=
<
(]
™
e
oe
[
(]
¢
(=
=
<
)
™
o
ec
Lit
(]
*
f—
=L
=
=
©
>
o
o
(82}
]
4
I
!

i
»a=2 e

)

1
1

A

ZERTIFIKAT & CERTIFICATE o

*7’% ‘)Al’s’\(* Benannt durch/Designated b

~

Zentralstelle der Lander

* *
<'A‘s, é; Y fur Gesundheitsschutz
é *

bei Arzneimitteln und
Medizinprodukten

o *s’kf* ZLG-BS-244.10.08

EC Certificate

; i Digitally signed by Ceaicovschi Tudor
g(odu_cuon %”;“Eté Assu';\jncf‘:’ S;y;tem MDD), RiE30706.10 13:11:35 EEST
irective 93/42/EEC on Medical Devices ( ), ROBEX MoldSign Signature

(Devices in Class lla, lIb or 1lI) Location: Moldova

No. G2 044963 0035 Rev. 01

www.zlg.de

Manufacturer: Fazzini s.r.l.
SS Padana Superiore 317
20090 Vimodrone (M)

ITALY
Product Suction pumps, Powered nebulisers, diaphragm, piston and
Category(ies)' ultrasonic, Rebreathing bags and anesthesia masks,

Reanimation bags and face masks, Nasal cannula and
connecting tubes for oxygen and aerosol therapy

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class IIb and Ill devices an additional Annex Il certificate is mandatory. All applicable
requirements of the testing and certification regulation of TUV SUD Group have to be complied with.
For details and certificate validity see: www.tuvsud.com/ps-cert?qg=cert:G2 044963 0035 Rev. 01

Report No.: ITA1466063
Valid from: 2021-03-29
Valid until: 2024-05-26

Date, 2021-03-29 c
'@)‘L\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 + 80339 Munich + Germany



http://www.tuvsud.com/ps-cert?q=cert:G2%20044963%200035%20Rev.%2001

EG-Zertifikat TUVRheinland

Richtlinie 93/42/EWG Anhang Il, ohne Abschnitt 4
Vollstindiges Qualititssicherungssystem
Medizinprodukte

Registrier-Nr.: HD 1082891-1

Hersteller: MELAG Medizintechnik GmbH & Co. KG
(Geneststr. 6-10
10829 Berlin

Deutschland

Produkte: Aktive Gerate zur Desinfektion und Sterilisation
Einbezogene Produktgruppen:

- Careclave

- Cliniclave

- MELAtronic

- MELAquick

- MELAtherm 10

- Premium-Plus-Klasse
- Profi-Klasse

- S-Klasse

Hiermit erklért die Benannte Stelle, dass die Anforderungen nach der Richtlinie 93/42/EWG Anhang Il
chne Abschnitt 4 fir die aufgeflhrten Produkte erfilllt sind. Der oben genannte Hersteller hat ein
Qualitatssicherungssystem eingefihrt und wendet es an. Dieses Qualitdtssicherungssystem ist
Gegenstand einer regeimafigen Uberwachung nach Anhang Il Abschnitt 5 der oben genannten
Richtlinie. Um Medizinprodukte der Klasse |ll, die Gegenstand dieses Zertifikates sind, auf den Markt
zu bringen, ist eine EG-Auslegungsprifbescheinigung nach Anhang ll Abschnitt 4 erforderlich.

Bericht Nr.: 3327953-90

Glltig ab: 28.01.2021
Giltig bis: 26.05.2024
Datum: 28.01.2021

B chner
TUV Rheinland LGA Products GmbH
TillystraBe 2 - 90431 Nurnberg - Deutschland

TUV Rheintand LGA Products GmbH ist eine Benannte Stelle nach Richtlinie 93/42/EWG Uber Medizinprodukte

mit der Kennnummer 0197.
Seite 1 von 2




EG-Zertifikat TUVRheinland

Richtlinie 93/42/EWG Anhang ll, ohne Abschnitt 4
Vollstindiges Qualititssicherungssystem

Medizinprodukte

Registrier-Nr.: HD 1082891-1

Hersteller: MELAG Medizintechnik GmbH & Co. KG
Geneststr. 8-10
10829 Berlin
Deutschland

Der Geltungsbereich der Zertifizierung umfasst die folgenden Standorte:
Nr. Standort Geltungsbereich

