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Coagulation Control Plasmas en

Instructions for use
INTENDED PURPOSE
The Coagulation Control Plasmas kit is intended for use as a quality control material.
Routine Control N, Routine Control A and Routine Control SA are for use as normal, moderately prolonged and markedly prolonged

controls for PT and aPTT assays. They are also assayed for Fibrinogen, TCT and ATIIl, and are prepared from normal human
plasma.

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only — DO NOT INGEST. Wear appropriate personal protective
mn:_u_dm:. when handling all kit oo_duo:m:.w Refer to the product safety declaration for the link to appropriate hazard and
y where Dispose of components in accordance with local regulations.

Blood products have been screened and found negative (unless otherwise stated on the kit box or vial) for the presence of:
Hepatitis B Antigen (HbsAg)

HIV 1 antibody HIV 2 antibody

HCV antibody

However they should be handled with the same precautions as a human patient sample.

COMPOSITION
REF Component Content Description
5186 Routine Control - N 10x1mL Prepared from pooled normal plasma.
5187 Routine Control - A 10x1mL Prepared from adsorbed human plasma.
5183 Routine Control - SA 10x1mL Prepared from adsorbed human plasma.
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Each kit contains instructions for use.
Each kit contains lot spe reference values insert.

Each vial contains 1 mL of buffered, lyophilised human plasma.
Preparation: Reconstitute each vial of the appropriate control with 1 mL of distilled or deionised water. Swirl gently.
for 10 minutes for complete dissolution and mix well before use.

ITEMS REQUIRED BUT NOT PROVIDED

Coagulation Control Plasmas may be used when performing tests on any mechanical or photo-optical coagulation instrument in
conjunction with all suitable, commercial reagents.

low to stand

STORAGE, SHELF-LIFE AND STABILITY

Unopened vials are stable until the given expiry date when stored under conditions indicated on the vial or kit label. The
reconstituted controls are stable for 8 hours when kept at *2 —*8°C or 4 weeks at -20°C when flash frozen. Keep covered.

SAMPLE COLLECTION AND PREPARATION
Not applicable.

Moldova

Location

PROCEDURE

Each control should be treated in the same manner as the unknown specimen in accordance with the instructions outlined in each
particular test protocol.

INTERPRETATION OF RESULTS

Routine Control N should give values within the laboratory normal range for PT, aPTT and fibrinogen assays. Routine Control A and

Routine Control SA have been to give and markedly PT and aPTT times respectively. Lot and
instrument specific expected values are provided with each pack of controls.
LIMITATIONS

The results obtained with Coagulation Control Plasmas depend on mm«m_‘wm_ factors strongly associated with instrumentation, types of
reagents, deficient substrates and laboratory to laboratory variations Each laboratory should establish an expected range for
the particular instrument-reagent system.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plasmas should be tested prior to each
batch of patient samples, to ensure satisfactory instrument and operator performance. If controls do not perform as expected,
patient results should be considered invalid.

REFERENCE VALUES

Reference values can vary between laboratories depending on the techniques and systems in use. For this reason each laboratory
should establish its own reference ranges.

PERFORMANCE CHARACTERISTICS

The following performance istics have been i by Helena Europe or their representatives using an
opto-mechanical . Each y should establish its own performance data.
Reproducibility
Intra-assay precision
Sample n aPTT CV (%) PTCV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 2.76 171
Routine Control SA 5 172 1.03

BIBLIOGRAPHY

1. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIl Assay, British Journal of Haematology,
37:559-568.

2. Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.

3. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techniques, AJCF, 59:231-235.

Plasmas de contrdle de coagulation ._"—‘
Fiche technique

UTILISATION

Le kit Coagulation Control Plasmas est destiné a étre utilisé comme produit de contréle qualité.

Les contréles Routine Control N, Routine Control A et Routine Control SA servent de témoins normal, modérément prolongé et
nettement prolongé dans les déterminations du TP et du TCA. Le fibrinogéne, la TCT et I'ATIII ont été dosés et ils sont préparés a
partir de plasma humain normal.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit mo_‘_» a usage diagnostique in vitro uniguement — NE PAS Porter un équi de
individuelle approprié lors de la manipulation de tous les composants du kit. Consulter la fiche de données de sécurité du produit
pour obtenir le lien vers les phrases de risque et les conseils de prudence le cas échéant. Eliminer les composants conformément
aux églementations locales.

