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DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE "Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on " In Vitro Diagnostic Medical Devices” as amended

fabbricante
anufacturer VACUTEST KIMA S.r.1. - articoli per laboratori analisi
disposable labware
indirizzo Via dell ’Industria, 12
aegreae 35020 Arzergrande (PD) - Italia
telefono fax posta elettronica

+39-049-9720624 +39-049-9720182 info@vacutestkima.it

phone fax e-maif

identificazione dei prodotti Autoanalizzatore per provette KIMASED

product identification
KIMASED Tubes AUTOANALYZER

nome commerciale

brand name “KIMASED AUTO 60” "KIMASED AUTO 20"

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended
Si dichiara

sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i." Dispositivi Medico—Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Ill della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all'Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III of the 98/79/EC Directive, in order to prove
conformity to the Essential Requirements as listed in Annex I, are retained under the premises of the
Manufacturer

luogo e data
place and date

Arzergrande, 02/09/2013

Assicuratore Qualita / Quality Manager
Giovanni Chiarin

(N 1o s Clnoes

firma
signature
Digitally signed by Ceaicovschi Tudor
Date: 2021.02.15 11:33:44 EET

Reason: MoldSign Signature
Location: Moldova

VACUTEST KIMA srl - Vacuum tubes - Via dell'Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9718511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. VA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.
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TE |NTEF{NATONA CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:

KIMA S.r.l.
Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 1-35028 Piove di Sacco (PD)

has implemented and maintains a

Quality Management System
for the following scope:

Trading of the products of the Group: diagnostic Kkits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 2019-01-18
First issued on: 2007-01-18
Expires on: 2022-01-17

This attestation is directly linked to the IQNet Partner’s original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-53168

KiNet™ o 4f ciso BT

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISO

IQNet Partners®:
AENOR Spain AFNOR Cettification France APCER Portugal CCC Cyprus CISQ Italy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Fenezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina QA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SI Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romanie TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www. ignet-certification.com
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an |IQNet recognized certificate that the organization:

KIMA S.r.l.
Via Leonardo Da Vinci, 22 - Zona Industriale Tognhana - 1-35028 Piove di Sacco (PD)

has implemented and maintains a

Quality Management System

for the following scope:

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

which fulfils the requirements of the following standard:

ISO 13485:2016

Issued on: 2019-01-18
First issued on: 2007-01-18
Expires on: 2022-01-17

This attestation is directly linked to the IQNet Partner’s original
cettificate and shall not be used as a stand-alone document.

Registration Number: 1T-70247

~ EaNet — -
Net” gl cisq P ZrerZan

Alex Stoichitoiu Ing. Claudio Provetti
President of IQNET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ lialy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Fenezuela ICONTEC Colombia Inspecta Sertifiointi Oy Firdand INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russsia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

THE IMTCRSTIONAL CERTIRCATIN b

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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CUCTEMA JOBPOBOJIbH oH
CEPTHOHKATINHU
«OJINMID»

Per. Ne POCC RU.3798.04MAT0

Opran na cepridukaunys OO0 «pe3kcnepTn
Pocesn, r, Mocksa, yn, ConnskuHan powa, A.8, xopn. 2, 0$.21
Ten. (495) 843-16-32
Por. N9 OLIMP.RU.0001

CEPTUDPUKAT COOTBETCTBHUA
Per. N OLIMP.RU.0001.A000934

HACTOALLM A CEPTUOU KAT V,ﬂ,OCTOBEPHET, 4yTO
CUCTEMA MEHEQKMEHTA KAYECTBA NPUMEH UTESIbHO K PA3PABOTKE,
NPOW3BOACTBY W PEANTU3ALINA CPEACTS MMKPC)EMOHOFM‘-IECKOM
AVATHOCTUKNW, B TOM HUCNE MEAUUMHCKUX. WU3LENUN Aﬁﬂ OVATHOCTUKN
MH.BMTPO {IN VITRO)

COOTBETCTBVET TPESOBAHMHM
rocT P UCO 9001-2015 (ISO 9001: 2015)

Ceprudurar BoigaH Obwecrsy ¢ OrpaHU4EeHHOK OTBETCTBEHHOCTDIO
«Hay4Ho-Uccnea0BaTENbCKUN LEeHTp papmaroTepanuuy»
192236, Cankr-NetepBypr, benbi Kyna, gom. 30, T, A,

nomelyere 18H oduc 300 _
MHH 7816598363  OrPH 1147847387731

Data perucrpauum Cpox aencrsus Ao

30 uiona 2019 r. ' _ 30 uiohs 2022,
PVKOBDAMTeﬂb oprana _ 3kcnept
no cep‘r»gbwkamm
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CUCTEMA I[OBPOBOJIBHOH
CEPTUOUKALHHUH
- «OJIUMITD»

Per. Ne POCC RU.3798.04DAI0

Opran no cepTHPHUKILMK 000 xMpoBrcneprr.
Poccun, . Mocksa, ya. CoAasbsHHaR powa, a8, wopm. 2, 0d.21
Tea. (495} 943-16-32
Per. Nb OllMP RU.GO01

CEPTU®UKAT COOTBLTCTB][/IH

Per, No oummnu.bom.moccamz

HACTOﬂLUMM CEPTWPH KAT YAOCTOBE PHET b BES
CUCTEMA MEHEIKMEHTA KAYECTBA MEAVLIMHCKUX USAENNAR
NPUMEHWTENBHO K PA3PABOTKE, MPOU3BOACTBY M PEANTU3ALIMU
MEANUMHCKMX U3AENUA ANA BUATHOCTUKU WH BUTPO (IN VITRO)

COOTBETCTBYET TPEBOBAHUAM
FOCT ISO 13485-2017 (ISO 13485:2016)
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CepruduKar 8blaaH Oﬁm,ecray c orpaHuqu HOM OTBETCTBEHHDCTLIO
«Hay4Ho-nccnea0BaTebeKMN YEHTD ¢apmauorepanuu»
192236, Canur-ﬂe*repb’ypr Benibl KyHa, Aom. 30, iunT. A,

nomeweHue 18H, odnuc 300
VHH 7816598363 - OrPH 1147847387731
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BAPELE MECT DEHRET e lli"l’.’ii?_iii:l‘ﬂ'ﬂl'i?f_\’&:fﬂ{:}_f‘(} BRI JESTEARHOCTH, BhIOOHHACMLIC

PaloTh, ORAZLIBACHMBIC YCAVIN
192236, r. Caux‘r-ﬂempﬁypr yn. Benbi Kyna A. 30, nuvep A

Opraku3auus onToBOK TOProBNAu nexachBeaHblmu cpe,ncmauu .cum MEANLMHCKOTO
NPUMEHBHMS e

OnTOBaA TORTOBIA. HBKSPBTEBHHBIHH GPBHQTH-BN!H ﬂﬂﬂ MeAULIHHCKOrO NpHUMEHEHHWA;

XpaneHne neKapeTBeHHbIX CPeACTS ANA. me,qn I.;IllHCKOI'O MPUMEHEHHUA;
nepenodka ne CTHEHHBIX CREACTB ﬂ I-lB M NHGHUFD I'lpHHBHGHHR

Bpuo pyKo BOAMTENA
: _ o&cnyxﬁm
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