101 MELAG Medizintechnik GmbH & Co. KG  Entwicklung und Hersteliung
Geneststr. 6-10
10829 Berlin
Deutschland

102 MELAG Medizintechnik GmbH & Co. KG  Entwicklung und Herstellung
Geneststr. 2
10829 Berlin
Deutschiand

Bericht Nr.: 3327953-90
Gultig ab: 28.01.2021
Glltig bis: 26.05.2024
Datum; 28.01.2021

Dipl.-Ing. A. Fechner
TUV Rheinland LGA Products GmbH
Tillystrate 2 - 90431 NlUrnberg - Deutschland

TUV Rheinland LGA Products GmbH ist eine Benannte Stelle nach Richtlinie 93/42/EWG iiber Medizinprodukte

mit der Kennnummer 0197,
Seite 2 von 2




CISQ is a member of

—TaNet —

R )
"HE u rnmmnrm CERTIFICATION NETWOI ﬁk

www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
z % Systemn Certification in the world,
www.imq. it IQNet is composed of more than 30 bodies and counts

C E RTI F ICATO N . owver 150 subsidiaries all over the globe.
CERTIFICATE N. 9190.CRC3

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

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

UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

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

ISO 9001:2015
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 e 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. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di
piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video
stampanti, stampanti e relativi materiali di consumo ed accessori
Manufacture and print of special recording chart papers for industrial, 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 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. Manufacture of electrods for ECG.
Production management and placing 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

Ulteriori informazioni riguardanti I'applicabilita dei requisiti 1ISO 9001:2015 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained 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 ISSUE EXPIRY
2002-11-26 2020-08-29 2023-10-07

IMQ S.p.A_ - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

ACCREDIA X, |, \““Q

SGQ N° 005 A

FEDERAZIONE

CISQ

WWW.CIsg.com

Lo vahdts del cerificatn & subordinata a sorveghanza annuale & tessme compielo
del Sistema o Gestiane con peris nunnale

Thie vlidiy of Ahe cerficats is submMted 1o annusal audt and o eassRarmant Organismo di Certificazione Federato CISQ CISQ & |a Federazione Italiana di Organismi di
af the arfira management System wiinin tres years www.img.it Certificazione dei sistemi di gestione aziendale,
CISQ is the Italian Federation of management

system Certification Bodies.




CISQ is a member of

'.THE INTERNATICHAL L-:"-i I'I[-I(:AI'IIEI.'J NEWJ"_'[‘-\D-
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
= . System Certification in the world.
www., II'T'Iq, “ IQNet is composed of more than 30 bodies and counts

ALLEGATO N . 91 90 .C R03_1 over 150 subsidiaries all over the globe,
ANNEX N.

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

Attivita:
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 e 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. Produzione di elettrodi per ECG. Gestione della produzione ed immissione
in commercio di elettrodi per ECG. Immissione in commercio di piastre per elettrobisturi e defibrillatori.
Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi
materiali di consumo ed accessori.

Manufacture and print of special recording chart papers for industrial, 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 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. Manufacture of electrods for ECG. Production management and placing 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

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AlM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRS| AL CERTIFICATO N. 9180.CRC23
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-08-29 2023-10-07

—

IMQ S.pA. —VIA%N/TILIANO. 43 - 20138 MILANO ITALY
Management Systems Divisicn - Flavio Ornago FEDERAZIONE

Il presente documenta integra il certificalo n 9180 CRC3
ACCRED EA ( This document 15 A part of cenificate n 9190, CRCA
L} .
“

IAF: 07, 09,19, 29, 12

CISQ

SGQ N° 005 A www.cisg.com

LT (ALK 0 ACTRTMTAMITD

o8 ) Mg o ; ube a sarveglian uale & rigs complel i
Her :a:lg ;T_.:E La validita del & T::rllzu;.:lll:a.‘uI:.“I:‘:r:la Za annuale e rigsama completo Organisma di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di

ar E4, nac Tha validity of submed la annual aust and a raassassmant www.imgq.it Certificazione dei sistemi di gestione aziendale.
Aecagnition Agresments of Ihe enfire management System wilken theas yaars CISQ Is the [talian Federation of management
systam Certification Bodies.




