Mod. 4606/0

\IMQ

CERTIFICATO CE

Certificato n. 1974/MDD
Dichiarazione di approvazione del sistema qualita
(Sistema completo di garanzia qualita)

Visto I'esito delle verifiche condotte in conformita all'Allegato Il, con l'esclusione del punto 4, della
direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:

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

mantiene nello stabilimento di:
47122 FORLI' (FC) - VIA GRAMADORA 12/14 (ITA) - ltaly
47122 FORLI' (FC) - VIASECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

un sistema qualitd che assicura la conformitd dei seguenti prodotti:
Gel per ultrasuoni e lubrificante sterile

Accessori per eletirobisturi
Modd. come da documento "Allegato al Certificato CE no. 1974/MDD - Elenco dei Dispositivi' rev. 9
del 07/10/2020, valido solo se provvisto di timbro IMQ; tale allegato costituisce parte integrante e
sostanziale del presente certificato.

ai requisiti essenziali della direftiva suddetta ad essi applicabili (in tfutte le fasi dalla progettazione al
controllo finale) ed & sottoposta alla sorveglianza prevista dal punto 5 dell'Allegato II. Per i dispositivi in
classe lll questo certificato & valido solamente con il relativo certificato di esame CE della
progettazione di Allegato I1.4.

Riferimento pratiche IMQ:
DM17-0017248-01; DM19-0038073-01; DM20-0056104-01.

Questa Dichiarazione di approvaziong é rilasciata dall'lMQ S.p.A. quale organismo nofificato per la

Digitally signed by Ceaicovschi Tudor
Date: 2022.09.06 09:41:39 EEST
Reason: MoldSign Signature
Location: Moldova

Emesso i 2017-11-18 ==

Data aggiornamento: 2020-10-07 > ¥

Giorgi Fulvio

Sostituisce: 2020-04-06 IMQ
Data scadenza: 2022-11-17

IMQ S.p.A. | 1-20138 Milano

Questa Dichiarazione di approvazione & soggetta alle condizioni previste dall'lMQ nel "Regolamento per ) ol
la certificazione CE dei dispositivi medici - Marcatura CE - Direttiva 93/42/CEE". | Via Quintiliano 43 |
www.imq.if



Mod. 4606/0

\IMQ

EC CERTIFICATE

Certificate No 1974/MDD
Full Quality Assurance System Approval Certificate

On the basis of our examination carried out according to Annex |, excluding section 4, of the Directive
93/42/EEC and its revised version, we hereby certify that:

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

manages in the factory of:
47122 FORLI' (FC) - VIA GRAMADORA 12/14 (ITA) - Italy
47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:
Sterile ulirasound transmission gel and sterile lubricating gel

Accessories for electrosurgical units

Type ref. as to document "Annex of EC Certificate no. 1974/MDD - Device List" rev. 9 dated 2020/10/07
valid only if provided with IMQ stamp; this annex is integral and substantial part of this certificate.

with the relevant essential requirements of the aforementioned directive (from design to final inspection
and festing) and it is subject to surveillance as specified in section 5 of Annex II. For class lll devices, this
certificate is valid only with the relevant EC Design-Examination Certificate of Annex I1.4.
Reference to IMQ files Nos:
DM17-0017248-01; DM19-0038073-01; DM20-0056104-01.

This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive 93/42/EEC and its
revised version. Notified Body notified to European Commission under number: 0051.

Date: 2017-11-18 ==

Updated: 2020-] 0'07 Giorgi Fulvio

Substitution Date: 2020-04-06 IMQ DocuSign.
Expiry Date: 2022-11-17

IMQ S.p.A. | 1-20138 Milano

This Approval Certificate is subjected to the provisions laid down in the “IMQ regulation for the ) ol
certification of Medical Devices - CE Marking - Directive 93/42/EEC”. | Via Quintiliono 43 |
www.imq.if




\IMQ

Allegato al Certificato CE n. 1974/MDD- Elenco dei Dispositivi
EC Certificate Annex 1974/MDD - Device List

rev. 9 del/of 2020/10/07

Categoria di dispositivo:
Device category:

Gel per ultrasuoni e lubrificante sterile

Sterile ultrasound fransmission gel and sterile lubricating gel

Modello/i:
Model(s):

Marca/Marche:
Trade mark(s):

Altre informazioni rilevanti:
Other relevant data:

Super Sterigel;
Lubri Supergel sterile.

Ceracarta

Dispositivi medici in classe IIA
Class IIA Medical Devices

Mod. 4939/0 IMQ S.p.A. con Socio Unico | Via Quintiliano 43 | Italia - 20138 Milano | www.ima@.it

Timbro IMQ
IMQ Stamp

@ 2020-10-07

Pagina 1 di 2




\IMQ

Allegato al Certificato CE n. 1974/MDD- Elenco dei Dispositivi
EC Certificate Annex 1974/MDD - Device List

rev. 9 del/of 2020/10/07

Categoria di dispositivo:
Device category:

Accessori per elettrobisturi
Accessories for electrosurgical units

Altre informazioni rilevanti:
Other relevant data:

Modello/i: 0013447
Model(s):