Un dépistage des produits sanguins a été réalisé et a donné un résultat négatif (sauf indication contraire sur la boite du kit ou sur le
flacon) quant a la présence de :
Antigéne de I'hépatite B (AgHBs)

Anticorps anti-VHC
Cependant, ils doivent étre manipulés avec les mémes précautions que celles prises pour les échan

ns patients humains.

COMPOSITION
REF Composant Contient Description
5186 Routine Control - N 10x 1 mL Préparé a partir d’un pool de plasma norm:
5187 Routine Control - A 10x1mL Préparés a partir de plasma humain adsorbé.
5183 Routine Control - SA 10x1mL Préparés a partir de plasma humain adsorbé.
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Chagque kit contient une fiche technique.
Chagque kit contient valeurs de référence spécifiques du lot.
Chaque flacon contient 1 mL de plasma humain tamponné lyophilisé.

Préparation: Reconstituer chaque flacon du contréle approprié avec 1 mL d’eau distillée ou désionisée. Agiter doucement. Attendre
10 minutes jusqu’a dissolution totale et bien mélanger avant d'utiliser.

MATERIEL NECESSAIRE NON FOURNI

Le Coagulation Control Plasmas peut étre utilisé dans les analyses réalisées sur des instruments de coagulation mécanique ou
photo-optique avec les réactifs appropriés vendus dans le commerce.

CCONSERVATION, DUREE DE VIE UTILE ET STABILITE

Les flacons non ouverts sont stables jusqu’a la date de péremption indiquée s'ils sont conservés dans les conditions indiquées sur
tiquette du kit ou du flacon. Une fois reconstitués, les contréles sont stables 8 heures entre *2 —*8°C ou 4 semaines a -20 °C en
cas de congélation instantanée. Courir le produit.

PRELEVEMENT ET PREPARATION DES ECHANTILLONS
Non applicable.

PROCEDURE

Chagque contrdle doit étre traité de la méme maniére que I'échan
spécifique.

INTERPRETATION DES RESULTATS
Le Routine Control N doit donner des valeurs se situant dans la plage normale du laboratoire pour le TP, le TCA et le fibrinogéne.

Le Routine Control A et le Routine Control SA ont été standardisés pour donner des temps TP et TCA prolongés et trés prolongés
respectivement. Les valeurs prévues spécifiques du lot et de I'instrument sont fournies avec chaque kit de controles.

n & analyser en observant les instructions de chaque protocole

LIMITES

Les résultats obtenus avec le Coagulation Control Plasmas dépendent de U:_._wm_m:ﬁ facteurs fortement corrélés avec l'instrument,
les types de réactifs, les substrats carencés et les variations int < Le doit une plage prévue
pour chaque systéme instrument-réactif.

CONTROLE QUALITE

Chagque laboratoire doit établir un programme de contréle qualité. Les plasmas de contréle, normaux et anormaux, doivent étre
testés avant chaque lot d'échantillons patients afin de s'assurer que linstrument et I'opérateur offrent des performances
satisfaisantes. Si les contrles ne donnent pas les résultats prévus, les résultats du patient doivent étre considérés comme non
valables.

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier d'un laboratoire a I'autre suivant les techniques et les systemes utilisés. C'est pour cette
raison qu'il appartient a chaque laboratoire de déterminer ses propres plages de référence.

CARACTERISTIQUES DE PERFORMANCES

Helena Biosciences Europe ou ses mandataires ont déterminé les caractéristiques de performance suivantes en uf
instrument de coagulation opto-mécanique. Chaque laboratoire doit établir ses propres données de performance.

Reproductibi
Précision intra-série

Echantillon n TCACV (%) TP CV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 2.76 1.71
Routine Control SA 5 1.72 1.03

BIBLIOGRAPHIE

1 Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIII Assay, British Journal of Haematology,
37:559-568.

Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCF, 55:561-564.
Palkuti HA and Longberry JR (1973) A Precision Study of Ct Factor Assay
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AJCP, 59:231-235.

Kontrollplasma fiir die Gerinnung Q@
Anleitung

VERWENDUNGSZWECK

Das Coagulation Control Plasmas-Kit ist fiir die Qu

skontrol

vorgesehen.

