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CERTIFICATO N° 5055GQ06

CERTIFICATE N° 5055GQ06

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

Digitally signed by Ceaicovschi Tudor
Date: 2025.03.25 09:23:47 EET
Reason: MoldSign Signature
Location: Moldova

[MOLDOVA EUROPEANA

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in-compliance with the standard

UNIEN SO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile. Commercializzazione di dispositivi medici invasivi
e non di classe lla, Is, | e diagnostici in vitro. Commercializzazione di articoli da laboratorio.
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.

Design and manufacturing of diagnostic medical devices for laboratories of analysis and.non-sterile class | medical devices.
Marketing of invasive.and non-invasive medical devices.of class lla, Is, | and in vitro diagnostics. Marketing of laboratory items.

Il presente Certificato € soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the certification in force applicable.
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate, please refer to the ltalian language

L'AMMINISTRATORE DELEGATO
MANAGING-DIRECTOR

WLIieL~

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
1998-07-23 2011-10-30 2023-10-24 2026-10-29
Settore IAF 14 - 29 =
ACCREDIA Y

SGQ N° 023A

Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l, | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail.it
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CERTIFICATO N° 505DMO09

CERTIFICATE N° 505DM09

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 = IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in compliance with the standard

UNI CEI EN ISO 13485-2021 (ISO 13485-2016)

per i sequenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile.

Commercializzazione di dispositivi medici invasivi e non di classe lla, Is, | e diagnostici in vitro.
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic-medical devices for laboratories of analysis-and non-sterile class I medical devices.

Marketing of invasive and non-invasive-medical devices of class lla, Is, | and. in-vitro diagnostics.

Il presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established-in-the Rules for the certification in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate, please refer to the Italian-language

L"’AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

WAN'NE

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 2011-10-30 2023-10-24 2026-10-29

ACCREDIA ’“

L'ENTE ITALANO Di ACCREDITAMENTO

SGQ N° 023A
Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail.it



EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Eppendorf Tube
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex II
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data




EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Graduated Pasteur Pipette
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex II
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data




C83 LORNE

LABORATORIES

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number
TPHA Microtitre plate kit 043100A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

| hereby declare that the products listed above comply with the essential
requirements and provisions of Directive 98/79/EC of the European
Parliament and of the Council (also SI 2002 No.618 which transposes the
requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518

= s “ Danehill, Lower Earley | Email: info@lornelabs.com
© «\Q‘ UKAS
{r,.sn“ MANAGENENT

Berkshire RG6 4UT United Kingdom www.lornelabs.com

Wi
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name

Catalogue number

RPR Carbon kit 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

LORNE

LABORATORIES

| hereby declare that the products listed above comply with the essential

requirements and provisions of Directive 98/79/EC of the European

Parliament and of the Council (also SI 2002 No.618 which transposes the

requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis

Technical Director

= v
{r,.sn“ MANAGENENT

Wi
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www.lornelabs.com

Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



(= CERACCRTA .

DECLARATION OF CONFORMITY

Forli, 29" February 2024

Manufacturer: Ceracarta S.p.A.
Address: Via Secondo Casadei, 14 47122 Forli - ITALY
DECLARES
that
THE RECORDING “THERMAL” AND/OR “INK” PAPERS IN THE MEDICAL FIELD
for "ECG", "EEG","CTG" recording, our codes 4495,7970,7971,7868, 7974,7980,7981,7982,
8137,8149, 8543,8545,8549,8574,8575,8576,8580,8583,8602,8603,8625,8689,8722,8723,8901,
8991,9191,9341,9346,9351,9519,9520,9533,10290,10302,10357,10666,10667,10833,10841,11117,
11153,11930, 11972, 11984,11283,11303,11335,11350,11429,11437,11446,11462,11491, 11711,
11744,11792,12009,12223, 12274,12301,12392,12415,12417,12449,12490,12500 12544,12549,
12693,12735,12736,12729,12807,12869, 12894,12963,13002,13007,13085,13097,13211,13335,
13396,13583,13755,13770,13821,13858,13943,15302,15588, 14819,15719,14644,14767,15038,
15580,15830, 15981,14767,14599,16993,14102, 14740, 14679, 16715,
identified and classified in the Technical file ,comply with the directive about medical devices
(DIRECTIVE 93/42/CEE as amended by 2007/47/EC).
In addition to this, we precise that:
- according to the Directive 93/42/EEC the listed products are medical devices belonging to
class I with function of measure;
- they are subject to the regulations of the Attachment | of the above mentioned directive;

- the evaluation of the device was in accordance with Annex V of that Directive, by the certified
body IMQ S.p.A. — CE0051;

Ceracarta S.p.A. Via Secondo Casadei, 14 - 47122 Forli ITALY S m m
Tel: +39.0543780055 Fax: +39 0543781404 mlNet y
Ml X mep

ISO 9001:2008 EN ISO 13485:2012

http:/fwww. ceracarta.it info@ceracarta.it




®

CEROCORTA ..

- Ceracarta S.p.A. has implemented a quality system in accordance with the regulations UNI EN
ISO 9001: 2015 and UNI CEI EN 1SO 13485:2016.

