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AUTHORIZATION LETTER

We, Syntesys S.A.S. haying a registered office at Via G. Galilei 1013, 35037 Selve di

l'eolo - PD - Italy, assign Sanmedico SRL having a registcred office at A.Corobceanu str., apt.9,
Chiqinlu MD-2012, Moldova , as arjthorized representative in concspondcnce wilh the conditions

of directive 9gtglcE and 93:42/cE.
We declare that the company mentioDed above is autholized to legistef, notify, renew or tnodify the

registlation ofrnedical devices on the te 'itory ofthe Iiepublic of Moldova'

Teo10,02.01.2018

Rinaldo Ruttero
CEO and Legel Representative

SYNTESYS S,A.S.
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}ICHIARAZIONE DI COTIFORIlITA'
Con f orn i cy dec I aPat ion

(€
Il soEtos<.itbol Ri.a1d. Rugqero le9.!e r6tp.esentsnte delld ditta:
lhe undersign.d' Rinaldo Fuggero legal represedtative of the coipant'

p.oduLtore / nan u fac t urer

sY TtsYs sra.s. qi,qrj3:!-9_-fu9.19'l9 q !:
indiri.zza/ address

via G. 6aIilei. IA/1 3583? zona IndustriEle SELvE DI TEOLO (PA!OVA) ITALY

O ..Doresentante il nandatt.lo autorizzato ent.o la Uniade f,u.dtea or r.presentlng lhe
.!tho.ized 6andatary !ithih the E!.op€.n ConnuniEy

nandatario auhar izzato/ duthor i zed nanda t a.t

Denorinazlone degl i
arti<oli
prodall i, /, es.r i pt i on o f

}ichia.a sotto 1ts prop.ia responsabilita <he il prodori!/decldres under hts oun
responsabi I i ty that the p.oduct:

irda,rizzo/ address

Contenitori per urina. <ontenitori per fecir
cont€nitori univ.rsEli' pip€tte Frsteur' piast.€ di
Fetri, Anse Ste.it! pe. bltte.iologlar Asto 8 "L"r
Puntati Eppendorf gial1i e blue' cuvette por
sp6tlrofoionetro. tsz2ine per canglondnonto slero'
b!<ch€tte p€r dlstacco 6d estaazion€ de1 <odgulor
pinzette ln polistirolo fionousor proveltg nonouso in
plastici. tsppl alettati per prov€tte dlan. l,a nm e
lLnn, prov6tta con gaanuli €d accel€rEtore' provelte
sottovuoto per prelievo' Sistenra SEDIPLASTT
ll icroprovetie ' Portavetrini' Vetrlnl precoloratir
portaptovette' lupporti pet micropiovett!. bottigli€
per racco Ita urine'

lJr!ne container' faeces container, univar,al
container, Pdsteur pipette' Petrl dishesr Sterile
Joops, Sterile loops open ttLtt' Eppendorf tlps yeJJou
and blue, cuveCtes for sPact ropho toi,eter I sa PJes
cuDs, Rod to detach clot' disgosable forcepsr
tlsposabJe plastic tuhes, uinged stoppers for tubes
dlar,, Tenn 8 I'LfiDl Test tube uith Et"anulet and cJoC
activatorl vacuufi test tubel SE0ZPLIST systen'
nicro test tubes, slides ltal l er i'fESTsffiPLtfSn sltde!
reck for test tubes' rack for fiicPo test tubes,
Rotcles for urine collection,

r--'FpoDoi1 esrRUMENiatr6NE pER AfuAusr Di t-ABoRAi6Rlo " oisposAB|-E LLEvAriE
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Folfpropilene' Pollstlrolol
Po Ilret l lnetacr i 1.to

FoIi€ti lana 6

'J.al,eriale/ llateri al

I conforne aIl.e disposizioni della diret!iva 1A/?1./(t concernenre j. disposirivi medicidiagnostici ir vitro e recepito in Italia con D.L. del ttAl0i/a0OO no l3? alteqaro l,(reqlrisiti essen:iili) ed e f€bb.i<aro in .<co.do ai raq!isiti di cui atl.AlIegato Ili della
sopra citata direttiva / tt neets the Ct Iirectile 14,/?j Ct about in ljt.a di;gnotic devjcespecificatians established by the Italian taa n. 3fE, dated ts Septenber eOnO. lne de"ica is
dade ac<ordin9 to the specifi.ations of the III attached af the abova-nentjonad directive.

Dichia.a inoltre <he l6 docunentazio.e tecnicd di suppofro atla p.esenrc dichidr62ione di
conformitA e <onserv€ta p.esso 9li uftici delt'azienda e ss.a posta tsILa disposi2ione di (hi
ta richiEde,/dec.ta.es that alt technical docunents atta.hed to this confornltv statnenc drefiled in our conpany and can be consulaed by any autholized body on denand.