0013448

0013449

0013450

0013451

0013452

0014986

0015306

0015370

0015402

0015986

0016041

0016090

0016295

0016490

0016735

0016736

0016994

PIASTRA ELETTROBISTURI MONOPARTITA ADULTI 2125
ELECTROSURGICAL PLATE 1 ZONE ADULT 2125

PIASTRA ELETTROBISTURI BIPARTITA ADULTI 2500
ELECTROSURGICAL PLATE 2 ZONE ADULT 2500

PIASTRA MONOPARTITA PEDIATRICA 2225
ELECTROSURGICAL PLATE 1 ZONE PAEDIATRIC 2225

PIASTRA MONOPARTITA NEONATALE 2425
ELECTROSURGICAL PLATE 1 ZONE NEWBORN 2425

PIASTRA BIPARTITA PEDIATRICA 2600
ELECTROSURGICAL PLATE 2 ZONE PAEDIATRIC 2600

PIASTRA BIPARTITA NEONATALE 2700

ELECTROSURGICAL PLATE 2 ZONE NEWBORN 2700

PIASTRA AD BIPARTITA CAVO3MT. 2500/C-12
ELECTROSURGICAL PLATE 2 ZONE ADULT 3MT.CABLE 2500/C-12

PIASTRA BIPARTITA NEONATALE +CAVO 2700/C-12
ELECTROSURGICAL PLATE 2 ZONE NEWBORN +CABLE 2700/C-12

PIASTRA MONOPARTITA AD+CAVO 2125/C-00
ELECTROSURGICAL PLATE 1 ZONE ADULT + CABLE 2125/C-00

PIASTRA AD.+CAVO 2125/C-10
ELECTROSURGICAL PLATE ADULT+CABLE 2125/C-10

PIASTRA PEDIATRICA.+CAVO 2600 C/12
ELECTROSURGICAL PLATE PAEDIATRIC.+CABLE 2600 C/12

PIASTRA BIPARTITA AD+CAVO 2500/C-00
ELECTROSURGICAL PLATE 2 ZONE ADULT+CABLE 2500/C-00

PIASTRA BIPARTITA NEONATALE+ CAVO 2700/C-00
ELECTROSURGICAL PLATE 2 ZONE NEWBORN+ CABLE 2700/C-00

PIASTRA BIPARTITA ADULTI + CAVO 5 MT. 2500 /C/12/05
ELECTROSURGICAL PLATE 2 ZONE ADULT + CABLE 5 MT. 2500 /C/12/05

PIASTRA CAVO 5MT.2500-C-00
ELECTROSURGICAL PLATE SMTCABLE .2500-C-00

PIASTRA MONOPARTITA NEONATALE 2425-C/00
ELECTROSURGICAL PLATE 1 ZONE NEWBORN 2425-C/00

PIASTRA MONOPARTITA PEDIATRICA 2225-C/00
ELECTROSURGICAL PLATE 1 ZONE PAEDIATRIC 2225-C/00

PIASTRA BIPARTITA PEDIATRICA 2600-C/00
ELECTROSURGICAL PLATE 2 ZONE PAEDIATRIC 2600-C/00

Dispositivi medici in classe 1IB
Class IIB Medical Devices

Mod. 4939/0

Timbro IMQ @
IMQ Stamp
2020-10-07

IMQ S.p.A. con Socio Unico | Via Quintiliano 43 | Italia - 20138 Milano | www.imq.if Pagina 2 di 2



Mod. 4606/0

\IMQ

CERTIFICATO CE

Certificato n. 1976/MDD
Dichiarazione di approvazione del sistema qualita
(Garanzia di qualita della produzione)

Visto I'esito delle verifiche condotte in conformitd all'Allegato V, punto 3 e tenendo conto dell’Allegato
VI, punto 5 della direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:

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

mantiene nello stabilimento di:
47122 FORLI' (FC) - VIA GRAMADORA 12/14 (ITA) - ltaly
47122 FORLI' (FC) - VIASECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

un sistema qualitd che assicura la conformitd dei seguenti prodotti:

Carte per registrazione ad uso medico
Modd. come da documento "Allegato al Certificato CE no. 1976/MDD - Elenco dei Dispositivi' rev.0 del
07/10/2020, valido solo se provvisto di fimbro IMQ); tale allegato costituisce parte integrante e
sostanziale del presente certificato.

ai requisiti metrologici ad essi applicabili della direttiva suddetta (in tutte le fasi della fabbricazione) ed
& sottoposta alla sorveglianza prevista dal punto 4 dell'Allegato V.

Riferimento pratiche IMQ:
DM17-0017248-01; DM20-0056104-01.

Questa Dichiarazione di approvazione é rilasciata dall'lMQ S.p.A. quale organismo nofificato per la
direttiva 93/42/CEE e s.m.i. Il numero identificativo dell'IMQ S.p.A. quale organismo notificato &: 0051.

Emesso il: 2017-11-18 a@ c

Data aggiornamento: 2020-10-07 v

Giorgi Fulvio
Sostituisce: 2017-11-18 |A;\Q DocuSign,
Data scadenza: 2022-11-17

IMQ S.p.A. | 1-20138 Milano

la certificazione CE dei dispositivi medici - Marcatura CE - Direttiva 93/42/CEE". | Via Quintiliano 43 |
www.imq.if

Questa Dichiarazione di approvazione € soggetta alle condizioni previste dall'lMQ nel "Regolamento per




Mod. 4606/0

\IMQ

EC CERTIFICATE

Certificate No 1976/MDD
Production Quality Assurance System Approval Certificate

On the basis of our assessment carried out according to Annex V, section 3 and considering the Annex
VI, section 5 of the Directive 93/42/EEC and its revised version, we hereby certify that:

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

manages in the factory of:
47122 FORLI' (FC) - VIA GRAMADORA 12/14 (ITA) - Italy
47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:

Medical recording chart paper

Type ref. as to document "Annex of EC Certificate no. 1976/MDD - Device List" rev. 0 dated 2020/10/07
valid only if provided with IMQ stamp; this annex is intfegral and substantial part of this certificate.

with the relevant metrological requirements of the aforementioned directive (as far as all the
manufacturing stage is concerned) and it is subject to surveillance as specified in section 4 of Annex V.

Reference to IMQ files Nos:
DM17-0017248-01; DM20-0056104-01.

This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive 93/42/EEC and its
revised version. Notified Body notified to European Commission under number: 0051.

Date: 2017-11-18 == > .
Updated: 2020-10-07 mulvio Y

Substitution Date: 2017-11-18 IMQ  oeasyn
Expiry Date: 2022-11-17

IMQ S.p.A. | 1-20138 Milano

cerfification of Medical Devices - CE Marking - Directive 93/42/EEC”. | Via Quintiliano 43 |
www.imq.if

This Approval Certificate is subjected to the provisions laid down in the "“IMQ regulation for the



\IMQ

Allegato al Certificato CE n. 1976 /MDD- Elenco dei Dispositivi
EC Certificate Annex 1976/MDD - Device List

rev. 0 del/of 2020/10/07

Categoria di dispositivo:
Device category:

Carte per registrazione ad uso medico
Medical recording chart paper

Modello/i:
Model(s):

Marca/Marche:
Trade mark(s):

Alire informazioni rilevanti:
Other relevant data:

22.01 Pacchi stampati medicali (per ECG,EEG,CTG, e laboratorio analisi);
21.01 Rotoli stampati medicali (per ECG,EEG,CTG,e laboratorio analisi);

32.01 Schede e dischi stampati medicali.

Ceracarta

Dispositivi medici in classe | con funzione di misura (IM)
Medical Devices in class | with measuring function (IM)

Timbro IMQ
IMQ Stamp

@ 2020-10-07

Mod. 4939/0 IMQ S.p.A. con Socio Unico | Via Quintiliano 43 | Italia - 20138 Milano | www.ima.it Pagina 1 di 1




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.
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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

ip d integra il Eertificato n 9124 CRGA \IMQ

AN

LENTE (1AL

WWW.Cisq.com

a
SGQ N® 005 A La validits del centificata & subordinata a sorveghanza annuale & nesame compiets . . - P . ) . t . 4
. . del Sisterna i Gestione con penadicita trennale Organisma di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
egli Accords di Mutuo Tha validity of ine certificate is submitted 1o annual audit and 3 reassassmant o Wit ifi ior i di il i
£ b ol o Www.imgq, Certlflc.azmne dcTI slstemi dl. gestione aziendale.
v of B4, JAF and JLAC CISQ is the Italian Federation of management
system Certification Bodies.
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EC Declaration of Conformity

Manufacturer:

Name: Inzek International Trading
Address: Vissenstraat 32, 7324AL — Apeldoorn, The Netherlands

Product Name and Models(s):
H.pylori Antigen Rapid test cassette (Feces) REF-BHP-602

Classification: Other Device of VDD 98/79/EC
Conformity Assessment Route: IVDD 98/79/EC Annex |11
EDMA Code: 15 70 01 02

We herewith declare that the above mentioned products meet the transposition into national
law, the provisions of the following EC Council Directives and Standards.