CERACARTA SPA
Bandini Alessandro

Dood B

Ceracarta S.p.A. Via Secondo Casadei, 14 - 47122 Forli ITALY ﬁ m m
_E iNe ;—

Tel: +39.0543780055 Fax: +39.0543781404
http:/fwww. ceracarta.it info@eceracarta.it MGD
ISO 9001:2008 EN ISO 13485:2012




CISQ is a member of

\IMQ

The International Certification Network

www.iIm q . it www.ignet-certification.com

CERTIFICATO N.
CERTIFICATE N. 9190.CRC3

SI 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) Italy

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 /1S 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 ISO 9001:2015 possono essere ottenute consultando '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

26-11-2002 04-10-2023 07-10-2026

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

ACCREDIA &

LENTE TALIANO DI ACCREDITAMENTO

IAF: 07, 09, 19, 29, 12

MS N° 0005MS

La validita del certificato & subordinata a sorveglianza annuale e riesame completo
Membro degli Accordi di Mutuo del Sistema di Gestione con periodicita triennale
Riconoscimento EA, IAF e ILAC The validity of the certificate is submitted to annual audit and a reassessment www.cisq.com
Signatory of EA, IAF and ILAC of the entire management System within three years

Mutual Recognition Agreements
gnien A cisQalaf Italiana di O di

Certificazi dei sistemi di i i cisQ
is the Italian Federation of management system
Certification Bodies.




CISQ is a member of

. 2o,
(]
.
.
The International Certification Network

WWW | mCII'f www.ignet-certification.com

ALLEGATO N. 9190.CRC3-1
ANNEX N.

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC) Italy

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 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
26-11-2002 04-10-2023 07-10-2026

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

Il presente documento integra il certificato n. 9190.CRC3

ACC RE DIA ‘ This document is a part of certificate n. 9190.CRC3

UENTE ITALIANO DI ACCREDITAMENTO

MS N° 0005MS U I T e WWW.Cisq.com

Eﬁmbf° _deg"tACE:“iL‘;i MI“&E La validita del certificato & subordinata a sorveglianza annuale e riesame completo cisQelaF Italiana di O di
iconosdmento EA, e del Sistema di Gestione con periodicita triennale : i i di i iel @

Signatory of EA, IAF and ILAC The validity of the certificate is submitted to annual audit and a reassessment cerl:ﬁu‘:zlltzrl::;m;:gm:;::e:td::teﬁ:sq

Mutual Recognition Agreements of the entire management System within three years
Certification Bodies.



\IMQ

www.imq.it

ALLEGATO N. 9190.CRC3-2
ANNEX N.

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

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
26-11-2002 04-10-2023 07-10-2026

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

Il presente documento integra il certificato n. 9190.CRC3

ACC RE DlA x This document is a part of certificate n. 9190.CRC3
-

LENTE ITALIANO DI ACCREDITAMENTO

. IAF: 12
MS N° 0005MS
Membro degli Accordi di Mutuo La validita del certificato & subordinata a sorveglianza annuale e riesame completo
Riconoscimento EA, TAF e ILAC del Sistema di Gestione con periodicita triennale
Signatory of EA, IAF and ILAC The validity of the certificate is submitted to annual audit and a reassessment

Mutual Recognition Agreements of the entire management System within three years

CISQ is a member of

The International Certffication Network
www.ignet-certification.com

CISQ

WWW.Cisq.com

CisQelaF Italiana di O di
Certificazione dei sistemi di gestione aziendale. CISQ
is the Italian Federation of management system
Certification Bodies.
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Certificate

CISQ/IMQ has issued an IQNET recognized certificate that the organization:

CERACARTA SPA

VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC) Italy
VIA GRAMADORA 12/14 - 47122 FORLI' (FC) Italy

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 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

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 2023/10/04
Expires on: 2026/10/07

Registration Number: IT - 112265-9190.CRC3

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IQNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly €QC China €CQM China C€QS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazii. FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria SllIsrael SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkiye YUQS Serbia

" The list of IGNET Members is valid at the time of issue of this certificate. Updated information is available under wwwi.ignet-certification.com
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CERTIFICATO N, ICIM-9001-004264-06
CERTIFICATE No.

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

VACUTEST KIMA SRL

SEDE CENTRALE / HEADQUARTER

Via dell'Industria, 12 35020 Arzergrande PD IT - Italia

PER LE UNITA OPERATIVE VEDERE L'ALLEGATO
FOR OPERATIVE UNITS SEE ATTACHMENT

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA/ FOR THE FOLLOWING ACTIVITIES

IAF: 14 -17 -19 -29 - 35

Progettazione e produzione di terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi per il
prelievo ematico. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in
plastica per laboratorio analisi, provette con vuoto predeterminato, provette per microprelievi e aghi per prelievo ematico.

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad

iniezione per articoli medicali. Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici.
Sterilizzazione per irraggiamento con raggi Beta in conformita alle norme ISO 11137.

Design and production of culture media for microbiology. Design and production of needles and devices for collection of
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum, test tubes for micro-collection and needles. Design and
production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids and urine.
Design and production of test tubes for micro-collection of haematological samples. Design and production of holders for
vacuum blood collection. Design and production of moulds for plastic labware. Injection moulding of thermoplastic materials
for medical devices. Design and production of diagnostic kits for blood and biological liquids collection. Sterilization by Beta
rays irradiation in compliance with ISO 11137 standards.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per 'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme.

Per informazioni puntuali e aggiomate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE URRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2025 17/01/2028

¥

Vincenzo Delaﬁqua
Rappresentanfe Direzione / Management Representative

ICIM S.p.A.