CISQ is a member of

he YONAL CERTIFICATION NETHORK
www ignet-certification.com
IQNet, the association of the world's first class
certification bodies, is the largest provider of management
z 3 System Certification in the worid,
WWW‘Imq‘ it IQNet s composed of more than 30 bodies and counts

ALLEGATO N i 91 90 -C RC3_2 over 150 subsidiaries all over the globe,
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Attivita:
Activities:;

Produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi
Manufacture of creams, gels sterile and not sterile for electromedical
and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA' OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9190.CRC3
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-09-29 2023-10-07

IMQ S.p.A - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Omago

Il presente do integra il certificalo n. 2180 CRC3
ACCREDIA \ This document is a part of certificate n, 3120 CRC3
L 3
-

FEDERAZIONE

CIs@

LVENTE [TAshi0 ENLAAENTO
IAF: 12
SGQ N° 005 A Www.cisq.com
! Stam 8t Gustions ccn peratiats ety 4% ¢ (#SETE SO Organismo di Certificarione Federato CISQ  CISQ é la Federazione Italiana di Organismi di
ity ot fhe ceniNcats itiind www.img.it Certificazione dei sistemni di gestione aziendale.

The validty of {he cemiicate s submitted tn annual audt and & resssessmant

ofthe entire managemant Systam withip three yaars CI5Q is the [talian Federation of management

system Certification Bodies.
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization.

CERACARTA SPA

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)
has implemented and maintains a

Quality Management System

for the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
Jrequency reading/writing (RFID). 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. Manufacture of electrods for ECG. Production management and placing
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
Further clanfications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard:
ISO 9001:2015

Issued on: 2020 - 09 - 29
Expires on: 2023 - 10 - 07

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 - 112265

_— ) |

Alex Stoichitoiu Ing. Mario Romersi
President of IONET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Jtaly
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group US4
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI freland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia S Israel S1Q Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com




ClSQ is a member of
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r AL INTERNATK H-ll f EATWICATION NETWDRK
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
" iz System Certification in the world.
www.img.it IGNet is compased of more than 30 bodies and counts

CERTI FICATO N . over 150 subsidiaries all over the globe,
CERTIFICATE N. 9124.CRC4

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

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

UNITA"' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

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

ISO 13485:2016

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche conto terzi. Produzione e
stampa di etichette ad uso medicale. Sviluppo e 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. Produzione di elettrodi per ECG. Gestione della
produzione ed immissione in commercio di elettrodi per ECG, Immissione in commercio di piastre per elettrobisturi e
defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi materiali di
consumo ed accessori per uso medicale
Manufacture and print of special 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. Manufacture of electrods for ECG. Production management
and placing 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

Ulteriori informazioni riguardanti 'applicabilitad dei requisiti 1ISO 13485:2016 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of /SO 13485:2016 requirements may be obtained 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 ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.pA. -VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

FEDERAZIONE

cIsQ

ACCREDIA X

VINTE ALIANE D ACCMDTTARMUNTT

sorvegliunzd annuak e fiesame completo

e www.cisg.com

| auid® and & reansessment

SGQ N7 005 A

Tire manageme

Organismo di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
www.img.it Certificazione dei sistemi di gestione aziendale.
CISQ is the [talian Federation of management

system Certification Bodies.




CISQ is a member of

S THE INTERNATICHAL CEATIRCATION NETWORK
www.ignet-certification.com

1QNet, the association of the world's first class
certification bodies, is the largest provider of management

. . System Certification in the world.
www.imq.it IQNet is compased of mere than 30 badies and counts
aver 150 subsidiaries all over the giobe.
ALLEGATO N. 9124.CRC4-1 '
ANNEX N.
CERACARTA SPA

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

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche
conto terzi. Produzione e stampa di etichette ad uso medicale. Sviluppo e 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. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in
commercio di piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti,
carte fotografiche per video stampanti, stampanti e relativi materiali di consumo
ed accessori per uso medicale
Manufacture and print of special 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. Manufacture of electrods for ECG.
Production management and placing 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

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA" OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 8124 CRC4
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRCH4

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIAND, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Omago FEDERAZIONE

Il presente documenta integra il cedificato n, 9124 CRC4 I M Q
ACC RE D IA & This document is a part of cedificate n. 9124 CRC4
~

CISQ

o www.cisg.com
SGQ N 005 A La validia del cemtficata & subordimata G:r\nglnnza annuale e nesame completo
del Gistema di Gestione con pencdicta tnennale " . g r. 3 .8 e . o
Mermbra degh Accordi di Mubuo ittt s S Organismo di Certificazione Federato CISQ  CISQ & |a Federazione Italiana di Organismi di
14 0 III.‘»\_E of the entee management Systam within Ihres yeass www.imq.it Certificazione del sistemi di gestione aziendale.