DIRECTIVES

General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
October 1998 on in vitro diagnostic medical devices

Standard Applied: EN 1S013485:2012/AC:2012, EN 1S014971:2012, EN 13975:2003, EN ISO
18113-1:2011, EN I1SO 18113-2:2011, EN 13612:2003, EN ISO 17511:2003, EN ISO 15193:2009,
EN I1SO 15194:2009, EN ISO 23640:2015, EN 13641:2002, EN 1041:2008, 1SO 15223-1:2012

declaration the required CE marking can be affixed on the product. Other relevant

c E After preparation of the necessary technical documentation as well as the conformity
directives must be observed.

Place, Date of Issue: Apeldoorn on 06/13/2018

Signature:

Name: Z. Hamid

Position: Manager
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Inzek International Trading B.V. Vissenstraat 32 7324AL — Apeldoorn
info@inzek.nl www.inzek.nl The Netherlands



mailto:info@inzek.nl
http://www.inzek.nl/

Current issue date: 19 March 2021 Original approval(s):
Expiry date: 8 March 2022 ISO 13485 - 9 March 2019
Certificate identity number: 10368289

Lloyd's
Reqister

Certificate of Approval

This is to certify that the Management System of:

Inzek International Trading B.V.

Laan van de Ram 49, 7324 BW Apeldoorn, The Netherlands

has been approved by Lloyd's Register to the following standards:
ISO 13485:2016

Approval number(s): ISO 13485 — 00019238

The scope of this approval is applicable to:

Design, development, production and distribution of In Vitro Diagnostics Medical device - reagents and instrument for point of care
testing.

Paul Graaf
Chief Operating Officer, Management Systems, MSIS
Issued by: Lloyd's Register Nederland B.V.

for and on behalf of: Lloyd's Register Quality Assurance Limited

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents
are, individually and collectively, referred to in this clause as 'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss,
damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person has signed a contract with the relevant Lloyd's
Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 1
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ZERTIFIKAT @ CERTIFICATE

Management Service

CERTIFICATE

The Certification Body
of TUV SUD Management Service GmbH

certifies that

Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
Ireland

has established and applies
a Quality Management System for

Design, development and manufacture of
in vitro diagnostic test Kits,
reagents and common liquid accessories.

An audit was performed, Order No. 707114974.

Proof has been furnished that the requirements
according to

ISO 9001:2015

are fulfilled.
The certificate is valid from 2020-04-01 until 2023-03-31.
Certificate Registration No.: 12 100 59742 TMS.

kS

Deutsche
Akkreditierungsstelle
D-ZM-14143-01-00

Product Compliance Management
Munich, 2020-03-25

TOV SUD Management Service GmbH e Zertifizierungsstelle  Ridlerstrasse 57 ® 80339 Miinchen ® Germany TUV®
www.tuev-sued.de/certificate-validity-check
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 001922 0022 Rev. 01

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Abbott Ireland Diagnostics Division
Finisklin Business Park

Sligo

IRELAND

Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, IRELAND

EN 150 13485

tuv-sud.comips-cert

Design, develop and manufacture of in vitro

diagnostic test kits, reagents and common liquid
accessories for donor screening and/or the detection
and/or monitoring of hepatitis, cancers, cardiac

markers, congenital transmitted diseases,

determination of congenital disorders of the foetus,
endocrine disorders and haematological disorders,
therapeutic drug monitoring and infectious viral diseases.

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN 1SO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2020-04-24

Page 1 of 1

TUV SUD Product Service GmbH » Certification Body « Ridlerstrae 65 » 80339 Munich « Germany TV

713178712-05

2020-04-24
2023-03-24

C@IL\/

Christoph Dicks
Head of Certification/Notified Body
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 054869 0011 Rev. 00

Product Service

Holder of Certificate: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

Facility(ies): Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

Certification Mark:

EN SO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design, development, and production of reagents and
software for in vitro diagnostic use.
Design, development and manufacture of in vitro
diagnostic test kits and reagents for clinical chemistry.

Applied Standard(s):  ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). 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?g=cert:Q5 054869 0011 Rev. 00

Report No.: 713189547
Valid from: 2020-09-01
Valid until: 2023-08-31

C@IL\/

Date, 2020-08-27 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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Lloyd's
Reqister

Certificate of Approval

This is to certify that the Management System of:

Inzek International Trading B.V.

Vissenstraat 32, 7324 AL Apeldoorn, Netherlands

has been approved by LRQA to the following standards:
ISO 13485:2016

e

g .

P.G. Cornelissen - Area Manager North Europe
Issued by: Lloyd's Register Nederland B.V.

for and on behalf of: Lloyd's Register Quality Assurance Limited

Current issue date: 9 March 2019 Original approval(s):

Expiry date: 8 March 2022 ISO 13485 — 9 March 2019
Certificate identity number: 10177988

Approval number(s): ISO 13485 — 00019238

The scope of this approval is applicable to:
Design, development, production and distribution of In Vitro Diagnostics Medical device - reagents and
instrument for point of care testing.

A
Y.

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that
person has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a 3062MB Rotterdam Netherlands for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United
Kingdom

Page 1 0of 1



| Abbott

Q)

Declaration of Conformity

Certificate Identification: DoC-2P56-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN S s ; :

Size Code of Devices | Code Names and Description of Devices Classification

SR 53072 Lactate Dehydrogenas Self-declared
actate De enase elf-declar

2P56-42 R eelare

Authorized European N/A

Representative (name and address)

Storage site of technical Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of

documentation (name and address) | Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex I1I of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: ( : @6/&.3/ Signature: \ 2[ {0/ gg nLuy)

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: Ea ]u.,/ 20 3/ Date of Approval: [1-Jif-202/
| Date Issued: b /;é - 2C
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018
Lo 22 Jiul- 2027
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[ReF] 2P56-22 Lactate Dehyd
Lactate [REF] 2P56-42 actate eV rogegsgg
Dehydrogenase ARCHITECT H18767R02

Revizuit in iunie 2018.

Instructiunile de pe prospect trebuie urmate cu atentie. Certitudinea
rezultatelor testului nu poate fi garantata daca existd vreo abatere de
la instructiunile de pe prospect.