Piazza Don Enriczfﬁ Mapelli, 75 — 20099 Sesto San Giovanni (Ml)
www.icim.it

ACCREDIA

L'ENTE ITALIANO DI ACCREDITAMENTO

WWWw.cisq.com

MS N° 0004 CISQ é la Federazione Italiana di Organismi di
Cer 1e dei sistemi di i aziendale. CISQ
is the Italian Federation of management system

Certification Bodies.
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ICIM

Allegato al CERTIFICATO N.
Attachment to CERTIFICATE No.

ICIM-9001-004264-06

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

VACUTEST KIMA SRL

Comprende oltre la Sede Centrale citata sul Certificato, anche le seguenti Unita Operative:
In addition to the Headquarter mentioned on the Certificate, it also includes the following Operative Units:

0449CM_06_IT

ACCREDIA

L'ENTE ITALIANO DI ACCREDITAMENTO

MEUS S.R.L.
Via Leonardo da Vinci,
24B-26 35028 Piove di
Sacco PD IT - ltalia

MEUS S.R.L.
Via dell'Industria, 2-16
35020 Arzergrande PD
IT - Italia

ROLL S.R.L.
Via Leonardo da Vinci,
24A 35028 Piove di
Sacco PD IT - Italia

KIMA S.R.L.
Via Leonardo da Vinci,
22 35028 Piove di
Sacco PD IT - Italia

VACUTEST KIMA SRL
Via dell'Industria, 12
35020 Arzergrande PD
IT - ltalia

FIDIMOL S.R.L.
Via del Lavoro, 8 31040
Nervesa della Battaglia

TV IT - Italia

T«
-7

MS N° 0004

Progettazione e produzione di kit diagnostici per
I'analisi del sangue e dei liquidi biologici.
Progettazione e produzione di terreni di coltura
per microbiologia. Progettazione e produzione di
stampi per articoli in plastica per laboratorio
analisi.

Progettazione e produzione di aghi e dispositivi
sterili per il prelievo ematico.

Progettazione e produzione di Holders (camicie)
per prelievo sottovuoto. Progettazione e
produzione di kit diagnostici per I'analisi del
sangue e dei liquidi biologici. Stampaggio di
materie termoplastiche ad iniezione per articoli
medicali.
Commercializzazione di prodotti del Gruppo: kit
diagnostici, terreni di coltura per microbiologia,
articoli in plastica per laboratorio analisi, provette
con vuoto predeterminato, provette per
microprelievi e aghi per il prelievo ematico.
Progettazione e produzione di provette con vuoto
predeterminato ad uso prelievo ematico, liquidi
biologici e urine. Produzione di provette per
microprelievi di sangue. Commercializzazione di
prodotti del Gruppo: kit diagnostici, terreni di
coltura per microbiologia, articoli in plastica per
laboratorio analisi, provette con vuoto
predeterminato, provette per microprelievi e aghi
per il prelievo ematico

Sterilizzazione per irraggiamento con raggi Beta
in conformita alle norme ISO 11137.

CISQ

WWW.cisq.com

CISQ é la Federazione Italiana di Organismi di
Certi 1e dei sistemi di aziendale. CISQ
is the Italian Federation of management system
Certification Bodies.
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Certificate

CISQ/ICIM S.P.A. has issued an IQNET recognized certificate that the organization:

VACUTEST KIMA SRL
Via dell'Industria, 12 35020 Arzergrande PD IT - Italia

For Operative Units see Annex/Annexes
has implemented and maintains a/an
Quality Management System

for the following scope:

Design and production of culture media for microbiology. Design and production of needles and devices for
collection of haematological samples. Trading of the products of the Group: diagnostic kits, culture media for
microbiology, plastic disposable labware, test tubes with predetermined vacuum, test tubes for micro-
collection and needles. Design and production of test tubes with predetermined vacuum for collection of
haematological samples, biological liquids and urine. Design and production of test tubes for micro-collection
of haematological samples. Design and production of holders for vacuum blood collection. Design and
production of moulds for plastic labware. Injection moulding of thermoplastic materials for medical devices.
Design and production of diagnostic kits for blood and biological liquids collection. Sterilization by Beta rays
irradiation in compliance with ISO 11137 standards.

which fulfils the requirements of the following standard:

ISO 9001:2015
Issued on: 2025-01-18
First issued on: 2007-01-18
Expires on: 2028-01-17

Registration Number:
IT-103458 ICIM-9001-004264-06

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IQNET Member's original certificate and shall not be used as a stand-alone document

IQNET Members*:

AENOR Spain  AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazil FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea LSQA Uruguay MIRTEC Greece
MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria Austria Sl Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com
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Annex 1 to IQNET Certificate Number:;
IT-103458 ICIM-9001-004264-06

VACUTEST KIMA SRL
Via dell'Industria, 12 35020 Arzergrande PD IT - Italia

List of additional locations:

MEUS S.R.L.
Via Leonardo da Vinci, 24B-26 35028 Piove di Sacco PD IT - Italia
Via dell'Industria, 2-16 35020 Arzergrande PD IT - Italia

ROLL S.R.L.
Via Leonardo da Vinci, 24A 35028 Piove di Sacco PD IT - ltalia

KIMA S.R.L.
Via Leonardo da Vinci, 22 35028 Piove di Sacco PD IT - Italia

FIDIMOL S.R.L.
Via del Lavoro, 8 31040 Nervesa della Battaglia TV IT - Italia

This annex is only valid in connection with the original certificate number mentioned above.
IQNET Members":
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazii FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea LSQA Uruguay MIRTEC Greece
MSZT Hungary Nemko AS Norway NSAI lreland NYCE-SIGE Mexico PCBC Poland Quality Austria Austria Sll Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkiye YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwuwignet-certificationcom
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CERTIFICATO N. ICIM-9001-004264-C-06
CERTIFICATE No.