LML ITALIAO 06 ATRIDATASENTD

CIS3 is the Italian Federation of management
system Certification Bodies.




CISQ is a member of
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3 THE IN Il—.i‘iNA-f \'."‘-J&I l_'.} Hl'lrlf_'.ﬂTlrJH NETWORK
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
s P System Certification in the world,

Www. tmq It IQNet s composed of more than 30 bodies and counts

ALLEGATO N 91 24.CRC4‘2 over 150 subsidiaries all over the globe.
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi
Manufacture of creams, gels sterile and not sterile for electromedical
and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA' OPERATIVA NELL AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/QPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9124 CRC4
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRC4

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.pA - VIAQUINTILIANO, 4%- 20138 MILANO ITALY

Management Systems Divisicn - Flavio Omago

FEDERAZIONE

This document is & part of cedificate n. 9124 CRC4
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EC CERTIFICATE

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding (4)

No. 5-871-200-1911

The Directorate of Device Testing and Clinical Engineering (EMKI)

certifies that the manufacturer:

MEDIMA Sp. z 0. 0. -

AL Jerozolimskie 200 m e I m a
02-486 Warsaw

Poland

for the products / product categories:

Syringe infusion pumps

Volumetric infusion pumps
Docking stations for infusion pumps
Infusion sets

Medical software

applies a quality system which meets the requirements of Directive 93/42/EEC concerning medical
devices, Annex II.
Registry number of the related audit report:  42-131-2007

This certificate is valid until 2024-05-26 supposed that the results of the regular yearly surveillance
audits are satisfactory.

Issued by EMKI as a Notified Body with identification number 1011.

This certificate is valid only with the attachment.

Budapest, 2019-11-20

Head of EMKI EMKI 2263

The authenticity and validity of the certificate are verifiable at EMKI.

Eszk6zmindsit6 és Korhaztechnikai Igazgatosag

Directorate of Device Testing and Clinical Engineering I

H-1097 Budapest, Albert Floridn at 3/A, Telefon: +36 20 268 75 95, Fax: +36 1 886 93 33 EI I KH
E-mail: cert@emki.hu, Web: www.emki.hu

H-1051 Budapest, Zrinyi u. 3. (1372 P.O. Box 450.)
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ATTACHMENT TO EC CERTIFICATE

Page 1 of 1

Additional information for Certificate 5-871-200-1911

The certificate is valid for the following manufacturing site:

MEDIMA Sp. zo. 0.
Al. Jerozolimskie 200
02-486 Warsaw
Poland

The certificate is valid for the following models:

Syringe infusion pumps:
S100, S200, S300, S300 PCA

Volumetric infusion pumps:
P, P1, P2, P100, P200, P300

Docking stations for infusion pumps:
DS302, DS304, DS306, DS308

Infusion sets:
Medima Line S
Medima Line L
Medima Line B
Medima Line

Medical software:
Medima User ToolBox
Medima Service ToolBox
MedimaNet

The detailed description of the products is kept by EMKI under No. 42-131-2007.

Issue: 1 Date: 2019-11-20 First issued: 2019-11-20

Eszkozmindsitd és Korhaztechnikai Igazgatosag

Directorate of Device Testing and Clinical Engineering I

H-1097 Budapest, Albert Floridn at 3/A, Telefon: +36 20 268 75 95, Fax: +36 1 886 93 33 EI I KD
E-mail: cert@emki.hu, Web: www.emki.hu