DENUMIRE

Lactate Dehydrogenase

DOMENIU DE UTILIZARE

Testul Lactate Dehydrogenase (LDH) este folosit pentru determinarea
cantitativd a lactatului dehidrogenaza in serul sau plasma umane.

REZUMATUL $I EXPLICAREA TESTULUI

LDH este o enzima care se gaseste in celulele multor tesuturi ale corpului,
inclusiv in inima, ficat, rinichi, muschiul scheletic, creier, in celulele rosii din
sange si in plaméni. Acesta este responsabil de transformarea lactatului
din muschi in piruvat, un pas esential in producerea energiei celulare.

Este compus din patru lanturi de peptide ce constituie doud subunitati
(formatiunea M si formatiunea H) ce rezulta in pana la cinci izoenzime
diferite ce pot fi separate si cuantificate prin electroforeza. Masurarea
activitatii totale a LDH in ser sau plasma este non-specifica si nu poate
diferentia tesuturile de origine ale izoenzimelor componente.

B2P5TM

Ingrediente reactive Concentratie

Dietanolamina 380 mmol/L
L-litiu lactat 76 mmol/L
B-NAD 33 mmol/L

Ingrediente inactive: contine azida de sodiu (< 0,1%).
Atentionari si masuri de precautie

.

e Pentru utilizarea diagnosticului In Vitro

Masuri de siguranta

ATENTIE: Acest produs necesitd manipularea probelor umane. Este
recomandat ca toate materialele de origine umana sa fie considerate
potential infectioase si s fie tratate in conformitate cu Standardul OSHA
privind agentii patogeni cu transmitere sanguind. Nivel de biosiguranta 2
sau alte practici corespunzatoare de biosiguranta ar trebui folosite pentru
materiale care contin sau sunt suspectate ca ar contine agenti infectiosi.>8

LDH este utilizat in diagnosticul diferential al anemiei hemolitice si Urmétoarele atentionari si masuri de precautie se aplica pentru [R1]
ca indicator al tumorii in anumite cazuri de tumori maligne, cum ar fi
tumorile cu celule germinale. é
Nivelul LDH este ridicat in cazuri de hepatita, nefritd glomerulara,
embolie pulmonara, afectiuni musculare, multe tipuri de leucemie si - - — = -
Iimfoamep ! P ’ PERICOL Contine dietanolamind si azidd de sodiu.
Deoarece LDH este un indicator non-specific, este utilizat in asociere :351 iuspectat de plrov.oc:?rela cancerlulm:
cu alti indicatori in diagnosticarea si tratarea pacientului. 873 oate provoca ez.uvml ae organ% or in caz de
" expunere prelungita sau repetata.
PRINCIPII DE PROCEDURA H318 Provoaca leziuni oculare grave.
Lactatul dehidrogenaza este o enzima de transfer hidrogen ce H316* Provoaci iritafii usoare ale pielii.
catalizeaza oxidarea L-lactatului in piruvat prin intermediul NAD+ ca EUH032 in contact cu acizi, degaji un gaz foarte toxic.
acceptor de hidrogen. Preventie
Lactat dehidrogenaza P201 Procurati instructiuni speciale Tnainte de
NADH utilizare.
L-Lactat +  NAD* % Piruvat +
H* P260 Nu inspirati aburii / vaporii / spray-ul.
Metodologie: Aceastd metoda utilizeaza reactia recomandati IFCC%4 P280 Purtaf ma.nu$| de .protecgle / |mbrac§mlnte
. de protectie / echipament de protectie a
- Lactat-Piruvat. ochilor
Pentru informatii suplimentare privind sistemul si tehnologia de Reactie -
testare, consultati Manualul de operare a sistemelor ARCHITECT, ! = —
Sectiunea 3. P305+P351+P338 IN CAZ DE CONTACT CU OCHII: Clatiti cu
atentie cu apa timp de mai multe minute.
REACTIVI Scoateti lentilele de contact, daca este
Continutul kitului cazu.l §i dgcat.aces.t Ilfcrllj:.e. poate face cu
Lactate Dehydrogenase (LDH) 2P56. y§urln;a. ontinua] sa clatl. -
. . . . » . N P308+P313 IN CAZ DE expunere sau afectiune:
Furnizat sub forma de kit cu doi reactivi, gata de utilizare, sub forma . .
lichids Consultati medicul.
; P310 Contactati imediat un CENTRU TOXICOLOGIC
2P56-22 2P56-42 sau un doctor/medic.
P332+P313* in caz de iritare a pielii: consultati medicul.
W 1300 2350* — P !
Eliminare
5 x50 mL 5x 87 mL P501 Eliminati continutul/recipientul conform
5% 16 mL 5x 27 mL reglementarilor locale.

*Calculul se bazeaza pe un volum minim de reactiv per kit.

* Nu se aplica acolo unde a fost implementat regulamentul UE
1272/2008 (CLP) sau Standardul de comunicare a pericolelor OSHA
29CFR 1910.1200 (HCS) 2012.



Fisele cu date de securitate sunt disponibile pe

www.abbottdiagnostics.com sau contactati reprezentantul local in

legatura cu acestea.

Pentru informatii detaliate despre masurile de siguranta pe durata operararii

sistemului, consultati Manualul de operare a sistemelor ARCHITECT,

Sectiunea 8.

Manipularea reactivului

e Nu utilizati reactivii dupa data expirarii.

¢ Nu combinati reactivii din acelasi kit sau din kituri diferite.

e Nu utilizati componentele unui lot impreuna cu cele ale altui lot.

o indepértati bulele de aer prezente in reactivi cu ajutorul unui
bat aplicator nefolosit sau depozitati reactivii la o temperatura
corespunzatoare pentru a permite bulelor sa se disipeze. Pentru
minimizarea reducerii volumului de reactiv, nu se va folosi o
pipeta de transfer la indepartarea bulelor.
ATENTIE: Bulele pot interfera cu detectarea adecvata a
nivelului de reactiv din cartus, cauzand aspirarea insuficienta a
reactivului, ceea ce ar putea avea impact asupra rezultatelor.

Pentru informatii detaliate despre masurile de siguranta

privind manipularea pe durata operarii sistemului, consultati

Manualul de operare a sistemelor ARCHITECT, Sectiunea 7.

Depozitarea reactivului

Temperatura Durata

de maxima de Instructiuni suplimentare
depozitare depozitare privind depozitarea
Nedeschis 2-8°C Pana la data
expirarii
in aparat Temperatura 30 de zile Dupa 30 de zile (720 de ore),

sistemului (720 de ore) kitul de reactiv trebuie eliminat.
Pentru informatii privind
monitorizarea timpului petrecut
in aparat, consultati Manualul
de operare a sistemelor

ARCHITECT, Sectiunea 5.