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

KIMA S.R.L.

UNITA OPERATIVA / OPERATIVE UNIT

Via Leonardo da Vinci, 22 35028 Piove di Sacco PD IT - ltalia
E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

IAF: 14 - 29

Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli
in plastica per laboratorio analisi, provette con vuoto predeterminato, provette per microprelievi e aghi
per il prelievo ematico.

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

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE URRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2025 17/01/2028

Vincenzo Delagjqua
Rappresentanfe Direzione / Management Representative

ICIM S.p.A.

Piazza Don Enriczfp Mapelli, 75 — 20099 Sesto San Giovanni (Ml)

www.icim.it
- ACCREDIA
\o‘ L'ENTE ITALIANO DI ACCREDITAMENTO X
CJ‘ www.cisg.com
= . % Rese?
Q MS N° 0004 CISQ é la Federazione Italiana di Organismi di
2 Cer e dei sistemi di gestione aziendale. CISQ
g is the Italian Federation of management system

Certification Bodies.
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Certificate

CISQ/ICIM S.P.A. has issued an IQNET recognized certificate that the organization:
KIMA S.R.L.

Via Leonardo da Vinci, 22 35028 Piove di Sacco PD IT - Italia
has implemented and maintains a/an
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, micro test tubes and needles for
haematological collection.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on:; 2025-01-18
First issued on: 2007-01-18
Expires on: 2028-01-17

Registration Number:
IT-53168 ICIM-9001-004264-C-06

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IQNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members":
AENOR Spain  AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazil FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea LSQA Uruguay MIRTEC Greece
MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria Austria Sl Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

0774CM_05_EN

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com
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This annex is only valid in connection with the original certificate number mentioned above.
IGNET Members":
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazii FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea LSQA Uruguay MIRTEC Greece
MSZT Hungary Nemko AS Norway NSAI lreland NYCE-SIGE Mexico PCBC Poland Quality Austria Austria Sll Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Tlrkiye YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwuwignet-certificationcom



Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.: SX 1614112-1

Certificate Holder: KABE-Labortechnik GmbH

Jagerhofstr. 17
51588 Numbrecht
Germany

Scope: Design and development, production and distribution of in vitro
diagnostic devices and consumption materials for sample
withdrawal, preparation and storage as well as single-use

medical devices:

- cannulas for blood collection,
- winged cannulas for blood collection and
- capillaries for micro blood collection (KABE MBU capillaries).

The Certification Bodyof TUV Rheinland LGA Products GmbH certifies that the organization has established and applies

a quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality

management system is subject to yearly surveillance.

Report No.: 1160508-40
Effective date: 2024-10-16
Expiry date: 2027-10-15
Issue date: 2024-09-24

Replaces certificate SX 1614112-1 issued 2021-10-25.

This certificate can be validated on https://www.certipedia.com

(( DAKKS

Deutsche
1/2 Akkreditierungsstelle
D-ZM-14169-01-02

Dovncte  btcdy om it

_Dipl.-Ing. (FH) Daniele Wiedemuth
TUV Rheinland LGA Products GmbH
TillystrafRe 2 - 90431 Nirnberg - Germany

TUVRheinland®
Precisely Right.

® TUV, TUEV and TUV are registred trademarks. Utilisation and application requires prior approval.


https://www.certipedia.com/

Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.: SX 1614112-1

Certificate Holder: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 Numbrecht
Germany

The scope of certification also covers the following sites:

No. Facility Scope

/01 c/o KABE-Labortechnik GmbH  Design and development, production and distribution of in vitro diagnostic
Jagerhofstr. 17 devices and consumption materials for sample withdrawal, preparation and
51588 Nimbrecht storage as well as single-use medical devices
Germany

/02 c/o KABE-Labortechnik GmbH  Warehouse and shipping
Werner-von-Siemens-Str. 1
51674 Wiehl
Germany

This certificate can be validated on https:/www.certipedia.com

(( DAKKS A TUVRheinland®

2/2 zslf:esérﬁeerungsstelle PreC|Se|y R'ght.

D-ZM-14169-01-02
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MEDICA

Medica Corporation
5 Oak Park Drive
Bedford, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity e

Product Name: Model/Type:
EasyLyte Analyzer and accessories per attachment Na/K, Na/K/Cl, Na/KI/Lli,
Na/K/CI/Li, Na/K/Ca/pH,
Na/K/Cl/Cal/Li
Manufacturer

sl Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA
Single Registration Number (SRN): US-MF-000037250

Representative

EC REP] Emergo Europe, Prinsessegracht 20,

2514 AP The Hague, The Netherlands
Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Il of Directive
98/79/EC. These products are self-certified since they are for professional use only and are not
listed on Annex Il, List A or Annex Il, List B of Directive 98/79/EC. In addition, they are in
conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of
Hazardous Substance in Electrical and Electronic Equipment, and their corresponding
amendments.

