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AUTHORIZATION LETTER

We, Syntesys S.A.S. having a registered office al Via G. Galilei 1073, 35037 Selve di
Teolo - PD - Italy, assign Sanmedico SRL having a registered office at A.Corobceanu str., apt. 9,
Chigindu MD-2012, Moldova , as authorized representative in corrcspondence with the conditions

of directive 98/79/CE and 93/42/CE.

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova.

Teolo, 02.01.2018

Digitally signed by Rodnitchii Andrei
Date: 2019.07.12 12:30:15 EEST
Reason: MoldSign Signature
Location: Moldova

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.A.S.

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Il sottoscrittos

DICHIARAZIONE DI CONFORMITA™

SO0001 2008
Cort N 857410

SYNTESYSSAS DIRINALDOR &C
ViA G. GALILEIL, 10 /3
35037 Z | SELVE DI TEOLQ 2PD!
TEL +39 049 9903866 R A FAX «35 045 9003867

COD FISCALE PIVA N REG IMP. PADOVA 035730950288
E-MAIL INFORSYNTESYS.IT - WER WWW SYNTESYSIT

Conformity declaration

q3

Rinalde Ruggero legale rappresentante della ditta:

The undersigned, Rinalde Ruggero legal representative of the campany?

o SYNTESYS S.a.s. di Rinaldo Ruggero & (.

produttore/manufacturer

indirizza/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY |

0 rappresentante il mandatario autorizzate entro la Uniocne Europea or representing the
authorized mandatary within the European Community

o o .. Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilitd che il prodotto/declares under his own
responsability that the product:

Denominazione degli
articoli
prodotti/Description of
Manufacturer

Contenitori per urina. contenitori per fecia
contenitori universali. Pipette Pasteur. Piastre di
Petri. Anse Sterili per batteriologia. Aste a “L",
Puntali Eppendorf gialli e blue. cuvette per
spettrofotometros tazzine per campionamento siero.
bacchette per distacco ed estrazione del coagulo-
pinzette in polistirolo monouso- provette monouso in
plastica. tappi alettati per provette diam. 12 mm e
Lkbmm- provette con granuli ed acceleratore. provette
sottovuoto per prelievo: Sistema SEDIPLAST.
Microprovette, Portavaetrini. Vetrini precoloratia
Portaprovette. supporti per microprovette. bottiglie
per raccolta urine.

Urine container. faeces container. universal
containers: Pasteur pipette., Petri dishes. Sterile
loops. Sterile loops open “L". Eppendorf tips yellow
and blue. cuvettes for spectrophotometer. samples
cups+ Rod to detach clot, disposable forceps:
Disposable plastic tubes. winged stoppers for tubes
diam- 12mm & lbmm. Test tube with granules and clot
gctivators: vacuum test tube. SEDIPLAST systems

micro test tubes. Slides Mailer "TESTSIMNPLETS™ slide:
rack for test tubes. rack for micro test tubes-
Battles for urine collection.
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Polipropilenes Polistirolo. Polietilene e
Materiale/Material Polimetilmetacrilato

Polypropylenes Polystyrene. Polyethylene and
Polymetilmetacrylate

E conforme alle disposizioni della direttiva 98/79/CE

concernente 1 dispositivi medici
diagnostici in wvitro e recepito in Italia

con D.L. del D&/09/2000 n°® 332 allegato 1
(requisiti essenziali) ed & fabbricato in accordo ai requisiti di cui all'Allegato III della

sopra citata direttiva / It meets the (E Directive 98/79 CE about in vitro diagnotic device
specifications established by the Italian law n- 332 dated att September 2000. The device is
made according to the specifications of the IIT attached of the above-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di
conformita & conservata presso gli uffici dell’azienda e sara posta alla disposizione di chi
la richiede/declares that all technical dacuments attached to this conformity statment are
filed Iin our company and can be consulted by any authorized body on demand.-

DPata D?7/01/201k
Issued on January 7' 20Lbk

SYNTESYS S.a.s.