Reactivii pot fi depozitati in interiorul sau in afara ARCHITECT cSystem.
in cazul in care reactivii sunt scosi din instrument, trebuie depozitati la
2-8°C (cu capace de inlocuire) in cutiile originale. Atunci cand reactivul
este plasat din nou in instrument, testati controalele, iar daca nu sunt
ndeplinite criteriile corespunzatoare, poate fi necesara recalibrarea.
Pentru informatii privind scoaterea reactivilor din aparat, consultati
Manualul de operare a sistemelor ARCHITECT, Sectiunea 5.

Indicatii privind deteriorarea reactivilor

Instabilitatea sau deteriorarea trebuie suspectate in momentul in
care exista depuneri, semne vizibile de scurgere sau contaminare,
turbiditate, sau in cazul in care calibrarea sau controalele nu
respecta indicatiile corespunzétoare de pe prospect si/sau criteriile
Manualului de operare a sistemelor ARCHITECT.

Pentru informatii privind depanarea, consultati

Manualul de operare a sistemelor ARCHITECT, Sectiunea 10.

PROCEDURA DE INSTALARE

Fisierul de testare Lactate Dehydrogenase trebuie instalat pe
ARCHITECT cSystem inainte de efectuarea testului.

Pentru informatii detaliate privind instalarea figierului de testare,
vizualizarea si editarea parametrilor de testare, consultati
Manualul de operare a sistemelor ARCHITECT, Sectiunea 2.
Pentru informatii privind imprimarea parametrilor de testare
sau o descriere detaliata a procedurilor sistemului, consultati
Manualul de operare a sistemelor ARCHITECT, Sectiunea 5.

Unitati alternative pentru rezultate
Unitatea de masura conventionald pentru testul LDH este U/L.
Unitatea de masura aferenta in Sl este U/L.

La convertirea in alte unitati decat cele indicate, consultati
Manualul de operare a sistemelor ARCHITECT, Sectiunea 2.

PRELEVAREA PROBELOR $I PREGATIREA PENTRU
ANALIZA

Tipuri de probe
Tipuri de probe verificate pentru utilizare cu acest test.
Tip proba Recipient prelevare  Conditii speciale
Ser Tuburi de sticlda sau  Protocoalele STD (1:3) de
de plastic cu sau fara dilutie sau NEEFECTUARE
bariera de gel DILUTIE pot fi folosite cu
probele de ser.
Protocolul de dilutie STD (1:3)
reduce variabilitatea pre-
Anticoagulantii analitica descrisa in literatura
acceptati sunt: de specialitate.!™> Acest
Litiu heparina (cu sau fenomen pre-analitic se
fara barierd de gel) ~ datoreaza plachetelor sau
Sodiu heparina altor componente celulare
prezente intr-un strat superior
al probelor de heparina din
plasma dupa centrifugare.
Din acest motiv, protocolul
NEEFECTUARE DILUTIE
nu este recomandat pentru
probele de plasma.
NOTA: Plasma din tuburile
primare manipulatd conform
instructiunilor producatorului
poate contine celule,
acest lucru ducand la
obtinerea unui nivel ridicat al
rezultatelor.
Pentru eficienta optima,
transferati proba de plasma
dintr-un tub primar intr-un tub
secundar dupa centrifugare.
Pentru a asigura acuratetea
rezultatelor, tubul cu proba
de plasma trebuie sa contina
volumul minim prescris
pentru un anticoagulant
corespunzator in raport cu
proba.

Tuburi de sticld sau
de plastic

Plasma

Alte tipuri de probe si tipuri de tuburi de prelevare/anticoagulanti nu
au fost verificate pentru acest test.

Instrumentul nu are capacitatea de a verifica tipul probei. Este
responsabilitatea operatorului sa se asigure ca sunt folosite tipuri de
probe corespunzatoare pentru efectuarea testului.

Conditii privind proba

Probele hemolizate nu trebuie folosite pentru ca eritrocitele contin o
activitate a LDH de aproximativ 150 de ori mai mare."
Anticoagulantii lichizi pot avea un efect de dilutie ce duce la
concentratii mai mici pentru probele individuale ale pacientilor.
Pentru rezultate precise, probele de ser si plasma nu trebuie sa
contin& fibrin&, celule rosii sau alte impuritati. Probele de ser de la
pacienti care au primit terapie anticoagulanta sau trombolitica pot
contine fibrind din cauza formarii incomplete de cheaguri iar acest
lucru poate duce la rezultate eronate.

Pentru rezultate precise, probele de plasma nu trebuie sa contind
plachete sau alte impuritati. Asigurati-va ca centrifugarea este
potrivita pentru a inlatura plachetele.

Daca nu sunt urmati pasii corespunzatori pentru viteza si rotatia
centrifugarii, probele pot genera rezultate incorecte.® 10

Pentru informatii suplimentare despre conditiile pe care trebuie sa
le indeplineasca proba, consultai sectiunea Interferenta, din acest
prospect.



Pregatirea pentru analiza

Ser: Asigurati-va ca formarea completa a cheagurilor are loc inainte
de centrifugare. Centrifugati conform specificatiilor producatorului
tubului pentru a asigura separarea corespunzatoare a serului de
celulele sanguine.

Plasma: Centrifugati conform specificatiilor producatorului tubului
pentru a indeparta plachetele si a asigura separarea corespunzétoare
a plasmei de celulele sanguine.

Probele necentrifugate conform specificatiilor producatorului tubului,
pot genera rezultate incorecte.? 10

Probele nu trebuie sa contina bule. indepértati bulele cu ajutorul unui
bat aplicator inainte de analiza. Utilizati un bat aplicator nou pentru
fiecare proba pentru a preveni contaminarea incrucisata.

NOTA: Diferitele izoenzime de LDH au o stabilitate diferita in functie
de temperaturd. LDH-4 si LDH-5 sunt cele mai sensibile la refrigerare
si congelare.’®

NOTA: Probele depozitate trebuie verificate pentru a nu contine
impuritati. Dacéa exista, amestecati si centrifugati probele pentru a
indeparta impuritatile inaintea testarii.

Pentru cerintele privind volumul total de proba, consultati

Manualul de operare a sistemelor ARCHITECT, Sectiunea 5.

Depozitarea probelor

Temperatura de Durata maxima de

Tip proba depozitare depozitare

Ser/Plasma 20-25 °C 7 zile'®
2-8°C 4 7ilg!6.17
-20°C* 6 sdptdmani'®

*Se presupune ca o variatie de temperatura de + 10% la -20°C (+ 2°C)
nu schimba stabilitatea probei (W. Guder, personal communication,
August 6, 2001).

Fiecare laborator poate stabili un interval in jurul valorii de -20°C

fie din specificatiile producatorului instalatiei de congelare, fie

din procedura(ile) standard de operare ale laboratorului privind
depozitarea probelor.