Place and Date: Bedford, Massachusetts, USA, 26 May 2022

Signature:

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs



MEDICA

Medica Corporation

5 Oak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

Fax 781 275 2731

www.medicacorp.com

(N:gt.alog EasyLyte Analyzer and Accessories EDMA Code Class

2004 EasyLyte Analyzer, Na/K 21071102 g
2014 EasyLyte Analyzer, Na/K/Cl 21071102 2
2015 EasyLyte Analyzer, Na/K/Li 2107 11 02 )
2016 EasyLyte Analyzer, Na/K/Ca/pH 21071102 S
2021 EasyLyte Analyzer, Na/K/CI/Li 21071102 =
2030 EasyLyte Analyzer, Na/K/Cl/CalLi 21071102 =
C2004 EasyLyte Analyzer, Na/K 2107 11 02 @
C2014 EasyLyte Analyzer, Na/K/CI 21071102 5,
C2015 EasyLyte Analyzer, Na/K/Li 21071102 7
C2016 EasyLyte Analyzer, Na/K/Ca/pH 21071102 %
C2030 EasyLyte Analyzer, Na/K/Cl/Ca/Li 21071102 -
L2014 EasyLyte Analyzer, Na/K/Cl 21071102 é
L2015 EasyLyte Analyzer, Na/K/Li 21071102 g
L2016 EasyLyte Analyzer, Na/K/Ca/pH 2107 11 02 %
L2021 EasyLyte Analyzer, Na/K/CI/Li 2107 1102 x
2101 EasyLyte K+ Electrode 1104 01 06 %_a
2102 EasyLyte Na+ Electrode 11 04 01 07 i
2103 EasyLyte Reference Electrode 1104 04 01 %_
2113 EasyLyte CI- Electrode 11 04 01 03 =
2106 EasyLyte Lithium Electrode 11040104 %
2150 EasyLyte Cat+ Electrode 1104 01 02 e
2151 EasyLyte pH Electrode 11703102 S
2152 EasyLyte Disposable Reference Electrode 1104 04 01 (‘_ﬁh
2109 EasyLyte Solutions Pack, 400mL 1104 04 02 é’
2120 EasyLyte Solutions Pack, 800mL 11 04 04 02 é’
2112 EasyLyte Plus Solutions Pack, 400mL 1104 04 02

2121 EasyLyte Plus Solutions Pack, 800mL 1104 04 02

2115 EasyLyte Lithium Solutions Pack, 400mL 1104 04 02

2122 EasyLyte Lithium Solutions Pack, 800mL 1104 04 02

2114 EasyLyte Calcium Solutions Pack, 400mL 11 04 04 02

2123 EasyLyte Calcium Solutions Pack, 800mL 1104 04 02

2026 EasyLyte Na/K/Cl/Li Solutions Pack, 800mL 11 04 04 02

2028 EasyLyte Na/K/CI/Li Solutions Pack, 400mL 1104 04 02

EasyLyte Na/K/Cl/Ca/Li Solutions Pack,
2124 800mL 11 04 04 02




MEDICA

Medica Corporation

5 Oak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

Fax 781 275 2731

www.medicacorp.com

ﬁgt.alog EasyLyte Analyzer and Accessories EDMA Code Class
2814 EasyQC Bi-Level Quality Control Kit 1150 02 04 =
2815 EasyQC Tri-Level Quality Control Kit 11 50 02 04 32 @
L2026 EasyLyte Solutions Pack, Na/K/CI/Li, 800mL 11 04 04 02 % 7 g
L2112 EasyLyte Solutions Pack, Na/K/Cl, 400mL 11040402 3 2 & =
L2121 EasyLyte Solutions Pack, Na/K/Cl, 800mL 11040402 [ %?3 i w)
L2122 EasyLyte Solutions, Na/K/Li Pack, 800mL 11040402 £ = é 5
L2123 EasyLyte Solutions Pack, Na/K/Ca/pH, 800mL | 11040402 R & g 3

132

g28




NVEDICA

Medica Corporation

5 Qak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

Fax 781 275 2731
www.medicacorp.com

Products For Health Care

Declaration of Conformity ce

Product Name: Model/Type:

EasyLyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li, Na/K/Ca/pH
__EasyElectrolyte and accessories per attachment . FasyFlectrolyte Na/K/CI, Na/K/Li_

EasyStat and accessories per attachment pH/pCO2/pO2/NalK/CalHct, pHIpCO2/pO2/Na/K/Cl/Hct

EasyBloodGas and accessories per attachment pH/pCO2/p02

Manufacturer

#d Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Emergo Europe, Molenstraat 15
NL-2513 BH The Hague, The Netherlands

Tel: +31 70 345 8570
Fax: +3170 346 7299

Means of Conformity

Medica Corporation declares that the products listed are in conformity with the Annex Iil, essential requirements and provisions of
council Directive: 98/79/EC

Place and Date: Bedford, Massachusetts, USA, March 1, 2012
Signature:

Gzyﬂyj /[Mg /Z?}//f 5

Néme: Photios Makris

Title:  Director of Regulatory Affairs



EasyBloodGas and EasyStat Accessories
Catalog No. Accessory

6201
6202
6203
6204
6101
6301
6303
6304
6305
2118
6402
6503
6603
6306
6504
6505
6506
6507
6508
6518
6537
6520
7101
7205
7206
7207
7208
7301
7309
7603
7303
7306
7304
7506
7302