Routine Control N, Routine Control A und Routine Control SA sind als normale, méBig verzdgerte und stark verzogerte Kontrollen
fir PT und aPTT Tests geeignet. Sie sind auch auf Fibrinogen, TZ und AT-lll getestet und werden aus normalem Humanplasma
hergestel

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die in sem Kit enthaltenen Reagenzien sind ausschlieBlich fir die Verwendung von in-vitro-Diagnosen vorgesehen. NICHT
VERSCHLUCKEN. Tragen Sie beim Umgang mit mmi___ozm: des Kits Schutzausriistung. Beachten Sie
gegebenenfalls die Verweise auf und Vorb: arungen in der Produktsicherheitserklarung.

Entsorgen Sie Komponenten geman aw: rtlichen <oﬁwnj::m:,

Die Blutprodukte wurden untersucht und sind fiir folgende Gene ohne Befund (soweit nicht anderweitig auf der Verpackung oder
den Ampullen angegeben):
Hepatitis-B-Antikérper (HbsAg)
HIV-Antikorper 1
HIV-Antikérper 2
HCV-Antikorper

Sie sind jedoch mit den gleichen Vorkehrungen zu behandeln wie Proben von menschlichen Patienten.

ZUSAMMENSETZUNG
REF Komponente Inhalt Beschreibung
5186 Routine Control - N 10x1mL Aus gepooltem Humanplasma hergestellt.
5187 Routine Control - A 10x1mL Adsorbiertem Humanplasma hergeste
5183 Routine Control - SA 10x1mL Adsorbiertem Humanplasma hergests
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Jedes Kit enthalt eine Gebrauchsanweisung.
Jedes Kit enthalt chargenspezifischen Referenzwerten

Jedes ﬂ_mmozozm: enthélt 1 mL mmu::mamm lyophilisiertes I:3m=n_mm3m
U Jedes F mit 1 mL oder entionisiertem Wasser rekons!
mnssmzrmz Zum vollstandigen )::omm; 10 Minuten stehen lassen und vor Gebrauch gut mischen.

ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL

Coagulation Control Plasmas kann in Verbindung mit allen entsp i 1 ien bei der Di y von
Tests an 1en oder lict werden.

LAGERUNG, HALTBARKEIT UND STABILITAT

ingen bis zum

Ungeoffnete Flaschchen sind unter den auf oder
2 —*8°C 4 Wochen m_mu: bzw. 4 Wochen bei -20 °C, wenn

Verfallsdatum stabil. Rekonstituierte Kontrollen sind bei
schockgefroren. Verschlossen aufbewahren.

PROBENENTNAHME UND VORBEREITUNG
Entfallt
VORGEHENSWEISE

Jede Kontrolle solite gemaB den Anleitungen der einzelnen wie Probe werden.
INTERPRETATION DER ERGEBNISSE
Routine Control N solite 4:_‘ PT, m_uj und Fibrinogen Tests Werte im Normalbereich ergeben. Routine Control A und Routine

Control SA wurden bzw. stark PT und aPTT Zeiten zu ergeben. Chargen und Gerate
spezifische Normalwerte sind in gmnmﬁ Packung mit Kontrollen enthalten.

EINSCHRANKUNGEN

Die mit Coagulation Control Plasmas erzielten Resultate héngen von mehreren Faktoren ab, die stark mit dem Gerat, den
i und Unterschieden zwischen den Labors in Verbindung stehen"?3. Jedes Labor
sollte daher firr jedes Geréte-Reagenzien-System einen eigenen Normalwertebereich erstellen.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitétskontrolle sorgen. Normale und pathologische Kontrol c_mmim: missen vor jeder
Testreihe Patientenproben getestet werden, um eine zufrieden stellende g und Liegen
die des No 1s, sind die nicht zu




REFERENZWERTE

Referenzwerte konnen je nach Technik und verwendetem System von Labor zu Labor unterschiedlich sein. Aus diesem Grund
sollte jedes Labor seine eigenen Referenzwertbereiche erstellen.

LEISTUNGSMERKMALE

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder i
Gerinnungsgerat ermittelt. Jede Labor muss seine eigenen Werte ermitteln.

rem Auftrag mit einem optomechanischen

Reproduzierbarkeit
Intra-assay-Prazision

Probe n aPTT CV (%) PTCV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 276 1.7
Routine Control SA 5 172 1.03
LITERATURVERZEICHNIS
1. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIl Assay, British Journal of Haematology,
37:559-568.
2. MD (1971) in Coagulation Assays, AJCP, 55:561-564.

3. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techniques, AJCP, 59:231-235.

Plasmi di controllo della coagulazione __”
Istruzioni per 'uso

SCOPO PREVISTO

Il kit Coagulation Control Plasmas & concepito per 'uso come materiale di controllo qualita.

Routine Control N, Routine Control A e Routine Control SA sono destinati ad essere utilizzati come controlli normal
prolungati e ite per i dosaggi di PT e aPTT. Essi vengono dosati anche per fibrinogeno, TCT
e ATIIl e sono preparati con plasma umano normale.

AVVERTENZE E PRECAUZIONI

| reagenti contenuti in questo kit sono destinati esclusivamente alla diagnostica in vitro - NON INGERIRE. Indossare un'adeguata

protettiva durante la di tutti i del kit. Per conoscere i relativi simboli precauzionali
e di pericolo, laddove pertinente, fare riferimento alla dichiarazione di sicurezza del prodotto. Smaltire i componenti conformemente
alle normative local

| prodotti ematici sono stati sottoposti a screening e trovati negativi (salvo diversa indicazione sulla confezione del kit o sulla fiala)
per la presenza di
Antigene dell'epatite B (HbsAg)

Anticorpo HIV 1

Anticorpo HIV 2

Anticorpo HCV

Questi prodotti devono tuttavia essere manipolati con le stesse

COMPOSIZIONE

i adottate per un paziente umano.

REF Componente Contiene Descrizione
5186 Routine Control - N 10x1 mL Preparato con un pool di plasma normale.

5187 Routine Control - A 10x1mL Preparati con plasma umano adsort
5183 Routine Control - SA 10x1mL Preparati con plasma umano adsort
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

contiene un Istru; per l'uso.
Ogpni kit contiene un inserto recante i valori di riferimento specifici per il lotto.

Ogni flacone contiene 1 mL di plasma umano tamponato liofilizzato.

_uaumuwn_o:m Ricostituire ogni flacone di controllo appropriato con 1 mL n_ acqua distillata o deionizzata. Agitare delicatamente.
10 minuti per al prodotto di bene prima dell'uso.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

Il Coagulation Control Plasmas puo essere utilizzato durante 'esecuzione
o foto-ottico in combinazione con tutti | reagenti idonei

lest su qualsiasi strumento di coagulazione meccanico

CONSERVAZIONE, VITA UTILE E STABILITA

Ogni riferimento a nomi e dati utilizzati negli esempi & casuale, se non specificato diversamente. | controlli ricostituiti sono stabili per
8 ore se conservati a *2 —*8°C oppure 4 settimane a -20°C se congelato molto velocemente. Mantenere i prodotti coperti.

RACCOLTA E PREPARAZIONE DEI CAMPIONI
Non applicabile.
PROCEDURA

Ogni controllo deve essere trattato seguendo la stessa procedura adottata per il campione non noto, conformemente alle istruzioni
riportate in ciascun protocollo di test specifico.

INTERPRETAZIONE DEI RISULTATI

Routine Control N deve fornire valori compresi nel range normale di laboratorio per i dosaggi di PT, aPTT e fibrinogeno. Routine
Control A e Routine Control SA sono stati per fornire, tempi di PT e aPTT prolungati e marcatamente
prolungati. | valori previsti speci lotto e lo strumento vengono forniti con ciascuna confezione di control

LIMITAZIONI

Coagulation Control Plasmas dij da i faftori, legati alla
variazioni dovute ai sing Ogni laboratorio dovra definire un range 9
sistema strumento-reagente specificamente uti

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e anormali devono essere testati prima
di ogni lotto di campioni di pazienti, per garantire un livello prestazionale soddisfacente sia per quanto riguarda lo strumento che per
'operatore. Qualora i controlli non funzionassero come previsto, i risultati relativi ai pazienti dovranno essere considerati non val

VALORI DI RIFERIMENTO

Per la sicurezza del paziente, & necessario che il sistema sia monitorato continuamente da un operatore qualificato. Per tale motivo
ciascun laboratorio dovra elaborare i propri range

CARATTERISTICHE PRESTAZIONALI

Le seguenti i sono state i da Helena
I'utilizzo di uno strumento di co: i opte ico. Ciascun i

Europe o dai propri rappresentanti con
dovré pertanto elaborare i propri dati prestazionali

Riproduci

Precisione intra-dosaggio
Campione n aPTT CV (%) PTCV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 2.76 1.71
Routine Control SA 5 1.72 1.03

BIBLIOGRAFIA

1. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIl Assay, British Journal of Haematology,
37:559-568.

2. Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.
3. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techniques, AJCP, 59:231-235.
Plasmas de control de la coagulacion es

Instrucciones de uso

USO PREVISTO

El uso previsto del kit Coagulation Control Plasmas es como material de control de calidad.

Routine Control N, Routine Control A y Routine Control SA se usan como controles normal, moderadamente prolongado y
notablemente prolongado para las valoraciones de TP y TTPa. También se valoran para fibrindgeno, TCT y ATIIl y se elaboran a
partir de plasma humano normal.

ADVERTENCIAS Y PRECAUCIONES

Los reactivos que contiene este kit son sélo para uso de diagnéstico in vitro: NO INGERIR. Lleve el equipo de proteccion umaozm_
adecuado cuando utilice todos los componentes del kit. Consulte la declaracion de seguridad del producto para saber mas sobre
las indicaciones adecuadas de advertencia y riesgo. Desechar los de con las normativas locales.

La sangre se ha sometido a pruebas que han resultado negativas (a menos que se indique lo contrario en la caja del kit o en el vial)
de la presencia de:

Antigeno de la hepatitis B (HbsAg)

Anticuerpos del VIH 1

Anticuerpos del VIH 2

Anticuerpos del VHC

Sin embargo, deben manipularse con las mismas precauciones que una muestra de un paciente.

COMPOSICION
REF Componente Contiene Descripcion
5186 Routine Control - N 10x1mL Elabora a partir de plasma normal de reserva.
5187 Routine Control - A 10x1mL Elaboran a partir de plasma humano adsorbido.
5183 Routine Control - SA 10x1mL Elaboran a partir de plasma humano adsorbido.
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Cada kit contiene instrucciones de uso.
Cada kit contiene valores de referencia especificos insertados del lote.

Cada vial contiene 1 mL de plasma humano tamponado, liofilizado.

Preparacién: Reconstituya cada vial del control adecuado con 1 mL de agua destilada o desionizada. Agite suavemente. Deje que
repose durante 10 minutos para que la disolucion sea completa y mezcle bien antes de su uso.

ARTICULOS NECESARIOS NO SUMINISTRADOS

El Coagulation Control Plasmas puede usarse cuando se realizan pruebas con cualquier instrumento de coagulacion mecanica o
foto-6ptica junto con todos los reactivos adecuados, comerciales.

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los viales no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en las condiciones indicadas en el
vial 0 en la etiqueta del kit. Los controles reconstituidos son estables durante 8 horas cuando se conservan a *2 —*8°C o durante 4
semanas a -20°C cuando se conserva con congelacion instantanea. Manténgase cubierto.

RECOGIDA Y PREPARACION DE LAS MUESTRAS

No aplicable.

PROCEDIMIENTO

Cada control debe tratarse de la misma forma que la muestra desconocida, de acuerdo con las instrucciones indicadas en cada
protocolo de prueba concreto.

INTERPRETACION DE LOS RESULTADOS

Routine Control N debe dar valores dentro del intervalo normal de laboratorio para TP, TTPa y valoraciones de fibrindgeno. EI
Routine Control Ay el Routine Control SA han sido estandarizados para dar tiempos de TP y TTPa prolongados y notablemente
prolongados, respectivamente. Se aportan los valores esperados especificos de lote y de instrumento con cada paquete de
controles.

LIMITACIONES
Los r i con C Control Plasmas dependen de varios factores fuertemente asociados a la

instrumentacion, los tipos de reactivos, sustratos deficientes y variaciones entre laboratorios"#°. Cada laboratorio debe establecer
un intervalo esperado para el sistema instrumento-reactivo concreto.

CONTROL DE CALIDAD

Cada io debe un de control de calidad. Los plasmas de control normales y anormales deben
estudiarse antes de cada lote de muestras del paciente, para asegurar un funcionamiento adecuado del instrumento y el operador.
Si los controles no se realizan como se esperaba, los resultados del paciente deben considerarse invalidos.

VALORES DE REFERENCIA

Los valores de referencia pueden variar entre los laboratorios dependiendo de las técnicas y sistemas usados. Por esta razon,
cada laboratorio debe establecer sus propios intervalos de referencia.