H-1051 Budapest, Zrinyi u. 3. (1372 P.O. Box 450.)
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‘ Nr. 50 100 5990/A Rev.005
g SI ATTESTA CHE/ THIS IS TO CERTIFY THAT
< IL SISTEMA DI GESTIONE PER LA QUALITA DI
— THE QUALITY MANAGEMENT SYSTEM OF
-
|—
o FAZZINI S.r.l.
LL]
-
SEDE LEGALE E OPERATIVA:
’ REGISTERED OFFICE AND OPERATIONAL SITE:
- STRADA STATALE PADANA SUPERIORE 317
o T - 20090 VIMODRONE (M)
—
e E CONFORME Al REQUISITI DELLA NORMA
E HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF
Q.
= UNI EN ISO 9001:2015
’ QUESTO CERTIFICATO E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS CERTIFICATE IS VALID FOR THE FOLLOWING SCOPE OF APPLICATION
VEDI ALLEGATO 1
SEE ANNEX 1
Per I'Organismo di Certificazione Validita /Validity
For th.? Certification Body ..........................................................................................
ACC RE D |A TUV ltalia S.r.l. Dal / From: 2021-11-29
ENTE ITALIANO DI ACCREDITAMENTO 3 Al/ To: 2024-06-14
SGQ N° 049A
I\E/I:rr:z?;dlef:é\ccordi di Mutuo Riconoscimento [ |' Data emissione /
soatoyolEA hEanaiAc el | 2. 2o §a ___________________________________________________________________________ Issuing Date
Recognition Agreements FranceSCO Scarlata
Direttore Divisione Business Assurance 2021-11-29

Business Assurance Division Manager

PRIMA CERTIFICAZIONE/ FIRST CERTIFICATION: 2006-07-02

DATA DI SCADENZA DELL’'ULTIMO CICLO DI CERTIFICAZIONE 2021-06-14
EXPIRATION DATE OF THE LAST CERTIFICATION CYCLE: 2021-06-14

“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE”
“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”
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ALLEGATO 1 AL CERTIFICATO NR 50 100 5990/A Rev.005
ANNEX 1 TO CERTIFICATE NO 50 100 5990/A Rev.005
paginaldil/pagelofl

IL CERTIFICATO NR 50 100 5990/A Rev.005 E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE:
THE CERTIFICATE N 50 100 5990/A Rev.005 IS VALID FOR THE FOLLOWING SCOPE:

Progettazione, gestione della fabbricazione, immissione in commercio e assistenza
post vendita di dispositivi attivi chirurgici (aspiratori chirurgici), dispositivi non attivi
per terapia intensiva (aspiratori chirurgici manuali), dispositivi attivi per la respirazione
(aerosol) e loro accessori. Gestione della progettazione e della fabbricazione,
Immissione in commercio e assistenza post vendita di dispositivi non attivi con
funzione di misura (sfigmomanometri, bilance), dispositivi non attivi per I’anestesia e
I’emergenza e la cura intensiva (palloni, accessori per respirazione, anestesia ed
aerosolterapia, immobilizzatori, laringoscopli endotracheall, set di pronto soccorso,
barelle), dispositivi non attivi ortopedici e per la riabilitazione (ausili per disabili e
riabilitazione), strumenti chirurgici non attivi, strumenti chirurgici attivi (elettrobisturi),
dispositivi non attivi (dispositivi ospedalieri ed ambulatoriali per Il supporto e la
movimentazione del paziente e accessori, stetoscopl), dispositivi attivi non
impilantabili e relativi accessori e di dispositivi attivi per monitoraggio
(elettrocardiografi, pulsossimetri, monitor, bilance). Commercializzazione e assistenza
post vendita di dispositivi non attivi per I’anestesia e I’emergenza e la cura intensiva
(accessori per respirazione ed anestesia, accessori per medicazioni e per prelievi),
dispositivi attivi per il posizionamento ed Il trasporto del paziente (tavoli operatori),
dispositivi attivi per larespirazione (accessori per respirazione), dispositivi attivi per la
disinfezione e sterilizzazione (sterilizzatrici), dispositivi per I’elettrochirurgia, la
stimolazione o l'inibizione (stimolatori), dispositivi non attivi con funzione di misura
(termometri), di dispositivi attivi per monitoraggio (termometri, misuratori di
pressione) e di arredi per ufficio (IAF 19, 29)

