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UNI CEI EN ISO

| sistema di Gestione per la Qualita /
PER LE SEGUENTI ATTIVITA/ FOR 1|
EA: 24

Commercializzazione di prodotti
terreni di coltura per microbiologia, articg
‘ ﬁ:rovette con vuoto predetq

Trading of the proq’uots of the Group: diagno
plastic disposable labware, test tubes with pre

Riferirsi alla docunien't.aziunede! Sislema di Gestione per la Qualild azig
Refer to the documentation of the Qualily Management System for
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Emissione corrente

Currenl issue
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Data emissione
First issue !
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KESTIONE PER LA QUALITA DI
MANAGEMENT SYSTEM OPERATED BY

$.R.L.

PERATIVE UNITS

le Tognana - 35028 Piove di Sacco (PD)
a

0L IANCE WITH THE STANDARD

13485:2016

Quallly Management System

LIE FOLLOWING ACTIVITIES
]

del Gruppo: kit diagnostici,
li in plastica per laboratorio analisi,
rminato e aghi sterili.

istic kits, culture media for microbiology,
determined vacuum and sterile needles.

Hridala par [applicabiila defsequisill della norma di riferimento.

Idefails of applicalion to reférence standard requiremenls.
le ngllo stalo della cerlifchzlone di cui al presenis ci‘ ificato,
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|
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i © THE INTETHATIGNAL GERTURGATON NETWORK

L www.Ignet-certificatlon.com
|

IGNet, the assaciation of the worll’s first closs
certification bodles, Is the largest yrovldel of management
System Certitication in the wﬂrld
IQNet is composed of mare than 30 bpdles and counts
over 150 subsidiarles all over the globe,
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CISQ is amamber of

L EERI R A i

 www.iqnat-certification.com

1GNer, the association of the world's first

www.m‘\q.lt 1 e class cerfification bodies, is the largest
1 provider af management System

CERT' F: I CATO N . : Ceitification in the world.
CERTIFICATE N. 9124.CRC4 e

e . all aver the globe.

S| GERTIFICA CHE IL SISTEMA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI" (FC)

UNITA' OPERATIVE / OPERATIVE UNITS

VIA SECONDO CASADE! 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

E' CONFORME ALLA NORMA /S IN COMPLIANCE WITH THE STANDARD

EN ISO 13485:2012

PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte|speciali @ diagrammate per registrazione ad uso medicale anche conto terzi. Produzione e
stampa di etichette ad uso medicale. Sviluppo & produzione di creme, gel sterile € non sterile per applicazioni
elettrodiagnostiche e ad ultragusni, anche conto terzi, Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnastiche, ad ultrasuoni e per strumenti elettromedicali. Sviluppo e produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di piastre per
elsttrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e
relativi materiali di consumo ed accessori per uso redicale
Manufacture and print of spacial recording chart papers for medical use also on behalf of third parties. Manufacture and print
of labels for medical use. Development and manufacture of creams, gels sterile and not sterile for electromedical and
ultrasound procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical and
ultrasound diagnostic devices and for electromedical equipment. Development and manufacture of electrods for ECG.
Production management and plaging on the market of electrods for ECG. Placing on the market of electrosurgical plates and
defibrillation pads. Trade of videoprinters, photographic papers for videoprinters, printers and related consumable and
accessories for medical use

Ulteriorl informazioni riguardanti 'applicabilita del requisiti EN ISO 13485:2012 possone essere oftenute consultanda l'organizzazione
Further clarifications regarding f;he; applicabifity of EN (SO 13485:2012 requirements may be obtained by consulting the organization

|IL. PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DE| SISTEMI DI GESTIONE
THEUSE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT |SSUE EXPIRY
1999407-20 2017-10-13 2020-10-07

L'Qrganizzazione dovra ottenere la certificazione secondo la norma IS0 13485:2016 entro il 2019/02»‘2/@{' A
in caso contrario, il presente certificato cessera la propria validita in tale data
The Qrganization shall obtain the certification according to 1SO 13486:2016 within 201 9/02/2@;}
otherwise the validity of this certifi il expire /

¥ €15Q & |a Federazioneltaliana di
¥ _Qrganismi di Certlficazione dei

,;J

s 7 sistemi di gestione aziendale,

IMQ S.p.A. - VIA QUENTILIAN?, 33 - 20138 MILANO ITALY

Management Systems Division - Flavio Omago
Data di scadenza del grecedente clclo di certificazione: 2017-10-07 . . CISGl is the Malian Federation
Data di conclusione dell'audit di rinnove: 2017-10-11 . ) of martagement systein
Data della decisione di rinnovo; 2017-10-13 o : Certification Bodies