Il legale rappresentante
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THE NTEAMATIONAL CERTFICATION RE TWOAK
www ignet-certification.com

1QNet, the assocation af the world's first class
certification bodles, is the largest provider of management
Gystem Certification in the world,
IONet is composed of more than 30 bodies and counts
over |50 subsidiaries all over the globe,

CERTIFICATO N.
CERTIFICATE No.

6574/2

51 CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

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

UNITA OPERATIVA | OPERATIVE UNIT

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

E CONFORME ALLA NORMA | IS I COMPLIANCE WITH THE STANDARD

UNIEN ISO 9001:2015

Sisterna di Gestione per |a Qualita ! Quality Management System
PER LE SEGUENTIATTIVITA | FOR THE FOLLOWING ACTIMITIES
EA: 29 -14

Commercializzazione di prodottl per analisi di laboratorio.
Produzione di prodotti per analisi di laboratorio e articoli sanitari.

Trading of products for laboratory analysis.
Manufacturing of products for laboratory analysis and sanitary products.

Riterirsi alla documeniazione cel Sisiema di Gestione per 1z Qualla azendale per rapplicabibta dei requisit della norma di nferimento
Refer lo he dasumedtation of the Qually Managemen! Syste for details of applizefion fu reference slandard requirements
i presente cerdificato & soggetto al nspellc del documenio ICIM “Regalamenta per la cerificazione daisistemi di gestone’ e 2l relatvo Schema spacifico
The use and the validity of ths certificate shal satisly the reguirements of the 101 decumeant “Rules for tha cerificalion of company managament sysiems” and specific Scheme.
Per informazioni puntua i e aggisreate cica eventuali vanazion intervenute nello staio della cerbicazione di cw al presentr cerlificala,
st prega di confattare il n® telefonice +38 07 725341 o ndinzzo e-mail info@iom i
Fue By ad pated imfenation alianl gy chianges i the cerbfivaion sfatus telened tuin s cortifively,
plzese confact the numbar + 35 02 725341 ot amid adedross infoficim il

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
05/06/2013 06/06/2018 04/06/2022
-

Parzn Don Tnnga Mazalh, €5 2000€ Seste San Giovan | MI)

s e i)

B ACCREQION

WWW.LISY com

. SGLY N® 004 A ) _ _ .
= CIS0 & la Federazione Italiana di Organismi di
& Certificazione del sistem| ¢l gestione aziendale.
i Hanibro diglh Accordi di Hutus Riconascimanto EA, INE @ ILAC CISQ is the [tallan Federativn of ianayeinenl

:; Signatory of E&, IAF and 1 AC Mutual Recognition Agreaments system Cartification Bocfiec



THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificale thal the organizalion.

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

Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)
has implemented and maintains a
Quality Management System
for the following scope’

Trading of products for laboratory analysis.
Manufacturing of products for laboratory analysis and sanitary products.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on, 2019-06-05
First issued on: 2013-06-05
Expires on: 2022-06-04

This attestation is directly linked to the IQNet Partner's ariginal
certificate and shall not he used as a stand-alone document

Registration Number: |T-83562

A=

Alev Stoiehitoin
President of 1IONET President of CISQ

[QNCT Partners”™
VENOR Spren AFNCHG Cortification Prooce APCER Portngad COC Cepris CISOQ ol

COC Clranes CONDCuma COS Czech Reprdidie Cro Cent Croana DOS Holding GmbH Gernam: FUAN Brazil
FONDONORMA Feaezuelo [CONTEC Cobonfia Tnspecty Sertifiointi Oy Finfusd INTECO Costa Rica

TRANE Lrenntines TON doprent WFOQ Kovenn MIRTEFC Greere NMISZT Himgery Nermke AS Nonwey NSAL Tredand

NYCE-SIGE Movien PCRC Podasd Quality Austvia dweerra RR Russia SH fvraed SH) Sfovena
SIRIN OAS hternationa! Modirsie SOS Suiezerhonid SRAL Romania TEST St Petersburg Rosvice TSI Turkey Y UQS Serhia

1QNet 15 represented 1o the USA by AINOR Certificaunon, CISQ, DOS Holding Ginbl T and NSAT lne.