Design, manufacturing management, trade and after sales service of active surgical
devices (suction pumps), non-active devices for intensive care (manual suction
pumps), active devices for breathing therapy (aerosol) and their accessories.
Management of design and manufacture, trade and after sales service of non-active
devices with a measuring function (blood pressure monitors, scales), non-active
devices for anesthesia, emergency and intensive care (balloons, accessories for
breathing, anesthesia and aerosol therapy, immobilizers, laryngoscopes endotracheal,
first aid kit, stretchers), non-active devices for orthopedic and rehabilitation (aids for
the disabled and rehabilitation), non-active devices surgical instruments, active
surgical instruments (electrocautery), non-active devices (devices for hospital and
ambulatory for the support and the movement of the patient and accessories,
stethoscopes), active non implantable device and related accessories and of active
devices for monitoring (electrocardiographs, pulse oximeters, monitors, scales). Trade
and after sales service of non-active devices for anesthesia, emergency and intensive
care (accessories for breathing and anesthesia, dressing and accessories for
withdrawals), active devices for positioning and patient support (operating tables),
active devices for respiration (breathing accessories), active devices for disinfection
and sterilization (sterilizers), devices for electrosurgery, stimulation or inhibition
(stimulators), non-active devices with a measuring function (thermometers), active

devices for monitoring (thermometers, blood pressure monitors) and office furnitures
(IAF 19, 29)
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Per 'Organismo di Certificazione Validita /Validity
For the Certification Body

TUV ltalia S.r.l. Dal / From: 2021-11-29
ACCREDIA & dalla r a rom

L'ENTE ITALIANO DI ACCREDITAMENTO AI / TO: 2024'06'14
SGQ N° 049A
Membro degli Accordi di Mutuo Riconoscimento [ -fl‘_ﬂc Data em.iSSiOne /
A, IAF & ILAC 2. ctp1r 0 > Issuing Date
Slgnatory of EA’ |AF and ”_AC Mutual .........................................................................................................................................................................................
Recognition Agreements Fra.n ceSCo SC al I ata

Direttore Divisione Business Assurance 2021-11-29
Business Assurance Division Manager

PRIMA CERTIFICAZIONE/ FIRST CERTIFICATION: 2006-07-02

DATA DI SCADENZA DELL’'ULTIMO CICLO DI CERTIFICAZIONE 2021-06-14
EXPIRATION DATE OF THE LAST CERTIFICATION CYCLE: 2021-06-14

“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE”
“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

ZERTIFIKAT € CERTIFICATE @

TOV ltalia ® Gruppo TOV SUD  Via Carducci 125, Pal. 23 o 20099 Sesto San Giovanni (M) » ltalia ® www.tuvsud.com/it  TUV®
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‘ Nr. 50 100 5990/B Rev.008
g SI ATTESTA CHE / THIS IS TO CERTIFY THAT
<L IL SISTEMA DI GESTIONE PER LA QUALITA DI
— THE QUALITY MANAGEMENT SYSTEM OF
[
— FAZZINI S.r.l.
LLl}
O SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE:
STRADA STATALE PADANA SUPERIORE 317
f— IT - 20090 VIMODRONE (MI)
T
2
— E CONFORME Al REQUISITI DELLA NORMA
e HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF
—
~ UNI CEI EN ISO 13485:2016
cuj SISTEMI QUALITA — DISPOSITIVI MEDICALI
QUALITY SYSTEMS — MEDICAL DEVICES
‘ QUESTO CERTIFICATO E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS CERTIFICATE IS VALID FOR THE FOLLOWING SCOPE OF APPLICATION
VEDI ALLEGATO 1
SEE ANNEX 1
Per I'Organismo di Certificazione Validita /Validity
For th.? Certification B()dy ..........................................................................................
ACC RE D |A \ TUYV ltalia S.r.l. Dal / From: 2021-11-29
’ENTE ITALIANO DI ACCREDITAMENTO y - Al/ To: 2024-06-14
SGQ N° 049A
Membro degli Accordi di Mutuo Riconoscimento i ] ] ]
EA, IAF e ILAC ﬂh § | Data emissione / Issuing Date
Signatory of EA, IAF and ILAC Mutual K. 5. 6 BT e e :T-lt-!-.r.’f ................................................................................................................
Recognition Agreements Francesco Sca”ata

Direttore Divisione Business Assurance 2021-11-29
Business Assurance Division Manager

PRIMA CERTIFICAZIONE/ FIRST CERTIFICATION: 2006-07-02

DATA DI SCADENZA DELL’'ULTIMO CICLO DI CERTIFICAZIONE 2021-06-14
EXPIRATION DATE OF THE LAST CERTIFICATION CYCLE: 2021-06-14