NOTA: Diferitele izoenzime de LDH au o stabilitate diferita in functie
de temperaturd. LDH-4 si LDH-5 sunt cele mai sensibile la refrigerare
si congelare.’®

Transportul probelor

Ambalati si etichetati probele in conformitate cu reglementérile
statale, federale si internationale referitoare la transportul probelor
clinice si al substantelor infectioase.

PROCEDURA

Materiale furnizate
2P56 Lactate Dehydrogenase (LDH) Reagent Kit

Materiale necesare ce nu sunt furnizate

e Material de control

e Ser fiziologic (de la 0,85% pana la 0,90% NaCl) pentru dilutia
probei

Pentru informatii privind materialele necesare pentru operarea

instrumentului, consultati Manualul de operare a sistemelor

ARCHITECT, Sectiunea 1.

Pentru informatii privind materialele necesare pentru procedurile de

intretinere, consultati Manualul de operare a sistemelor ARCHITECT,

Sectiunea 9.

Procedura de testare

Pentru o descriere detaliata privind efectuarea unui test, consultati
Manualul de operare a sistemelor ARCHITECT, Sectiunea 5.
Pentru cerintele privind volumul de proba, consultati sectiunea
PARAMETRI DE TESTARE a acestui prospect. Volumul minim

de proba este calculat de sistem si imprimat pe raportul

Order List (Listd comenzi). Asigurati-va ca aveti un volum
corespunzator de proba inainte de a efectua testul.

Proceduri de dilutie a probelor

ARCHITECT cSystems au o functie de dilutie automata; pentru informatji

suplimentare, consultai Manualul de operare a sistemelor ARCHITECT,

Sectiunea 2.

Probele cu valori ale LDH ce depéasesc 2.000 U/L (4.500 U/L

pentru Liniaritatea extins&) sunt marcate si pot fi diluate folosind fie

protocolul de dilutie automata (1:5) fie procedura de dilutie manuala.

Protocolul de dilutie automata

Atunci cand este utilizat protocolul de dilutie automata, sistemul

realizeaza o dilutie a probei si corecteaza automat valoarea activitaii

enzimei inmultind rezultatul cu factorul de dilutie corespunzator.

Procedura de dilutie manuala

1. Diluati proba cu ser fiziologic (de la 0,85% pana la 0,90% NaCl).

2. Introduceti factorul de dilutie in fereastra ,Patient” (Pacient) sau
,Control” (Control) de pe ecranul de comanda.

Sistemul foloseste acest factor de dilutie pentru a corecta in
mod automat concentratia inmultind rezultatul cu valoarea
factorului introdus. Daca operatorul nu introduce factorul de
dilutie, rezultatul trebuie inmulfit manual cu factorul de dilutie
corespunzator inainte de raportarea rezultatului.

3. NOTA: Daci rezultatul unei probe diluate este semnalizat ca
indicand o valoare mai mica decét limita minima de liniaritate,
nu se va raporta rezultatul. Se va reface testul utilizand o dilutie
corespunzatoare.

Pentru informatii detaliate privind dilutia, consultati

Manualul de operare a sistemelor ARCHITECT, Sectiunea 5.

Calibrarea

Calibrarea este stabila timp de aproximativ 30 de zile (720 de ore),
dar este necesara la fiecare schimbare a numarului de lot de reactiv.
Verificati calibrarea cu cel putin doua niveluri de control conform
cerintelor pentru controlul de calitate stabilite pentru laboratorul
dumneavoastra. Daca rezultatele controlului nu se incadreaza in
intervalele acceptabile, recalibrarea poate fi necesara.

Factorul de calibrare a fost stabilit pe baza metodologiei IFCC.3 4
Pentru informatii detaliate privind efectuarea calibrarii testului,
consultati Manualul de operare a sistemelor ARCHITECT, Sectiunea 6.

Proceduri control de calitate

Dupéa cum este necesar, consultati procedura(ile) standard de

operare a(ale) laboratorului dumneavoastra si/sau planul de

asigurare a calitatii pentru cerinte suplimentare legate de controlul
de calitate si potentialele actiuni corective.

e Vor fi efectuate doud niveluri de control {normal si patologic} la
fiecare 24 de ore.

e Daca se cere monitorizarea mai frecventd a controlului, se vor
consulta procedurile privind controlul de calitate ale laboratorului
dumneavoastra.

e Daca rezultatele controlului de calitate nu indeplinesc criteriile
de acceptanta definite de laborator, valorile pacientului vor fi
considerate suspecte. Urmati procedurile privind controlul de
calitate ale laboratorului dumneavoastra. Recalibrarea poate fi
necesara.

e Schimbarea lotului de reactiv sau calibrator determina revizuirea
rezultatelor controlului de calitate si a criteriilor de acceptanta.

REZULTATE

Datele reprezentative privind performanta sunt date in sectiunile
VALORI DE REFERINTA si CARACTERISTICI SPECIFICE DE
PERFORMANTA ale acestui prospect. Rezultatele obtinute in
laboratoarele individuale pot fi diferite de datele prezentate.

Calcul

Pentru informatii suplimentare privind calcularea rezultatelor,
consultati Manualul de operare a sistemelor ARCHITECT, Anexa C.
Interpretarea rezultatelor

La fel ca in cazul valorilor tuturor analitilor, valoarea LDH trebuie
utilizatd Tmpreuna cu informatiile disponibile din evaluarea clinica
precum si din alte proceduri de diagnostic.



Mesaje de alerta (flag-uri)

Anumite rezultate pot contine informatii in campul Flags (Mesaje de alertd).
Pentru o descriere detaliata a mesajelor de alerta (flag-uri) ce pot aparea
in acest camp, consultati Manualul de operare a sistemelor ARCHITECT,
Sectiunea 5.

LIMITARILE PROCEDURII
Probele hemolizate nu trebuie folosite pentru ca eritrocitele contin o
activitate a LDH de aproximativ 150 de ori mai mare."

Consultati sectiunile PRELEVAREA PROBELOR $I PREGATIREA
PENTRU ANALIZA si CARACTERISTICI SPECIFICE DE PERFORMANTA
ale acestui prospect.

VALORI DE REFERINTA

Interval de referinta
Ser/Plasma’: 1°

Interval
(U/L)
de la 125 pana la 220

Adult

Studiile de confirmare a intervalului de referinta au fost efectuate
folosind protocolul Institutului pentru Standarde Clinice si de Laborator
(CLSI) C28-A3.20

Se recomanda ca fiecare laborator sa-si stabileasca propriul interval
de referinta pe baza particularitatilor locale si a caracteristicilor
populatiei.

CARACTERISTICI SPECIFICE DE PERFORMANTA

Interval de masurare

Intervalul de masurare pentru Lactate Dehydrogenase protocol

de dilutie STD (1:3) este intre 30 si 2.000 U/L iar protocolul
NEEFECTUARE DILUTIE este de la 10 pana la 2.000 U/L

(de la 10 pana la 4.500 U/L daca este folosita Liniaritatea extinsa).
Intervalul de masurare este definit ca fiind intervalul de valori in
cadrul caruia limitele acceptate de imprecizie si bias sunt respectate.