5GQ N0054, SGA N°006D, SCR N°005F,
551 N°Q036, PSM NT0971, SGE N°004M,
EMAS N*023°, PRD N°Q050, PA4S N2080C
ISP HPD63E, LAB 1I*0171, LAT H*02L §
prambrg dagh ACcorat o Mutue Hezoanis narks £A; IAF e ILAC . o ot Sk
T it 2 vaidit del cerllticale & sUbordinela 2 sory#giaize 2nnuse o rlssame compiclo del Sistema di Geslione on pericdicad lriznnale
Signztory o E4, 1AF and HAC Mubia| Ksioanson AGreemants Ty \auiy of the cenlicate Is submitted (o annoai 2udd ond a reassessment of e orille HManagemant Sysiom within (nise years

i 2

wnw.clba.com




CIsQ is a member of

THIEIN I i
www.lqnel-cerlificalion.com
i

1QNet, the assoriation of thé veatled's first class
certification bodles, Is |ha largest bmvm‘er of managament
s ; i System Certification /h the world.
WWW.Imq.[? ‘ IQNet is camposed of more than 30 bodles and counts

CE RTI F I CATO N . over 150 subsidiaries all;ove( the alube.
CERTIFICATE N. 9190.CRC3

S| CERTIFICA CHE IL SISTEMA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

f CERACARTA SPA |
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

E' CONF?ORME ALLA NORMA /18 IN COMPLIANCE WITH THE STANDARD

ISO 9001:2008
PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio
frequenza (RFID), Sviluppo g produzione di creme, gel sterile e non sterile per.applicazioni elettrodiagnostiche e
ad ultrasuoni. anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Sviluppo e produzione di elettrodi
per ECG. Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in
commercio di piastre per elgitrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche
per videa|stampanti, stampanti e relativi materiali di consumo ed accessori |
Manufacture and print of spgcial recording chart papers for industnal, railway, medical use and ticketing also on
behalf of third parties, Manufacture and print of labels and tickets also radio frequency reading/writing (RFID).
Development and mantfacture of creams, gels sterile and not sterile for electromedical and ultrasound
procedures also on behalf|of third parties. Trade and placing on the market of accessories for electromedical
and ulfrasound diagnostic devices and for electromedical equipment. Development and manufacture of
electrods for ECG. Production management and placing on the market of electrads for ECG. Placing on the
market of electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for
vidgoprinters, printers and related consumable and accessories

Ulteriori informazioni riguaridanti I'applicabilita dei requisitl ISO 8001:2008 possono essere ottenute consultando l'organizzaziona
Further clarifications regarging the applicability of ISO 8001:2008 requirements may be obtalned by consulting the organization
IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT [SSUE EXPIRY == 1
2002-11-26 2017-10-13 2020-10-07 /.’{-.4‘_
N
L'Organizzaziane dovra oltenere |a certificazione secando fa norma (SO 8001:2015 entro i 2013#/}'@4&*5?
{ i

in caso contrario, il presente cerificato cessera [a propria validila in tale data J{ e Y
The Organization shall obtaln the certification according to IS0 9001:2016 within 20131094’{.-4."
otherwise the validity of this cerlificate will expire il =

IMQ S.p.A - VIA QUINTILIANC, 43 - 20138 MILANO ITALY
Management Systems Division - Flaylo Ornago

Data di scadenza del precedente ciglo di certificazione: 2017-10-07
Dala di conclusione dell'audit di rinnove: 2017-10-11
Dala della decisione di rinnovo: 2017-10-13

Signatory of E4, K and ILAC Mutval Recognition Agreasments

| IAF: ﬂ- 09, 19. 29 WWW,GISG.Com
i
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EMAS NGO, PRD N*0058, PRS N*0BOC | pracesal dicandkitii o satlod WAF soiolinsall reulans non snocia copart] da ageredtamenta imi.it ifica: ‘dei slstemi di i i
159 NEUS3E, LAB N0 21, LAT No021 | Processes ralated fo underlined INF secisns are ol yel covered by sceredintion : .t"ww"mq £ Certificaziune dei slstemi di gestione aziendala,
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& ITALCERT

CERTIFICATO N° 505DMO05
CERTIFICATE N° 505DM05 -
Si certifica che il
this is ta certify that