“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE”
“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

¢
i
-
<L
-
=
-
oc
LL)
-
¢
-
<l
-
=
-
oc
L
N

TOV ltalia ® Gruppo TOV SUD  Via Carducci 125, Pal. 23 o 20099 Sesto San Giovanni (M) » ltalia ® www.tuvsud.com/it  TUV®




ltalia

ALLEGATO 1 AL CERTIFICATO NR 50 100 5990/B Rev.008
ANNEX 1 TO CERTIFICATE NO 50 100 5990/B Rev.008
paginaldil/pagelofl

IL CERTIFICATO NR 50 100 5990/B Rev.008 E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE:
THE CERTIFICATE N 50 100 5990/B Rev.008 IS VALID FOR THE FOLLOWING SCOPE:

Progettazione, gestione della fabbricazione, Immissione in commercio e assistenza
post vendita di dispositivi attivi chirurgici (aspiratori chirurgici), dispositivi non attivi
per terapia intensiva (aspiratori chirurgici manuall), dispositivi attivi per la respirazione
(aerosol) e loro accessori. Gestione della progettazione e della fabbricazione,
Immissione in commercio e assistenza post vendita di dispositivi non attivi con
funzione di misura (sfigmomanometri, bilance), dispositivi non attivi per I’anestesia e
I’emergenza e la cura intensiva (palloni, accessori per respirazione, anestesia ed
aerosolterapia, immobilizzatori, laringoscopli endotracheall, set di pronto soccorso,
barelle), dispositivi non attivi ortoped|C| e per la riabilitazione (ausili per disabili e
riabilitazione), strumenti chirurgici non attivi, strumenti chirurgici attivi (elettrobisturi),
dispositivi non attivi (dispositivi ospedalieri ed ambulatoriali per il supporto e la
movimentazione del paziente e accessorl, stetoscopi), dispositivi attivi non
Impilantabili e relativi accessorl. Gestione della progettazione e della fabbricazione,
Immissione in commercio e assistenza post vendita di dispositivi attivi per
monitoraggio (elettrocardiografi, pulsossimetri, monitor, bilance).
Commercializzazione e assistenza post vendita di dispositivi non attivi per |’anestesia
e I’emergenza e la cura intensiva (accessori per respirazione ed anestesia, accessor|
per medicazioni e per prelievi), dispositivi attivi per Il posizionamento ed Il trasporto
del paziente (tavoli operatori), dispositivi attivi per la respirazione (accessori per
respirazione), dispositivi attivi per la disinfezione e sterilizzazione (sterilizzatrici),
dispositivi attivi per monitoraggio (termometri, misuratori di pressione), dispositivi per
I’elettrochirurgia, la stimolazione o l'inibizione (stimolatori), dispositivi non attivi con
funzione di misura (termometri)

Design, manufacturing management, trade and after sales service of active surgical
devices (suction pumps), non-active devices for intensive care (manual suction
pumps), active devices for breathing therapy (aerosol) and their accessories.
Management of design and manufacture, trade and after sales service of non-active
devices with a measuring function (blood pressure monitors, scales), non-active
devices for anesthesia, emergency and intensive care (balloons, accessories for
breathing, anesthesia and aerosol therapy, immobilizers, laryngoscopes endotracheal,
first aid Kkit, stretchers), non-active devices for orthopedic and rehabilitation (aids for
the disabled and rehabilitation), non-active surgical instruments, active surgical
Instruments (electrocautery), non-active devices (devices for hospitals and ambulatory
for the support and movement of the patient and accessories, stethoscopes), non-
active Implantable devices and related accessories. Management of design and
manufacture, marketing and after sales service of active devices for monitoring
(electrocardiographs, pulse oximeters, monitors, scales). Trade and after sales service
of non-active devices for anesthesia, emergency and intensive care (accessories for
breathing and anesthesia, dressings and accessories for withdrawals), active devices
for positioning and patient transport (operating tables) , active devices for respiration
(breathing accessories), active devices for disinfection and sterilization (sterilizers),
active devices for monitoring (thermometers, blood pressure monitors), devices for
electrosurgery, stimulation or inhibition (stimulators), non active devices with a
measuring function (thermometers)
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Per 'Organismo di Certificazione Validita /Validity
For th.? Certification Body
ACC RE D |A \ TUV ltalia S.r.l. Dal / From: 2021-11-29
L'ENTE ITALIANO DI ACCREDITAMENTO Al/ To: 2024-06-14
SGQ N° 049A
Membro degli Accordi di Mutuo Riconoscimento ! _ i :
EA, IAF e ILAC Data emissione / Issuing Date
Signatory of EA, IAF and ILAC Mutual ... ¥... J/.Z'\. E;-h-" ................................................................................................................
Recognition Agreements Francesco Scarlata

