatary within the Europesn Comsuniby

Randataria

Aukprizzatossuthorized mandatary

fichiara setto la propris respensabilitd che il prodatve/declares wider Ris owr
respansability that the product:

benominazione degli Contenituri pep uripnas contenitori per feci. contenitori

articali universali« Pipette Pasteurs Tamponcini cotonatia
prodotii/Pescription of  Tampani sterili secchi in provetta. tamponi sterili
Banufacturer con terrenc di traporto. Plastre di Petri. Anse sterili

per battericlogia. Aste a “L™; Funtali Eppendorf gialli
e bBlues cuvette per spettrofotometro. tazzine per
campionamento siercs bacchette per distacco ed estrazicne
del coagulos pinzette in polistirolo monousss provette
moncuso in plasticas tappi alertastd

per provette dias.12 mm e lbmm+ provette con granuli

ed acceleratore. provette sottovuote per prelievoa
Sistema SEDIPLAST. Microprovettes Portavetrinis

Vetrini precsloratis Portaprovette. supparti per
microprovette, C(ELL-VUE- Vetrini monouss per conta
spermatozoi. Aghi & farfalla. urinali ucmo e donnas
padeila per ammalati. bottiglis per raccolta urine/

Urine containers faeces containers universal containers
Pasteur pipéites Cotton swabs. Sterile swabs in test
tubesy sterile swak in test tubes with medium, Petri
dishess Sterile loops. Sterile loops open “L": Eppendorf
tips yellow and blue: cuvettes for spectrophotometer,
samples cupsy Kod to detach clot. disposable
forcepsPispossble plastic tubas: winged stoppers for
tubes diss. IZmm e lbmmy

Test tube with granules and clot activator. vacuum test
tube. SEDIPLAST systemy micro test tubes. Slides Nailer
PTESTSINPLETS™ slidess rack for test tubas. rack for
micrg test tubes. CELL-VUE Pisposable counting chambers:
Butterfly needlesy Man's and woman’s urinalss bed pans
Bottles for urine collectiocn.

PRODOTT! £ STRUMENTAZIONE PER ANALIS] Hi LABORATORIO - DISPOSABLE L AEN ABE T

[

FYNTERYS BA.S, 0 FINALID T, B

: ViA G BALLEL 10/3

IEOHT ¥ SELVE D TEOLO PO

TEL. «2B OME RYOBDEE R.A FAX »33 049 SR03ES7

CHDFSCALE B IVA KREGIMR PADOVA COS720S000R
B-FAAL, SFORSYH EERYEAT - S8 WM BYMIBEEYS.

"Hateriale/Natarial Folipropilenes Polistiruale, Pelietilene o
Metacrilatod Palypropylens Polpstyranss

Polyethylene and Mathacrylate

£ conforme aile disposizioni della direttiva 98/792CE concernente | dispositivi medici
¢lagnostici in vitrs e recepite in Italia con D.L. del OB/09/2O00 n° 332 allegate I
(reguisiti essenzialil ed & fabbricats in accorde af reguisiti di cul allAllegates i dells
sppra citate direttiva./It sests the specifications estsblished by the Ttalian law n: 332+
dated 4 September F000. The deviee is made sceording to the specifications of the IIT
attached of the sbove-menticned dirpctive.

Bichiars inclire che 15 documentazions tecnite i suUsports &lila presents dichiarezisne gi
canfermitd & conservata presse gli uffici dell’aziends & sard pusta allz disposizione di ohi
la richiedeldeciares thet all pechnicel documests attacked to this conforsity steiment are
Filed in cur company sad con be conzulted iy any authorized body on demsnd.

Bata [L/LR/2DLE

SYHTEEYS S-a.s.
Il legale rappresantante
Rina Ruggero
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