CARACTERISTICAS FUNCIONALES

Las
un instrumento de

han sido determinadas por Helena Biosciences Europe o sus representantes usando
Cada debe sus propios datos de rendimiento.

Riproducibilita
Precisi6n intra-ensayo

Muestra n TTPaCV (%) TPCV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 2.76 1.71
Routine Control SA 5 172 1.03

BIBLIOGRAFIA

1 Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIII Assay, British Journal of Haematology,
37:559-568.

Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.
Palkuti HA and Longberry JR (1973) A Precision Study of C Factor Assay
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AJCP, 59:231-235.

KOHTPO/JIbHbBIE MNJTA3MbI
VHCTPYKLUWA

ru

HA3HAYEHVE

KomnnekTt Coagulation Control Plasmas AanA B KavecTse

ANA KOHTPONA KayecTsa.

KOHTpONbHble nnaaMbi: «KOHTPOMb KauecTsa, HopMa», «KOHTPONb KAYecTea, BLICOKAA MATONOTUA», «KOHTPOMb KauecTsa, yMEpeHHo
BbIDAEHHAR NATONOMA» — KOHTPONM KAUECTBA C HOPMATIBHBIM, YMEPEHHO YBE/MMEHHIM 1 3HAUATEIIHHO YBENUUEHHbIM aKTUBIPOBAHHBIM
NapUUANbHLIM TPOMBOMNACTUHOBbIM BpemeHem (ATTTB/AUTB) W ApOTPOMGHHOBLIM Bpemerem (TTB). Vix Takxe MOXHO MCTIONb30BATH AR
onpeneneHwA_KonudecTsa (MGpUHOreHa, TPOMGUHOBOTO EpemeHn (TB) 1 awTuTpoMGuHa Il (AT-I). KOHTpORM npuroToBneHsi u3
4e/10BEUECKO NNA3MbI MPAKTM4ECKIN 3A0POBLIX MIOAGH.

NPEAYNPEXAEHWA U MEPbI NPEAOCTOPOXHOCTU

Conepalneca B AaHHOM HAGOPE PeareHThi NpeaHaaHaseHs! TONbKO ANA in vitro AvarHocTukit- HE MPUHMATb BHYTPb! Mpu patote co

BCeMir KOWNOHEHTaMN HEOpa, UCTONSOBaTL COVTETCTBYIOLMe CPORSTSa MHAMBMAYaNbHo/i SaWNTH. B onyuae KeobxoaumocTh ow.
BO O napenvA ana c oooammqnaw,\ﬁEx;s onacHoro

Mepax . Ynaneue B OTXORbI C MECTHbIMM

MpenapaThi KpoBM Gbini MOABEPTHYTHI CKPUHVHTY U MOKA3anu OTPULATENbHbIA PeaynbTaT (ecni Ha KOPOOKe, B KOTOPYIO ynakoaH
KOMINEKT W Ha NPOBUKe HE YKa3aHO MHOE) Ha:

AuTurett k renatuty B (HbsAg)

AnTutena k BUY 1

AntuTena k BIY 2

AntuTena K Bupycy renatuta C (HCV)

Tem He MeHee C HAMM crieqyeT Te e Mepbi 470 1 Npy ¢ o6pastiom, nony

oT Yenosexa.

COCTAB
Kar.Ne  KomnowenTsi Cocras HaGopa  Onucakme
5186 KoHTponb KauecTsa, Hopma 10x 1m0 NPUrOTOBNEH U3 Nyna HOPMANbHOV NNa3MbI
5187 KOHTPONb Ka4ecTBa, yMepeHHo BhipaxeHHan natonorva 10 x 1 mn NPUrOTOBNEH 13 aACOPGMPOBAHHOI NNA3Mb.
5183 KOHTpONb Ka4ecTBa, BLICOKAR NaTonorvA 10x 1m0 NPUrOTOBNEH 13 ACOPGMPOBAHHOI NNA3MbI.
5482 KoHTpOSb KoarynALuM, yposeHs M1:

KOHTpOIb KauecTsa, HopMa 4x1mn

KOHTPOSb Ka4eCTBa, yMePeHHO BbipaxeHHan natonoruA 3 x 1Mn

KOHTpOAb KavecTea, BLICOKaA NatonoruA 3x1mn
Kazbiii Ha60p COREPXUT MHCTPYKLIIO 110 MPUMEHEHMIO.
Macnopt ¢