Direttore Divisione Business Assurance 2021-11-29
Business Assurance Division Manager

PRIMA CERTIFICAZIONE/ FIRST CERTIFICATION: 2006-07-02

DATA DI SCADENZA DELL'ULTIMO CICLO DI CERTIFICAZIONE 2021-06-14

EXPIRATION DATE OF THE LAST CERTIFICATION CYCLE: 2021-06-14
“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE”

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

TOV ltalia ® Gruppo TOV SUD  Via Carducci 125, Pal. 23 o 20099 Sesto San Giovanni (M) » ltalia ® www.tuvsud.com/it  TUV®

ZERTIFIKAT € CERTIFICATE @




'*-\
Ny EC Declaration of Conformity

{Following the prowvisions of the medical devices directive 93/42/EEC and of the directive

2011/65/€U)
Manufacturer: Authorized EU Representative
GE Medical Systems (China) Co., Ltd GE Medical systems SCS
No 19, Changjiang Road, 283 Rue de la Miniére,
Wuxi National Hi-Tech Dev. Zone 78530 BUC,
214028, Jiangsu, China FRANCE

We hereby declare under our sole responsibility that the class I1b product:

Product Name: 9100c NXT (including accessories and components)
GMDN Code: 37710
UMDNS Code: 10-134

Classification rule {rule 11 acc. to Annex IX of the Directive 93/42/EEC): Ilb

to which this declaration relates is in conformity with the essential requirements which
apply to it (annex Il of the medical devices directive 93/42/EEC). In addition, the product is
in conformity with the requirements of the directive 2011/65/EU on the restriction of the
use of certain hazardous substances in electrical and electronic equipment (as assessed by
the manufacturer).

This conformity is based on the following elements:

* nformation included in the Technical Documentation DOC2024285 of the
product to which this declaration relates

= EC Certificate: approval of full quality assurance system (Annex Il of the
medical devices directive 93/42 EEC) delivered by TUV Rheinland LGA
Products GmbH, Notified Body #0197, Certificate N° HD 60116081 0001

» List of harmonized standards applied for CE marking is in the technical
documentation file for this product

/

/
/ <
nida Morrison  \/ Date

Regulatory Affairs Director

DOC2024286 rev01



EMKI  EMA

ENMIKI

QUALITY MANAGEMENT SYSTEM CERTIFICATE
No. 4-510-135-1911

The Directorate of Device Testing and Clinical Engineering (EMKI)

as a Certification Body with ID No. NAH-4-0096/2016
accredited by the National Accreditation Authority for management system certification

certifies that the quality management system applied by

MEDIMA Sp. z o.0.
Al. Jerozolimskie 200
02-486 Warsaw
Poland

meets the requirements of standard

EN ISO 13485:2016
in the field:

Developing, manufacturing, marketing and service
of syringe infusion pumps, volumetric infusion pumps, docking stations,
medical software and infusion sets

Registry number of the related audit report: 43-131-2007

This certificate is valid until 2022-11-22 supposed that the results of the regular yearly
surveillance audits are satisfactory.

The Company has been certified by EMKI since 2004-11-22.

Budapest, 2019-11-23

EMKI 2266

Head of EMKI

The authenticity and validity of the certificate are verifiable at EMKI.

Eszkdzmingsitod és Korhaztechnikai Igazgatosag

Directorate of Device Testing and Clinical Engineering I

H-1097 Budapest, Albert Flérian at 3/A, Telefon: +36 20 268 75 95, Fax: +36 1 886 93 33 EI I KH
E-mail: cert@emki.hu, Web: www.emki.hu

H-1051 Budapest, Zrinyi u. 3. (1372 P.O. Box 450.)
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