
CERTIFICATO CE . GARANZIA DI QUALITA DELLA PRODUZIONE
EC CERT|F{,CATE - PRODUCflAN QAALIW ASSURA/VCE

AppRovAzroNE DEL stsrEMA ol euallrA ATTUATo DA
APPRAVAL OF THE QUAIiTSYSTEM OPERATED BY

AKTIVE S.R.L,
lT - 00173 ROMA (RM) - VtA GTACOMO DEL|TALA, 106

. $ITI/ SITES

rr - 00l73 RoMA (RM) - Vre cncovro DELITALA, 106

PER ISEGUENTI DISPOSTTIVI O GRUPPIDI DISPOSITIVI/FOR THE FOLLOWING DEVICES OR GROUPS OF DEVIOES

Strumentario e dispositivi medici per chirurgia oftalmica non attivi monouso sterili.
Strumentario e dispositivi medici per chir:urgia oftalmica veicolanti prodotti e/o fluidi rnonouso sterili

Sing/e-use instruments and sterile medicaldeylces not active for ophthatmic surgery
Srng/e-use instruments and sterile medicaldevrces for ophthatmic surgery for products and/or ftuid transfer

Certiquality S.r.l., Organismo Notificato no 0546, certifica che il sistema di qualiti
Ceftiqualily S.r.l., Notified Body n'0546, certifies that the quatity sysfem

d conforme ai requisiti
is in compliance with the

MPPORTO DIAUDIT N'

ATJDIT REPORT NO.

def f a Direttiv a 931 421 CE E, Allegato
requirements of Directive %/4AEEC, Annex
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IL PRESENIE CERTIFICATO E'SOGCETTOAL RISP TTO OEL REGOLAMENTO PER E IL MANTENIMENTO DELL'APPROVAZIQNE DI SISTEMA OUALITA'AI
SENSI OELLA DIRETTIVA 93/42lCEE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE REQUIREMENTS OF THE REGULATIONS FOR AWARDING AND MATNTENANCE OF OUALITY SYSTEM
APPROVAL IN ACCORDANCE WITH DIRECTIVE 93i4ZEEC

il slsrEMA euALrrA e' soccerro a SoRVEGL|ANZA pERtoDtcA

THE QAALIW SYSTEM IS SUBJECT TO PERIODICAL SURVEILI/dCE

LA vERtFIcA DEL slsrEMA SuALtrA E' LTMITATA AGLI ASpETTT DELLA FABBRTCAZIoNE coNcERNENTT LA coNFoRMirA Ar REeulstl METRoLoctct pER I Dtspostrrvl Dl
CLASSE I CON FUNZIONE DI MISURA E AGLI ASPETTI OELLA FABBRICAZIONE CHE RIGUARDANO IL MGGIUNGIMENTO E IL MANTENIMENTO DELLO STATO STERILE PER I

DISPOSITIVI DI CLASSE I STERILE.

THE ArJDrr oF rHE euALrry sysrEM /s REsrR/crE D Te rHE AspEcrs aF MANUFACTURE coNcERNED wtrH THE coNFeRMtry oF ru*deircts wmi METRoLoGtcAL
RECUrFErrrENrs FoR DFV|CES tN cuSS I wtTH MEASUR1N3 FUNQT\ON AND wtTH SECURIN? AND MA|NTATNNG 9TERILE c1NDtTtorus eo-rpdpbborCiTSSg r ry sIEa/LFcoNDtTtoN .' -.'_*
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AKTIVE S.R.L.
SITI/ S/IES

lT - 00173 ROMA (RM) -.VtA GTACOMO DEL|TALA, 106
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CERTIQUALITY S.r.l.

