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DICHIARAZIONE }I CONFORNITA'
con f orni tY dec I a"at i on

,,.T
\\

I! sottos<ritto' Ri..l& fiug!ero Lega!e rapp'rs'ntan!e
fhe undersigae.l' Rinald. Rugge.o legai represehtative of

--.p\9!!\!9r e / n a n u f _a. t u r e r

sYNTLsjllf.s. di Rinrrdo Ruee€.o g-lq
lndi,ri,zzo/ cddress

vi. 6. 6alirei. 10/3 3s037 zonB rndustrisle sqLvq )r.!!qL0 (PAl!YAl IMI
o .abDfesentantp il aanddtario autofizzato entfo )a unione ET 'pea o' representing the
a!th;;ized 6andat..y !ithin the EuropQ!n (onn!nitV

fl andatario aata. rzzata / author lzed nanda tary

_l
i.rdi,rtzza/ address

)ichia.a sotto la p.op.ia responsabiLit: che iI prodotto/dc'lares onde' h)s aun

responsability that the Product:

Denominazione degl i
articoli
prodolli/ rescr i Pt i on of

contenitori por utlnr. contenitori per fecir
contEnitori r.rnlversali. Pipette Pasteurr Piastra di
P€trl' AnsE str.ill per bltteriologl8. Aste a "L"r
Pr./htEll Eppendorf Eial1i € blue' cuvette per
sDettrofotdhotrol tazzine per <.mpionanento siaao'
bEcch€tto Dtt di3tacco ed estrrzion€ d€l coagulo'
plnzette l; pollstiroto monousor provette rnonouso in
plssticar tappi alettati p€r prov€tta di.n. le ntn a
lhmnr provEtte con granuli ed ac<eler.torer prov€tt€
sottovuoto per pralievo' sistan. SEDIPLAST'
llicroorovette. Portavettinii Vatrini precolordti'
Portabrovette' supporti p€r nicrop.ov€tte. bottiglie
Der raccol ta urine.

lJrine contdiner' faeces container' univErsal
contaiherl Pesteur pipettel Petrl dishesl Starile
loops' Sterlla JooPs oPen "L"' EpPendorf tips yeJlou
and blue, cuvettes for spectt"ophotoneterl sanples
cups, Pod to detach clotl disposable forceps'
Iisposable plastic tubesr uinged stoppers for tubes
dtan. trzr, 8 Lbfitr, 7a5t tube aith granulet and cLot.
dctivatorl vecuun test tube' SETIPLAST syscenl
niclo cest tubes' slides ailer,"rEsTsr PLEfso sJtde!
rack for test Cubes, reck for nicro test tube:s1
ailiki roi irlne cotrection. ffi
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SYNTESYS

g/NTeSYs S,A5. Dr RtNrrOO R_ &c.' vta G. GA!|IEL tor3
350ts7 Z I S€LVE D, TEOLo FDt

TEL r390r9 9so3e66 R a FAx.39 olr9 9903E67
coq.F|scalE FivA N,RC6JMP, PAOOVA O3573SOeeB

€-M^I_ rNFgC€yNrEsl',s.r, !/Es !/v_\y"5Jl!TEsy5:11

9,.:lrClrq alle .disposizioni .della dirertiva 1A/?9,/cE concernenre i dispositivi nedicidragnostt<r rn vjtro e .ecepiro in Italia .on D.L. de1 0Bl01/?000 no :ld allegaro l(requisiti essenziali) ed a tabbnicato in acco.^do ai requisiti di c!i allrAII€9ato rri dellasopr. citata dinettiv.,/ 1t neets the CE rirective qB1Z7 CF about in vitro di;gnotic devicespacifications established bv the rtatian Iau n. 3iz' ddted ath septenber e000. ihe device isnade accot"ding to the specifications of the rrr attachect ot the aitove-nentioned directive.

!ichiara inoltre che la docunentazione tecnica di supgo.to cl.l.a presante dichidiazione dtconrornitl a conse.v.t; p'esso 91i uffici dellrazierda e s..i posrB arla disposizione di chiLa rLcnrede/de.tares that all te.hnicat docunents attachEd to this confornity statnent a.efi)ed in our coopany anrl can be consulted by any authorized body on oenano.