Ing Clanddio Proverni

* The list of 1ONet parters s vald at the time ol ssue o this certificare. Updated information 1= available under waw ignet-certification.com
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CERTIFICATO n.
CERTIFICATE No.

SICERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA B
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

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

UNITA OPERATIVA | OPERATIVE UNIT

7111/2

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

E CONFORME ALLA NORMA (/S 1N COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Geslione per la Qualita | Quality Managemeni System
PER LE SEGUENTIATTIVITA | FOR THE FOLLOVANG ACTIVITIES
EA: 29 - 14

Commercializzazione di prodotti per analisi di laboratorio.
Produzione di prodotti per analisi di laboratorio e articoli sanitari.

Trading of products for laboratory analysis.
Manufacturing of products for laboratory analysis and sanitary products.

Rilanrsi alla ducumaniazione del Sistema d Geshane et Ia Quakte aaendals per Fapplcabilitd des recucb cella norma & nfenmento
Refor fo fhe documentabon of the Qualty Maragemen! Sysioi for details of appheatian to teferance standand reguirements
I presente certficate e scquane & nepatte del decumenty (CIM *Regolamenta pier |a certificannne deisisterr di qestone e al relaive Schiema specifice
The use and the validly of this coricate shall satsfy be requirements of the (CIM document Rules fon the cembicaton of compaiy managoment systems” and Specific Scheme
Pt informazicn purtiab @ aggionala ¢irna evenluall vanazion i xnute nelo stato della cerlfcazone o cui al presente certificato
st prega dicontanare i 17 lelefoneo « 36 02 725341 0 mdinzzo a-mail ifoem il
For timely and upaated imation Aol Ay chaiges vt ike Cembc alion SIS referred 1o i (s comicat
please cantact e runbie (3 00 725341 or email address witai@icin

AT A EMISSIONE EMISSIONE CORRENE JALA U SUADENZA
FIRS T ISSUE CURKEN (155U EXMIKING DA E
21106/2014 05/06/2019 04/06/2022

ICIM S.p.A.

Mazza Don Crnce Mapeli, 75 30085 Casto Gan Giovanni (M1
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HELENC LA CISQ & la Federzzione Italiana ¢ Orgamsm: ot

Certificazione del sistem: di gestione aziendale
CI51 15 (e ftaffan Feaeratioh of tiatidyenmst
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized cerlificate hal the organizalion.
SYNTESYS S.a.s.
di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)
has implemented and maintains a
Quality Management System
for the following scope;

Trading of products for laboratory analysis.
Manufacturing of products for laboratory analysis and sanitary products.

which fulfils the requirements of the following standard:

1ISO 13485:2016

[ssued on. 2019-06-05
First issued on: 2014-06-21
Expires on: 2022-06-04

This attestation is directly linked to the |QNet Parlner's original
cettificate and shall not he used as a stand-alone document

Registration Number: [T-93779

/(/Zé .

Al Steviehivein

g Clandio Proveri
President of IOQNET President of CISQ

HON et Partners™
AENOR Spean AFNCHICCerutication Fremce APCER Portngat CCC Crpeny CISQ frafy

COC China CON Clinna COS Caech Repedfie Cra Cent Crogria DOS Holding Gmbt Germamn: FCAV Brazil
FONBONORNMA Fenezicla JCONTEC Codombic Inspecta Serttfiointi Oy Fintund INTECO Coxte Rica

HRANL Argening JQA dapent KEQ Koroa NHRTEC Gueere MSZT Himpent Nentke &S Norwen NSAL fredand

NYCE-SGE Mevioo PCBC Poland Qualuy Austeia i R Rissia S el S1Q Slhovensa
SIRIN QS Tnternational Medoia SOS Swarsertaned SRAC Rencanier TEST St Petersbure R TS| Furkes YOS Serdwer

TN s sepresented i the LS by ANOR Cernfication, CISOQ. [0S Flodding Canbl T and NSAT e,

* The st ol IONet partners 15 valid at the time of issue of this ceniticate. | pebted tormation s available under waww ignet-certitication.con
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