)ata 0?/0t /eDt L
Issued on Januarv ?' 2016

SYIITESYS S. €. s.
Il I eqts1e r dpp.esentBnie

Bi"*td-o'-FygF"

Polypropylene, Polystypene' PolyethylaDe and
PoIynetilt etecryIaCe

pHoD-itTriEsrRriM-ENrA2ioNE pEB.4!4llsr or t-l'e6ref-o.tllct: iirbF l€'
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE
CISQ/lClM SPA has issued an lQNet recognized certificate that the organization:

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

Via G. Gatifei, 1OI3 - zona lndustriale - l-35037 Selve 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.

which fultils the requirements of the following standardr

tri *]t*ffi* *
i$* *
mr *, *,*
ru"i **a

/11"\ Sbk:hibiu
Presidenr o/ IQNET

2018-06-04
2013-06-05
20'19-06-04

Registration Number: lT-83562

@ffi-
Prcsident ol CISO

AINOR l2rr, AiNOR Ccnificdrion /:,?r(c A.?CER t']orl,€/ CCC C.r/?6 CISQ .l?,
cQc orld cQlvl Cr,r, CQs Cz.!i' Rq,thlic co Ccn Cent .r DQS HoldinE Cnrbll6e,rd,J rclv Stt l/

FONI)ONO&\4I J112,!i/ JCO\]'tC C.r/o[nid ]nspcd! SciliUoin.: Oy fari ?,./ INTICO O's7d X{z
ltu\V,-llrc,ri, lQA ./4drJ KfQ (t,rd vlKl [C C,"ft MSZT ll,,33,r Ncnko AS lr]rL.f ' \-SAI tutu,,./

\1 CE-SlCt ,t/?\ ir, PCBC P,lftl Qlalirr .Alsoia l6r{ Rl1 trsei r Sl | /r,c/ SIQ S{ ,,r!
SIPJM Qr\S l.rodluonll &!'/:,rirr S0S ,$'ilze,1r,r./ SRAC nra&ri l lST Sr l'jcrelsh,ig&drn, TS! Tukct YUQS Siatd

lQNei L\.epres$reJ ir rl]t USA by AF^*OR Cenilicdrior. CISO, DoS roiding Cnbll.td NSAI hc.

" Thc lisr oflQNet pMn.rs F !d:id,r Ilrc rimc cflslc ofrhis cenlnc& iipd .! itrtonnltion;s rvliliblc rnd{ Mw iqb.rccnificllior coo)

ISO 9001:2015
lssueo on:
First issued on:
Fxpires onl

This atteslaliut is direcly linked to lhe lQNet Padnefs original
cedirtcale anc! shall nol be used as a sland-alona documonL
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THE INTERNATIONAL CERTIFICATION NETWORK

.1l r .\tt) i..ltit' )i
Ptuside r o/ IQNET'

I,g ( lLlklio PntLt!i
Pn silot ol {-tSl)

na).lolt si,r'i A|NOR (leiifi.rtor a'd,.. APCEIT r,,7r(J/ C(C a1/,ir\ (llSQ rdr
CQ( a ',rr iilrl C/rrd (lQS a la n /i.?rl,r. Cro Cen alldri. DQS H.ldiie C ml)H Grlrnxl F( r\\ tr,:il

fO\DONORIlA r,irkf,f/., ICO\-flC ail,,,br, l,lrrcdi ScrrilioiDliOr_ |1)1,1/l|nlco aoJrr i4.,
IMi'l l/!.,ri,r]QA ,?l'r filTl tn/lii \'1lRlt( O,z& IISZTll,rgdrr N.nrlc AS,!,,1,2t NSr\l l"/,4/

\rcli Slli! rIi\n,, P(-_8C trr.Jil q,rh' 
'lust,,r 

.i6rt,ltR l'{r! SIl 
^rifl 

SlQ.tn, r,,.
SlRl\l Qi\S i.r.:irtrritd.,llrn!!r Sl)l Ji,,r.rl,,/SF,,\C 11,,,rr,,, T!! l Sr I'.ic:sblrs l,f!,t TSI TLtrrcl YUQS &l)r,r

l(.)\.rrrr.|r.-.n(cdD(trlSAb!,{FNOR(rldrli.rlnrr,CISQ,DQSHoli0gO,irll.ndNSrlln!

ll. t.llQ\.t flndc:s

CtrRTITICATtr
CISQ/IClM SPA has issued an lQNet recognized certlficate that the organization

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

Via G. Galilei, 1ol3 - Zona Industriale - l-35037 Selve di Teolo (PD)

has imPlemented and maintains a

Quality Management SYstem

for the follow ng scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of
products for laboratory analysis and sanitary products. Sale agency of instrumelts,

reagents and consumable products for laboratory diagnostic.

which fuifi s the requirements of the following standard

UNICEI EN ISO 13485:2016
tssueo on: 20'18-06-04
First issued on: 2014-06-21
Expires on: 2019-06-04

This atleslation is diectly linked to the lQNel Pannefs anginal
cenilicate znd sha nol be used as a sland-alone docunrent.

Registration Number: lT -93779
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