18358/1

ELENCO PRO.DOTTI I PRODUCT LIST
Tweezer monouso; Funte retiniche monsuso; Bisturi mqnouso; Compasso da marcatura rnoRouso; Retrattor.iir:idei
monouso; Asciughini PVA monouso; Vitrectomo monouso; Punte phaeo + accessori monouso; Fibre ottiche
illuminazione e fibre laser monouso; Candelieri monouso; Pic illuminate monouso, Manipolo Backflush + punta
monotlso; Serbatoio per Backflush monouso; Sistema di iniezione ad alta pressione monouso; Trocar monouso;
Linea di lnfusione olio silicone monouso, Tappi per trocar monouso; Set intubazione lacrimale monouso, Chiodino
di infusione olio/aria/soluzioni monouso; Aghi charles/backflush monouso; Aghi e Cannule monouso; Cannule dual
bore rnonouso; Cannule per Fluid lnjection monouso; Pic retinica monouso; Cannule bimanuali/coassiali
monouso; Tubi infusione aria monouso

Disposab/e Tweezer; Disposable Retinatfips; Dispos able knives; Disposabte Ruler angte reporting;Dispolatle irls
Retractors; Dlsposab/e PVA Eye spears, Drsposab/e vitrectomy cutters; Disposable Piaco Need/es * accessor,'es;
Dlsposab/e Light and Laser Fibers; Disposab/e chandetiers; Disposable lltuminated Retinal Pic; Disposable
Backflush full handle + tip; Disposable Rep/acement Reservoir; Disposable High Pressure lnjection Sysfem;
Disposable Trocar; Disposable SrTlcone oil infusion line; Disposable Trocar Plugs; Disposable Lacrimat intubation
sef; Ot'sposable lnfusion cannulae oil/airlsalutions; Dr'sposable Charles/Backflush Cannulae Tips; Disposabte
Needles and Cannulae; Disposable Dual Bare Cannulae; Disposable Fluid tnjectian Cannulae; Disposabte Retinal
Pic, Disposable Bimanual I/A * Coaxial Cannulae; Disposabte air infusion tubes

.i .,:: - '-

IL FRE$ENTE ALLEGATo NoN E' DA RrrENERsr vALrDo sE NoN AccoMpAcNATo oRl Rbtnrvo genirrcnro
rHlS ANNEX /S NOT VALID WITHOIJT THE RELEVANT CERTIFICATE
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CERTIQUALITY S.r.l. ISTITUTO Dl CERTIFICAZIONE DELLA QUALITA
Via G. 6iardino , 4 - 20!23 Milano - Tel. 02/8069177 Fax' 02186465295 certiqua lity@certiqua lity.it - www.certiquality.it
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Kiwa Cermet ltalia S'P.A.
Societa con socio unico,
soggetta all'attivita di
direzione e coordinamento di

Kiwa ltalia Holding Srl

Via Cadriano, 23

40057 Granarolo dell'Emilia

(Bo)

Tel +39.051.459.3.1 1 1

Fax +39.051.763.382

E-mail : info@kiwacermel.it

www.kiwacermet.it
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Quality Management System Certificate

ISO 13485:2016

we certify that the Quality Management system of the organization:

AKTIVE S.r.l,
ls in compliance with the standard UNI CEI EN ISO 13485:2016 for the following

products/services:

Design and production of sterile and non sterile medical devices for ophthalmic surgery

Technical assistance of own medical devices

.-_- ::i:l' -_'

The maintaining of certification is subject to annual surveillance and dependent upon the observance of

Kiwa Cermet ltalia contractual requirements.

Refer to quality manual for details of exclusion of UNI CEI EN ISO '13485:2016 requirements'

Thedateof isiuance of thiscerlificateisthedate offlrslissue byanotheraccreditedbody

This certificate is composed of 1 page.

Reg. Number

First issue date

Valid until

13704 - M

2012-10-09

2021-10-08

Valid From

Last change date

106 00173 Roma ltalia

106 00173 Roma ltalia

AKTIVE S.r.l.
Registered Headquarters
- Via Giacomo Delitala,
Certified Sites
- Via Giacomo Delitala

s6Q N" 0074
sGA N4 O1OD
PRD t'lo 0698
F5r'1 No 0041
pRs No 089C

Chief Operating Officer
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