)6tc 0 ?/0l,/ E 015
Issued on Janu8ry ?.h 20iL

SY{TESYS S. !. s.
Il legale ra
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350372.r.gElV€ Or TGOLO lPOi
a€L. '39 oq9 99034€6 R a FAx r39 ol9 99o=E|€7

coo FrscaLEl:.rva N ReGrMP. PAOO\/A O3573950eee
E-MAIL INFOEsYNTE5Y::,II. VEB !{V}/,5YNIEEYs,II

Il sotios€.itto 'fhe un.lersighed,

'ICHIAiAZIONE 
DI CONTORTITA'

Con lor|i ty decl tr.tion

((

Flnsldo Ru99e.o le9.le .6ppresentanto d.l1a dittsr
Rioaldo Ruggero .legal .epresentative of Lhe .okpanv!

j LoSlilg-a.J!!!! t 9sj! !:.9,

SYNIESYS S, a.5 di, ninaldo R. I C.

viE 6.6a1ilei' :503? Zon. Indust.i 1e SEIVE DI Tt0L0 (PAD0v ) I'ALY

o.aDoresentante il rand.tario auto.i2zato entro l. Unl!ne !!.op.a
or rep;esantins the authorized Mandata.y uithin the European Connunitv

. -!a-1.! e!j.19 ar t a a i zz ar 9 / a u:4t o !:1 z ? q !! z at 
q*9 a!

'i^dirtzzo/ address

Di.hia.a sotro la p r o p r i a . e s p o n s d b i I i t 5 che i! prodntto/decla.es uhder hts aun
responsability that the P.odu.t:

Deno^l n E2ion e / t@ scr i P t i on

tlater ia\ p/ llate.ial

Dara 0?,0l.E0lh
lssued on Jan!ary ?ri l01t

P.d.ll. per.nn.l.!ir urin.ll uoho. donn.' sP.cutui v.9tn.l1r
t.rponct.l coton.tl' tanpont sti.lrl 1n D|..v.tt.. tatponi ttarill
con !e....o lDi.3 € stu.rt t! prov.tt./ aed ptn, Urln.l's nan.nd
uon.n, vtgln.J specutud' Cocton suab, Sterile suab ln cest tubcl
S'erlre ,u.b llch DediuQ Atl.s or stuart ta test tube

Poltr.oDtI.nEt Polletllene' L.sAo/ PolyproPylanet PoJyethvteicr

a co.fo.me.rio disposi2ioni della dlrettiva 9:/q!/CE e sni. concernente I dispositivi hedici
ed al DecreLo LEqialativo di recepisento.on D.!9s. dQl eql0!/191? no qL/5? e soddisfa a

Lutti i reauisiti sDecificabi.
Il dtsposiaivo E stato cl6ssili.ato appa.tenent€ 6!la classc I' secondo i <.iter! stabilitl
ii base d quanto orevisto datt'A.t l ed alleqat. IX dells di.ettiv. sop.a <itata /JL teecs
the Ea nircctive 1t/4A about nedi.al tevi.e. spe.tri.attons established bv the Itdlian laa n
41,/17, ddted P4'r Feb.ua.y &11?. fhe device uas c)assirted as belohging to the l" class'
a..o.din9 to tha spe.ifi.acions bf the establjshed by the a.t.1. 1x en.lbsLr. Df Lhe above
nentianed directire.

Dichlara inoLt.e che I. do<urentazlo.e te(ni(6 di supporlo dlld p.esente dl<htaitszion€
conlo.nltA E <onservata presso gii !ffici dell'32ienda e sa.a post. dllE disposizione di
1a .ichiede/ decla.es that alJ techhica) docunPnts attached to this confortitv statnent
file.t in our.onpany and.an be cohsulted by any authorized body oa denand,

sYltTtsYs 5.4
Il le9aie rapp.e
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE
CISQllclM SPA has issqed an lQNet recognized certificate that the organization:

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

Via G. Gafilei, 1Ot3 - Zona Industriale -.1-35037 Selve di Teolo (PD)

has imolemented and maintains a

Quality Management SYstem

Jor the following scoPe:

Trading of products for laboratory analysis.
Manufacturing of pro(tocts fdr laboratory analysis and sanitary ploducts.

which iulfils the requifements of the following gtandard:

ISO 900{:2015
lssued oU 2019-06-05
First issued on: 2013-06-05
Expireson: 2022-06-04

This afteslatbo is djreqry ltlked to tha IQNet Patuels original
cedilicale and.shall nol be uBed as6 stahd'blone document.