Liniaritate

Testul Lactate Dehydrogenase este liniar pana la 2.000 U/L in limita
a + 9,0% sau 20 U/L, oricare este mai mare cu o confidentd de 95%.
Liniaritatea extinsa este 4.500 U/L (doar protocol NEEFECTUARE DILUTIE).
Liniaritatea a fost verificata folosind protocolul CLSI NCCLS EP6-A.2!

Sensibilitate

(Limita de blank, Limita de detectie si Limita de cuantificare)
Limita de blank (LoB), Limita de detectie (LoD) si Limita de
cuantificare (LoQ) a testului Lactate Dehydrogenase au fost
determinate folosind protocolul CLSI NCCLS EP17-A.22 Testul
Lactate Dehydrogenase este conceput sa aiba o LoQ < 30 U/L
pentru protocolul de dilutie STD (1:3) si < 10 U/L pentru protocolul
NEEFECTUARE DILUTIE.

Datele reprezentative bazate pe o eroare totald < 18% sunt rezumate
mai jos.23

Valoare
Valoare observata

Substanta Concentratie tinta (% din valoarea
interferenta substantd interferenta N (U/L) tintd)*
Bilirubind 60 mg/dL 8 239,3 102
neconjugatd
Bilirubina conjugata 20 mg/dL 8 241,6 101
Intralipid 2.000 mg/dL 8 229,6 97
Lipemie 2.014 mg/dL 8 3124 92

STD 1:3 NEEFECTUARE DILUTIE
LoB 7 2
LoD 14 5
LoQ* 14 5

*In cazul in care LoD este egald cu valoarea erorii totale a testului,
atunci LoQ = LoD.?2

Interferenta

Studiile de interferenta au fost efectuate folosind un criteriu de acceptanta
< 9,0% din valoarea tinta. Efectele interferentei au fost evaluate prin
metoda doza-raspuns si metode pereche de diferentiere la nivelul de
decizie medicald al analitului.

*Procentajele au fost rotunjite la numere intregi.

NOTA: Probele hemolizate nu trebuie folosite pentru c3 eritrocitele
contin o activitate a LDH de aproximativ 150 de ori mai mare.’

Solutia de bilirubind neconjugata la concentratia de mai sus a fost
preparata prin addugarea de NIST SRM 916a la rezerva de ser uman.
Solutia de bilirubind conjugata la concentratia de mai sus a fost
preparata prin addugarea de ditaurobilirubind la rezerva de ser uman.
Solutia de intralipid la concentratia de mai sus a fost preparata prin
adaugarea de intralipid la rezerva de ser uman. Solutia de lipemie la
concentratia de mai sus a fost preparata prin adaugarea unei probe
umane cu nivel lipemic ridicat la rezerva de ser uman.

Urmatoarele substante au fost testate pentru interferenta la
concentratiile indicate folosind un criteriu de acceptare de + 9% fata
de valoarea tinta.

Valoare
Concentratje observata
Substanta substanta Valoare tinta (% din valoarea
interferenta interferenta N (U/L) tinta)
Sulfapiridind 300 mg/L 3 119,8 103
(1204,8 pmol/L)
Sulfasalazina 300 mg/L 3 119,8 96
(753,8 umol/L)
Temozolomida 20 mg/L 3 263,0 98

(103,1 pmol/L)

Interferentele din medicatie sau substante endogene pot afecta
rezultatele.2*

Precizie
Imprecizia testului LDH este < 4,7% CV total. Date reprezentative din

studii ce folosesc protocolul CLSI NCCLS EP5-A225 sunt rezumate
mai jos.

Protocol dilutie STD (1:3)

Control Nivel 1 Nivel 2
N 80 80

Media (U/L) 135,18 377,19
In cadrul aceleiasi SD 3,87 5,06
masuratori %GV 2,86 1,34
intre masurétori SD 1,16 2,48
%CV 0,86 0,66
intre zile SD 2,30 413
%CV 1,70 1,10
Total SD 4,64 6,99
%GV 3,44 1,85

Protocol NEEFECTUARE DILUTIE

Control Nivel 1 Nivel 2
N 80 80

Media (U/L) 134,64 380,87
In cadrul aceleiasi SD 1,15 1,88
masurdtori %CV 0,85 0,49
o P SD 1,44 0,75
Intre masuratori %V 1.07 020
intre zile SD 1,24 3,85
%CV 0,92 1,01
SD 2,22 4,34

Total

%CV 1,65 1,14




Metoda comparativa

Au fost efectuate studii de corelatie folosind protocolul

CLSI NCCLS EP9-A2 26 ¢y ajutorul regresiei liniare prin

metoda celor mai mici patrate (Least Squares). Rezultatele pentru
ser si plasmé ale testului 2P56 LDH au fost comparate cu cele ale
testului 7D69 LD. in plus, rezultatele pentru ser si plasma ale testului
2P56 LDH au fost comparate intre instrumentele ARCHITECT c8000
si ARCHITECT ¢16000/c4000 Systems. Rezultatele pentru ser/plasma
sunt rezumate mai jos.

Protocol dilutie STD (1:3)

ARCHITECT ¢8000 vs. ARCHITECT ¢8000 2P56

Metoda comparativa LDH vs. 7D69 LD
N 110 130
Y-intercept -2,25 -12,17
Coeficient de corelatie 0,9805 0,9997
Pantd (Slope) 1,02 1,12
Interval (U/L) de la 40,28 pana la 973,92 de la 44,63 pana la

1388,39*

% Bias la nivelurile tintd ale LDH
Nivel 1 (220 U/L) 1,36 6,33
Nivel 2 (250 U/L) 1,48 6,99
Nivel 3 (330 U/L) 1,70 8,17

*Interval test 7D69 LD

ARCHITECT ¢16000 vs. ARCHITECT ¢4000 vs.

¢8000 2P56 LDH ¢8000 2P56 LDH
N 130 130
Y-intercept -5,36 -4,95
Coeficient de corelatie 0,9995 0,9997
Pantd (Slope) 0,95 0,97
Interval (U/L) de la 46,53 pana la de la 46,53 pana la

1565,76 1565,76

% Bias la nivelurile tintd ale LDH
Nivel 1 (220 U/L) 717 -5,66
Nivel 2 (250 U/L) -6,88 -5,39
Nivel 3 (330 U/L) -6,36 -4,91

Protocol NEEFECTUARE DILUTIE

ARCHITECT ¢8000 vs. ARCHITECT ¢8000 2P56

Metoda comparativa LDH vs. 7D69 LD
N 112 136
Y-intercept 6,26 8,51
Coeficient de corelatie 0,9797 0,9994
Pantd (Slope) 1,01 1,04
Interval (U/L) dela 21,34 pand la 973,92 dela 18,3 pand la 4338,3*
% Bias la nivelurile tintd ale LDH
Nivel 1 (220 U/L) 4,16 7,68
Nivel 2 (250 U/L) 3,82 7,21
Nivel 3 (330 U/L) 3,21 6,39

*Interval test 7D69 LD

ARCHITECT ¢16000 vs. ARCHITECT ¢4000 vs.