EasyStat/EasyBloodGas pH Electrode
EasyStat/EasyBloodGas pCO2 Electrode
EasyStat/EasyBloodGas pO2 Electrode
EasyStat/EasyBloodGas/EasyElectrolyte Reference Electrode
EasyBloodGas Reagent Module

EasyBloodGas Troubleshooting Kit

EasyQC Level 1 Blood Gas and Electrolyte Quality Control
EasyQC Level 2 Blood Gas and Electrolyte Quality Control
EasyQC Level 3 Blood Gas and Electrolyte Quality Control
Daily Cleaning Solution Kit

Red Test Dye Solution

EasyBloodGas Capillary Tube Kit

EasyBloodGas Demonstration Kit

EasyBloodGas Sampler

EésYBIoodGas/EéSyE!ectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5 rolis)
EasyBloodGas Sensor Module
EasyStat/EasyBloodGas Valve Module
Compression Plate

Serial Cable, 25-pin

Serial Cable, 9-pin

Barcode Reader Kit

EasyStat Reagent Module
EasyStat/EasyElectrolyte Na Electrode
EasyStat/EasyElectrolyte K Electrode
EasyStat Ca Electrode

EasyStat Cl Electrode

EasyStat Troubleshooting Kit

Bi-Level Hematocrit Quality Control
EasyStat Demonstration Kit
EasyStat/EasyBloodGas Capillary Tube Kit
EasyStat Sampler

EasyStat Pump Tube

EasyStat Sensor Module

Probe Wipers

EDMA Code
11703104
11703104
11703104
11040401
11703110
21041001
11703150
11703150
11703150
11010127
11703190
21041001
21041001
21041001

21041001
21041001
21041001
21041001
21041001
21041001
21041001
11703110
11040107
11040106
11040102
11040103
21041001
13017003
21041001
21041001
21041001
21041001
21041001
21041001



EasyElectrolyte Accessories
Catalog No. Accessory

4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815

s

4406
4404
4306
6504
6505
4506
4507
4508
7302
4522
4539
6518
6537
6520

EasyElectrolyte Reagent Module Na/K/Cl
EasyElectrolyte Reagent Module Na/K/Li
EasyStat/EasyElectrolyte Na Electrode
EasyStat/EasyElectrolyte K Electrode
EasyElectrolyte Cl Electrode
EasyElectrolyte Li Electrode
EasyStat/EasyBloodGas/EasyElectrolyte Reference Electrode
EasyElectrolyte Spacer Electrode
EasyElectrolyte Troubleshooting Kit
Daily Cleaning Solution Kit

Red Test Dye Solution
EasyElectrolyte Urine Diluent
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit

EDMA Code

110301
110301
11040107
11040106
11040103
11040104
11040401
11040180
21041001
11010127
11703190
11040480
11500204
11500204

EasyEkl‘ectrolyte Demonstration Kit,kN'a/K/Cl‘ B
EasyElectrolyte Demonstration Kit, Na/K/Li
EasyElectrolyte Capillary Tube Kit
EasyElectrolyte Sampler
EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5 rolls)
EasyElectrolyte Sensor Module

EasyElectrolyte Valve Module

Compression Plate

Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups

EasyElectrolyte Sensor Module, Li

Serial Cable, 25-pin

Serial Cable, 9-pin

Barcode Reader Kit

21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001



EasylLyte Accessories
Catalog No. Accessory

2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123

2028

2109
2112
2115
2114
2026
2814
2815
2843
2118
2598
2108
2107
2257
2104
2100
2492
2309
2111
2577
2323
2541

Easylyte EasySampler

Easylyte K+ Electrode

EasylLyte Na+ Electrode

Easylyte Cl- Electrode

Easylyte Li+ Electrode

Easylyte Ca++ Electrode

Easylyte pH Electrode

Easylyte Disposable Reference Electrode
Easylyte Refrence Electrode

Easylyte Membrane Assembly

EasyLyte Na/K 800mL Solutions Pack
Easylyte Na/K/Cl 800mL Solutions Pack
Easylyte Na/K/Li 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack

Easylyte Na/K/CI/Li 800mL Solutions Pack

Easylyte Na/K 400mL Solutions Pack
Easylyte Na/K/Cl 400mL Solutions Pack
Easylyte Na/K/Li 400mL Solutions Pack
EasylLyte Na/K/Ca/pH 400mL Solutions Pack
Easylyte Na/K/Cl/Li 400mL Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
Easylyte Quality Control Sample Cups (60)
Daily Cleaning Solution Kit

Easylyte Daily Cleaner Cup

Easylyte Solutions Valve

Easylyte Sample Probe

EasylLyte Sample Detector

Easylyte Tubing Kit

Easylyte Calcium Tubing Kit

Easylyte Internal Filling Solution (125ml)
Easylyte Wash Solution {(50mL)

Easylyte Urine Diluent {(500mL)

Easylyte Standard Solution, Urine (50mL)
Easylyte Probe Wipers (6)

Easylyte Printer Paper (3 rolls)

EDMA Code
21041001
11040106
11040107
11040103
11040104
11040102
11703102
11040401
11040401
21041001

110301
110301
110301
110301
110301

110301
110301
110301
110301
110301
11500204
11500204
21041001
110101 27
21041001
21041001
21041001
21041001
21041001
21041001
110404 90
11040490
11040490
11040490
21041001
21041001