-l&tNet -

:'
q
g

Registration Number: lT-83562

Aler Staichiloiu
President oJIQNET

:iQNe! Iattn.lsJ:

:Ing. Clq dio tuovetli

I Ttrc ti$ of IONe! Danren is vdid d tho tlme olis$ue of fiji ccrIficllc. Upd.tsl iiforD.IiotrG availdblc uoder llMqiqnclacnificatiot cos
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE
clsQ/lClM sPA has issued an lQNet recggnized certifioate that the organization:

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

Via G. Gafilei, 1Ot3 - Zona Industriale - l-35037 Selve d.i Teolo (PD)

has implemented and maintains a

Qualiiy Management SYstem

for the following scope:

T€ding of praducti fol,laboratory analysis.
ManufaclurinO of products fdlr laloratory analysis and sanitary pfoducts.

which fulfils the requirements of the following standard:

ISO 13485:2016
lssled on; 2019-06-05
First issued on: 2014-06-21
Expires on: 2022-96-O4

This aftestation is dircglly lihked la the lQNel Padnels oighal
cattificate and shal.not be used as a stancl-alone document.

Regishation Number: lT-93779

Alex Stoichitoiu
President.of .IQNBT

'lQfier PdtiDcrs*!
ArlNoR .'!,r, AI-NOR Carrific*ro Frc@e l\PcEkPart,aal CCC q?/r.! CISq

CQC Ch,r, cQM c/rtr cQs czech Rcprbtic Cto csl coql@ DQS HoldiDs Cmbt{ ce,r,n
IONDONORMA ,/exarela ICONIIC Crla,,/ra lroDeb Sefifioi$i Oy firlard INTECO

IR,dM ,4,sp,'tla jQA ./dpon XIQ lra'tz MIRTEC Ct?cd MSZT It'Ea4 Nonko AS'

NYcB-Slcairr'i;r'4o PCBC Pel@d Qrrqlity Arstrje,,lr,rti4!$ Arfiia SII Isroel SIQ
remadonol Malayra sQs Sntrzd.dard S84C ll4,r,pri,'IEST 6i PeF.sbr€ &dr/4 TSSluM QAS Idemadonol Mal4yra SQS Sntrzd.dard S84C llatt pri,'IEST 6i PeF.sbr€ &dr/a TSB Tllkev

IoNeris Brnsented in the USA bv; A.INOR C.nifioiion, CISQ, DQS Holdi4 Cm!fi and NsAlIQNeris 
'qrrsented 

in the USA by; A.INOR C.nifioiion, CISQ, DQS Holdiry Cm!fi and NsAl Inc

- ld;Net -

:,

E

"t-Muri,

+ TIe tist ot IQNer parrncN is ulid ar rhe [Dc ot issue ofihs ce(iicaie. Utdated infomaiio;is availablc under $t1ti$erc€din.adoo.co



r0...lr;rrr*ns, iso ar rr:i ir r,.i.iq - i{i!i. r: '3 
qr l|.': ta tt -!o.il rtrqo'.*rt.rarl

( CE )) CERIIT'CATE OF COMPI.IANCE

guarantee that the following products:We, interscience,

MiniMix@ 100 VP

MiniMixo 100 VW
MlniMix@ 100 CC
CoolMix@ 100 VP

SogMixep 400 P

BagMixep 400 W
BogMixep 400 CC
BqgMlxelo S

BogMixeP Sw
lM!x@

are in compliance with

JumboMixo 3500 VP

JumboMixo 3500 VW
.lumboMixo 3500 VW
WqrmMlx

Dilutlowo
Diluflow@ Pro
Diluflowo Elite

flexiPump@
FlexiPump@ Pro

eosyspirol@
eqsysplrol Proo
eosysplrql Pro Milk@

eosySplrol Dilufe@

Scon@ 100
Scqn@ 300
Scon@ 500
scon61200
scon@ 4000

sconstqtlon@ 100
Sconslotion@ 200
ScqnSfdtio!|@ 300

the following directives:

European Directive 2006/42lEc relating to machines.

European Directive 2014l30/UE about electromagneiic compatibility.

European Directive 2O14l35lUE relating to low voltage electrical
ooods

St Nom-la-B.eteche,
January 15'n, 2020

-];,4--v-

Emmanuel JALENQUES
Co-CEO
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Certificate of Approval
This is to certifo that the l\4anagement System of:

INTERLAB
Route de Jalenques, '15340 l\4OURJOU, France

has been approved by LRQA to the tollowlng standards:

ISO 9001:2015

Gilles Bessiete - Area Technical l\,'lanager

lssued BY: LRQA France SAS

for and on behall of Lloyd's Register Quality Assu€nce L

Original Apprcvals:
lso 9001 - 6 June 1997

Current lssue Date: 1 JulY 2018
Expiry Dater 29 June 2021
certificate ldentity Number: 10089334

Approval Numbe(s): ISO 9001 -0031503

fhe scope ofthis approval is applicable to:

Design and ma,rrfacturing ofequipment, bags and fllter bags for laboratoriesta- 
laboratory equipment on behalf of INTERSCIENCE.
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