¢8000 2P56 LDH ¢8000 2P56 LDH

N 136 136
Y-intercept -6,24 -4,69
Coeficient de corelatie 0,9999 0,9999
Pantd (Slope) 0,97 0,98
Interval (U/L) de la 23,48 pana la de la 23,48 pana la

447710 4477,10
% Bias la nivelurile tintd ale LDH
Nivel 1 (220 U/L) -5,41 -4,26
Nivel 2 (250 U/L) -5,07 -4,00

Nivel 3 (330 U/L) -4,46 -3,54
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PARAMETRI DE TESTARE

Lactate Dehydrogenase Ser/Plasma—Unitati conventionale si SI

Configure assay parameters — General

Configure assay parameters — SmartWash

® General O Calibration O SmartWash O Results O Interpretation O General O Calibration _ ® SmartWash O Results O Interpretation
Assay: LDH Type:  Photometric  Version: Assay: LDH
N”mbe“H 1045 o or onboatd reacerts by Lot COMPONENT _ REAGENT  ASSAY  WASH Volume _Replicates
.un con r(.)ls or onboard reagents by: Lo _ R AMIKS Detergent A 345 1
[ ] Reactlor:q deﬁr)ltlon — O Reagent | Sample O Validity checks R1 DGTOB Detergent A 345 1
eacton mode: P:ﬁ:al:; Secondary Read times R DIG00 Detergent A 345 !
. . R1 GENT9 Detergent A 345 1
Lt W“?"e('f”gtzj ggo | 404 '\ﬁla'“; f;‘ gg R1 TOBRA DetergentA 345 1
ast required read: ek 19 R1 VANCO DetergentA 345 1
Absorbance range: 0.0000-1.0000 Color correction: 4 -6
Sample blank tvoe: Self Blank 10 - 16 R2 AMIK9 Detergent A 345 1
ample Diank type. Se ank. 19 - R2 DGT0B DetergentA 345 1
R2 DIG00 Detergent A 345 1
O Reaction definition ® Reagent | Sample O Validity checks R2 GENT9 Detergent A 45
R1 R2 R2 TOBRA Detergent A 345 1
Reagent: LDH00 Reagent volume: 160 40 R2 VANCO Detergent A 345 1
Diluent: Saline Water volume:  ___ _
Diluent dispense mode: Type 0 Dispense mode:  Type 0 Type 0
Diluted Default
Dilution name Sample  sample Diluent Water  Dilution factor dilution
STD (1:3) : 35.0 3.2 70 __ = 1:3.00 [
UNDILUTED : 3.2 _ . __ = 1:1.00 0 Configure assay parameters — Results
1:5 1200 3.2 80 __ = 1:5.00 o O General O Calibration O SmartWash @ Results O Interpretation
Assay: LDH Assay number: 1048
Dilution default range: Result units: U/L
O Reaction definition O Reagent | Sample ® Validity checks Low-Linearity: 1°Tg+
Reaction check: None High-Linearity: 6653+
Gender and age specific ranges:
GENDER AGE (UNITS) NORMAL EXTREME
Rate lincarity %: 10 Either 0-130(Y) 125 - 220
Configure assay parameters — Calibration Configure result units
O General @ Calibration O SmartWash O Results O Interpretation Assay: LDH
Assay:  LDH Calibration method: Factor Version: T
Factor: 11180.0000 Result units:  U/L
® Calibrators O Volumes O Intervals O Validity checks Decmal placesi 0 [Range0-4]
Calibrator set: Calibrator level:  Concentration: Correlation factor:  1.0000
None Blank: Water 0 |ntel’Cept 0.0000
Replicates: 3 [Range 1 - 3]
O Calibrators @ \olumes O Intervals O Validity checks
Calibrator: Diluted
Calibrator level ~ Sample ~ sample  Diluent Water
Blank:  Water 3.2 . .
O Calibrators O Volumes @ Intervals O Validity checks
Calibration intervals:
Full interval: 720 (hours)
O Calibrators O Volumes O Intervals ® Validity checks
Blank absorbance range: -

T  Din cauza diferentelor din sistemele de instrumente si a configurarii unitatilor, numerele versiunilor pot varia.
Tt Valoarea liniaré scazuta (Liniaritate-Scazutd) este LoQ impartita la factorul de dilutie, apoi rotunjitd in sus pana la numarul de zecimale stabilite

in campul privind parametrii zecimalelor.

§  Valoarea liniara ridicata (Liniaritate-Ridicata) este liniaritatea impartitéa la factorul de dilutie, apoi rotunjita in jos pana la numarul de zecimale

stabilite in cAmpul privind parametrii zecimalelor.

i Valoarea liniara ridicata poate fi modificata la 2.000 daca Protocolul Undiluted (Neefectuare dilutie) este selectat ca dilutia implicita.



SEKISUI

DIAGNOSTICS

Because every result matters™

DECLARATION OF CONFORMITY

Manufacturer: Sekisui Diagnostics P.E.I. Inc
70 Watts Avenue Charlottetown
Prince Edward Island
C1E 2B9
Canada

European Representative: MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Product: Direct LDL
Catalogue Number 1E31-20
GMDN Code: 53395

Classification: General IVD
Conformity Assessment Route:  Annex lll, self-certified

We hereby declare that the above-mentioned products meet the provisions of the Council
Directive 98/79EC for in vitro diagnostic medical devices. All supporting documents are
held by the manufacturer.

Place of Issue: Prince Edward Island, Canada
Signature: ﬁ%’—\ o s OC/Ma,«.',f 20/%
Penny Whié Date

Senior Manager Regulatory Affairs
Sekisui Diagnostics PEI Inc.

Sekisui Diagnostics P.E.IL. Inc.
70 Watts Avenue

Charlottetown, Prince Edward Island

C1E 2B9 Canada

Tel: 902-566-1396 Fax: 902-628-6504

www.sekisuidiagnostics.com
Page 1 of 1



3 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
7D75

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
7D75-21 .
7D75-31 53590 Urea Nitrogen Self-declared

Authorized European

(Name and Address)

Representative

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical

(Name and Address)

documentation

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the CE
marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

Signature: _@/W %MO

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Signature:

Diana Romero

Site Director, Quality Assurance

FP— 33— 20,5
P~ Z~20/5

November 35,2014

Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

[
Mark Littlefield
Associate Director, Regulatory Affairs
7-3-20L5~
Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

7 -3~ 2005
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