Easylyte Accessories, continued
Catalog No. Accessory

2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118

44

Easylyte C Series Printer Paper (5rolls)

EasyLyte EasySampler Sample Cups, 500ul (500)
Easylyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500)

Easylyte Capillary Tubes

Easylyte Capillary Adaptor Kit

Easylyte Capillary Adaptor Cleaning Kit
Easylyte Red Dye Test Solution (50ml)

Easylyte Troubleshooting Kit

Easylyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li)
Easylyte Quarterly Operating Kit

Easylyte Maintenace Kit

EasylLyte Sample Tray

EasylLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit

EDMA Code
21041001
21041001
21041001
21041001
21041001
11040490
11040490
21041001
21041001
21041001
21041001
21041001
21041001
11010127

241000
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127276 Mocksa, borahmyeckas ya. 35, b +7495 231-2272  +7499 502-1214
NACNOPT-CEPTUPUKAT NPOU3BOAUTEA]
Ha «Habop peareHToB AAS onpeAeAeHUs rpynn KPOBHU YEAOBEKA
cucrem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

LloAnKAOH aHTM — A — MOHOKAOHOABHbIE aHTUTEAA (IgM) K aHTUreHy A
LloAKaoH aHTH — B — MOHOKAOHAABHBIE aHTUTEAd (IgM) X aHTUreny B
LioaniaoH aHT — AB — MOHOKAOHGABHEIE aHTUTEAd (IgM) K aHTUreHom A n B

PerictpauroHHoe yaoctosepeHne Ne PCP 2009/06043 ot 05 Hosbpa 2009 T.

HanmenoBanue: LlonniiioH AHTH-A Bo ¢iakoHax 1mo 10 M1 ¢ KpacHBIMU

KPBIITKaMH
Cepusn: 249308 Eaunauna: 100 mn

Msrorosaen: 26.08.2024 Koanyecrro exunun 20
I'ogen no: 26.08.2026 O6nem cepun: 10000 M.

Iacnopr: A249308 o1 26.08.2024

HavmeHoBaHne Hopwia fio TV Pe3y/\ch:Tt:|
NoKa3aTeAs UCTILITGHUI
1. BHelUHuit BUA
1.1 UomkaoH aHn-A MPo3payHas HMAKOCTb KPOACHOTO LIBETA. CootBetciayer
1.2 LloAMKACH aHTW-B Mpo3payHAn XMAKOCTb CUHETO UBeTa.
1.3 UoAvkAaoH aHTU-AB Mpo3paYHan 6eCLBETHOsA UAM CAGTKA OKPOLLEHHOS
MXMAKOCTB.
2. Ceponorvyeckue
CBOMCTBA
2.1 CneumdmaHOCTb LloAvkaoH aHT-A He AOAKeH AQBOTH QITAIOTUHOLMM ¢ | CooTeeTcTayeT
sputpouutamm rpynn B(li) u O(l)
LoavknoH antu-B He aomkeH aasate arraiotmHaumm ¢ | CootsetcTByeT
aputpoumtamm rpynn Adl) u O(l)
LoAnkaoH aHTU-AB He AOAKeH AQBATh AITAIOTUHCILMAN C CooysemmyeT
spuTpoumTami pyrns Of)
2.2 TeMATAIDTUHUPYIOLLAS | ATTAICTUHALMS HG MACCKOCTU SpMTROLMTOR-AL 1 B c CoorsetcBysT
cnocobHocTs COOTBETCTBYIOLUMMM Llcmmo{uqﬁmmm 3 N0 9 10cex.
He nozaHee 10 cek. noca\gm,emﬁacuuﬂ ~ SN 8
2.3 Tutp Tutp LioAkaoHa aHTU-A B, - PEQKUMAA QITAIOTUHL uu{a Ha | Coortsertcrayer
NAOCKOCTU C 3pUT Ginﬁ rpynne Afll) < ,L\{: 1:32-1:64
Tutp UoankaoHa a Bpeaxumn qFrAkaTMHauHM Cooteetcrayert
MAOCKOCTU € epurpodmauu rpvnnb},B(iH] — It 1:64
Tutp Lioavkaona aHTHAB B peatcung ) CootserctayeTt
MAOCKOCTU C apmpouMM{pynn 1 1:32-1:64
nB(ll) - 1:64 R AT S
LoavkaoH cooteetcTayet TpeboBanmam TY — 9398- lDl 5 27 590_:-_2{]09 g
3aeeayiowana OTK OO0 «MeauKaoH» K.B. lOweHko
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127276 Mocksa, botanuyeckas ya. 35, \p  +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUPUKAT NPOU3SBOAUTEAY
Ha «<Ha6op peareHTOB AAR onpeaeAeHMs rPYNN KPOBH YeAOBEKa
cucteMm ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

LioAniaoH aHTM — A — MOHOKAOHAALHLIE QHTUTEAA (IgIV]) K aHTMreHy A
LloArKAOH OHTU — B — MOHOKACHAALHEIE aHTKTEAA (IgM) K aHTUreHy B
UoanknaoH aHTU — AB — MOHOKAOHGALHBIE aHTUTEAT (IgM) k aHTUreHam A n B

PervctpauvonHoe yaoctoreperne Ne ©CP 2009/06043 ot 05 Hoabp4a 2009 r.