Sistema di Gestione per la Qualita

messo in atto da
{.'np{emempd by

NUOVA APTACA Sir.ll

-._Vra Monte Biancao, 4 — IT 20900 MONZA (MB)

nella Sede Operativadi -
QOperative.Unit

Reglone Monférte, 30 - IT 14053 CANELLI (AT)

e conforme alla horma
is in compliance with the standard

4
= UNI CEl EN ISO 13485-2016 (ISO 13485- 2016) ;fa ;adt@

k73

peri. seguentl Processi
concerning the {m‘ owing kmds of Processes

Progettaztone e fabbrlcaZIOne d| dlSpOS[tIVI med1c0 dtagnostta per laboratori di anal

c

ommeruallzzazmne di d|sp05|t|V| medici e diagnostici in vitro,

Management of manufacturing and placing on the market of sterile tampons for sump!’mg of biological specimens in

natural orifice and|i

in surqtcaz‘ field. Design and manufacturmg of diagnostic medical devices for analysis (abaratories.
Marketing of medical and diagnostic a’ewces in, wtro

Il preserite Certificato é soggetto al rispetto delle ccnd|zron| stabllite dai Itegolamcnli per la :mnr cazione in vigore applicabili.

This Lc'!ufmm shioll salisfy the wqu ﬁ“mm!i‘ Pslﬁb\‘.’shed in the Rules for the {\emfunhc.nfu forve applicabie,

In caso ch discordanza tra le Ilngue utilizzate nella lraduzuane del contenuto del presente; certificato, fare riferimento alla lingua italiana

I

Data di Prima Emissione
First fssue Date

2007-10-30

ITALCERT S, | Viale

cuses of discropancy between the r{:mum:.'er st 2 fanglation of fhe;m’mmfihfi f‘ff!!rcm’c please yofer 1o the lalian languoge:

LAMMr,_'_..I"f (6]
B MANAGJ'NG DH?E(]'OR

Dr. Ing Roberto Cusolrto

Data di Prima Emissione ITALCERT i1 Data di Rmnovo Data di Dehbera w0 Data di Scadenza
“. FirstIssue Date IIAFCF BT Renewal Date~". Deliberation Date*., SN Expiration Date
2011-10-30 . 2017-10-30 2019-01-04 ' 2020-10-29

ACCREDIA "ﬂ

LENTE ITALIANG D) ACCREENTAMENTO

560 N° 0234 AN
Mombra degi Accosdl d] Muluo ficonoscimento £A, TAF o ILACS 7 Lk H Il
Stgnatery of G4 TAT and JLAT Mulial REcopmtinn Agresiments A \

Sarca 336 20126 Milanc (M1) | tel. +39 0266104876 | fax. +39 0256101479]wuvw|talcemt||talcertsrl@1egalmalllt
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e This cert

f

Certificate JP06/040143

The management system ojf

ERMA INC.

Head Office - 2-31-6 Yushima, Bunkyo-ku, Tokyo, 113-0034 Japar;ﬁ

has been assgssed a?d certified as meeting the tequifernerts of

IS0 13485:2016
EN ISO 13485:2016

he scope of registration appears on page 2 of this certificate.

cate is valid from 16 November 2018 until 16 November 2021 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 16 November 2021

Issue 9. Certified since 16 November 2006

“This is a multi-site certification,
Additional site details are listed on the subsequent page.

Aulharised by

| 5GS United Kingdom Ltd
Rossmoré Business Park Ellesmere Port Cheshire CHE5 3EN UK
t+44.(0)151 350-6666 f-+44 (0)151 350-6600 www.sn3.com

|
HC 86 13435 2016 0118 M2

Page 1 of?

MANAGEMENT
SYSTEMS

0005
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N - EC Certificate TUVRheinland |
f ]urectlve 93/42/EEC Annex I, excludmg Sectlon 4 .
" Full Quality Assurance System : ! |
Medical Devices
|

e

Registration No.: HD 60128770 0001
Report No.: 12022723 004

Manufacturer; MediPurpose Pte. Ltd.

| 10 Anson Road .
#12-08 International Plaza
Singapore 079903 !

Singapore
Products: Safety Lancets and Safety’'Scalpels
. Expiry Date: 2020-04-26 !

The Notitied Body hereby declares that the requirements of Annex |l excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established 1 |

and applles a quality assurance system, which is subject to periodic sutveillance, defined by Annex !‘I

o

i
sectlcn 5 of the afprementioned directive. For placing on the market of élass ill devices covered by
this ceritificate an |EC design-examinatlon certificate accordlng to Annex‘ I, section 4 is required.
. pihes e e
| P
‘ W Notified Body
Effective Date: 2018-08-03 o\ |
fuech )7\ | :
pelai S 7
] i\ Tihiven
oo fos B sl o\ IR oo
; oy BESC. M. Aihara
I V" “igrpnn® "”/ S/
TOV FILL' einland LGA Products GmbH - TlllystraBe 2 - 90431 Nirnberg — |
TOVR gt

einland LGA Products GmbH is a Notified Body accordlng to Directive 93/4._/EEC. wh UJZ’.‘P‘
concerning medicai devices with the identlflcatlon number 0197. gt

|
r
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