Haunmenoranne: Ilonuxnon Aru-B Bo ¢rakonax no 10 M ¢ CUHMMH KPBIIIKaMK

Cepusn: 249408 Eamauna: 100 mn
Hsrorosaen: 26.08.2024 KosmuecTBo eaunun 20
Tonen no: 26.08.2026 O6bem cepuu: 10000 M.

Hacmopt: B249408 ot 26.08.2024

HaumeHoraHve Hopma fio TV PGSYI\I:TGTEI
NMoKQa3aTeAy UCTILITOHWN
1. BHewHuit BMA
1.1 LoAvKAOH aHTU-A Mpo3payHas UAKOCTE KPACHOTO LBeTA. Cooteercisyer
1.2 LomkaoH antii-B fpo3payHas ¥XMAKOCTL CUHEro LBeTa.
1.3 Uonmkaon anu-AB Mpo3spadHas GecUBETHAs AU CAETKA OKPOLLEHHAS
HHUAKOCTB.
2. Ceponoruyecivie
CBOMCTBA
2.1 CneundmyHocTs LloAmKaoH QHTU-A He AOAKEH AQBATE QITAIOTMHAUMN ¢ | CooTteeTcTRYeT
apurpoumtamm rpynn B(Il) n O(l)
LloaviknoH aHTU-B He AonxeH aaeaTs arrAioTvHaumm ¢ | CooTeetciByet
sputpoumtamm rpynn Afl) n O(l)
LloavKkAoH aHT-AB He AoMKeH AQBATL QITAIOTUHCILIN C CootBetcTByeT
aputpoumtamu rpynnst Of)
2.2 lemarAlTMHUPYIOLWAS | ATTAIOTUHALAS HO MAOCKOCTU SPUTPOLMTOR AlnBc CooreetcTBYET
cnocobHacTh COOTRETCTRYIOU MM | {OAMKAOHOMIA. | AOAIKHCT ﬂﬂ?ﬂlﬂ hCq 10cek.
' He noapHee 10 cek. nocae cﬂﬂnﬂuﬂ
2.3 Tutp Tutp LoamkaoHa aHv-A B " armommmar-t‘ Ha | CootBetcByeT

MAOCKOCTH ¢ apuTpOLMTaNMAPynnsl Afll) - J\‘Sévl 64| 1:32-1:64
Tutp HoAnkaoHa on-B B ﬁecmu-m qrr;uqm Ui HE | Cootsercrayer
MACCKOCTM C© apurpoumdw rpyrL Bl ~ Lied] 7l 1:64
Tutp LloavikaoHa amw@! B peu@uun O TAIOVRE 4 na| Cootsetcrayer
NAOCKOCT C spmpouvmmn rpynn Ml S, 24 S 6-4 1:32-1:64
n BN - 1:64 doN K AT

LioakaoH cooTaeTciayeT TpeGosarnsm TV — 9398- 101353: 2

3aseayiowias OTK OO0 «MeaunkaoH» p e K.B. lOweHko
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127276 Mockea, BotaHnueckas ya. 35, I\  +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUPUKAT NPOUIBOAUTEAS
Ha «Habop peareHToB AAS ONpeAeAeHUs rPYN KPOBH YEAOBEKa
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

( ULOAMKAOH Autu-D Cynep )
Pernctpaumontoe yaoctopeperue Ne GCP 2009/06043 ot 05 Hosbpa 2009 .

HaunmenoBanne: IonuxioH AHTH-D Cynep Bo dmakosax 1o 10 mi ¢ 3eneHbIMu

KPBIIIKaMH

Cepus: 244409 Eauauua: 100 mn
Hsrorosaeu: 09.09.2024 Konndecrso enuaun 25
I'ogen no: 09.09.2026 O6bem cepun: 10000 M.

Macnopt: [c244409 ot 05.09.2024

HavmeHoBaHWe PesyAsTarthl
Hopma
rioKasareAs pua o 7Y VCNBITAHUIA
1. BHewwHu BUA NpospasHas GecLBeTHas UAM CASTKA OXPALLOHHASA
A MAKOCTD Coomercrayet
2. Ceponory4yeckue
CcBOMCTBA
2.1 CneumdpnyHoCTs Uoankaor AHTi-D Cyniep He AorkeH armaTMHUpoBaTh | CooteetcTayeT

D(-) sputpoumTbI.

2.2 TeMOITAIOTUHUPYIOLLA] | YeTkas peakLiMst AFTMOTMHALMM ACNKHA HaeTynate B | CooTeetcTayeT

criocobHoCTL TeueHne 30 cek. Mocae CMeLUMBAKWS peareHTa ¢ D(+) 30cek.
SPUTPCLIMTAMU.
2.3Tvup Tvnp Lomticaond Arin-D Cynep B ek~ CoomssercTayer
QITAIOTMHALMW HO nnocxoc'r%.ﬂ{ﬁ ___EI_A‘I‘pmMTGMH 1:32

1:32

Tutp LioamkaoHa AHTH-D .G p‘b B peakumm ﬂﬁm\\ Coorserciayer
QITAIOTMHAUMK © D(+) f piTRoUMTaMA B 1:256

He Hioke 1:256 21 il AN Gt X
I| ||I i 4 O ‘}:" HF
LioAiKAOH cooTBeTCTByeT TpeboBaHmsm TY — 9.598- 101-5\"' __Q‘G-2pﬂ? I;’J

/-' r"

K B K)Luei-mo

- Al i

3aseaytowas OTK OO0 «MeankaoH»
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