Kazbiii (hnakoH coepxuT 1.0 M MOunManpoBaHHOM Nnasmbi denoseka.
MoarotosKka: PassequTe COOTBETCTBYIOUYIO KOHTDOMbHYIO MnasMy AoGasneHvem B0 chnakod 1.0 MR AVCTWIIMDOBAHHOW Wi
BoAel. O W oCTaBbTe MW KOMHATHOW Tenepatype B Tevewne 10 MHyT. Mepen
hnakoH ¢ iA nnaamoi nepesop (6e3
HEOBXO/VIMBIE KOMMOHEHTBI, HE BK/IOYEHHBIE B KOMMIEKT MOCTABKM

KOHTPOIHLIE MNa3Mbl MOTYT GbiTh VICTIONB30BAHSI C HANMIATOPAMM, UMEIOLIMI PASAVHHbI METOR ACTEKLAN (MEXBHAIECKWT, ONTUHECK Wi
nra) s cp b

XPAHEHME, CPOK FOAHOCTM 1 YCTOR4YMBOCTb

HeBCKPBITbIE (DIAKOHBI C MO(MIIMANPOBAHHOV NIAGMOIA XPAHATCA A0 VICTEHEHW CPOKA TORHOCTH B YCNIOBHAX, YKA3aHHbIX Ha STUKETKe.
Pa3BefieHHan KOHTPONbHARA NNasMa B 3aKPLITOM (BIAKOHE MOXET XPaHUTLCA Npu 2 —*8°C unm 4 Hepenb npu -20°C B Cny4ae MrHOBEHHOI
3aMOPO3KY. B TeueHVe 8 Yacos.

OTEOP U NOArOTOBKA OBPA3LIOB

He oTHocuTeA.

NPOLIEAYPA

Kaxqbiii 06padels KOHTPOMbHO NnaaMbi AOMKEH aHANM3MPOBATHCA Tak e, Kak 0Gpasell Mnasmbi GOMLHOTO, B COOTBETCTBUM C
VHCTPYKLWAMM K MCTIONb3YeMOMY PEAreHTY 1 NpUGOpY.

VHTEPNPETALMA PE3Y/IbTATOB
<KOHTPOMb KAYeCTBa, HOPMA», AOMKEH MNOKA3LIBATL BHAUEHA B NPEAENAX HOPMATBHOTO AUANA3OHA UCTIONBIYEMOrO B N1a6OPATOPUM AN

1B, ATTTB 1 OpeAeneHA KOHLISHTPaLMY (DUBPUHOTEHa. «KOHTPOMT KAHECTBA, YMEPEHHO BLIPAXEHHAR NaToNorA» M «KOHTPONb Ka4ecTsa,
BBICOKAR MATONIOTMA», IV CTAHAAPTUIMOBAHLI, TAKVM OGPA3OM, YTOGbI MOKA3bIBATH COOTBETCTBEHHO YMEPEHHO WNM BHIDAXEHHOE

ysenuenve ATTB v [1B. Homep naptiu u npenensi AnA p Koary © KaxabiM
HaBOPOM KOHTPONE.

OrPAHUYEHUA

PehepeHcHble aHaueHta MoryT Mexay ot peareTos, MeTOmoB,

KOArynoMeTpoB 1 Apyrux dakTopos'==. Mo 3Toi NpuuMHe Kaxaan :mmouﬂouxn [ONXHA YCTaHOBUTL CBOM COGCTBEHHbIE HOPMATUBHbIE

napaveTp! MeToaa.

KOHTPOJIb KAYECTBA
Kaxnan na6opatopua AOMKHa YOTAHOBUTL MPOTPaNMy KOHTPONA KavecTsa. Mepen M3MepeHvien Kamoi napTiiu oGpasLios NauneHTos

b W navororweaiyio aIMy. TOGe TheA B patote
o6opyaoBaHMA ¥ onepatopa. Ecnu He . T0 RakHbie

NaUNEHTOB CNIEMYET CHMTAT HEAOCTOBEPHBIMM.
HOPMAJIbHBIE NOKASATENN

PechepeHCHbIE 3HAYEHIA MOTYT BAPL/POBATS My NaBOPaTOPMAMM B or MeToR0 1 Koar Mo aToit
MPYIUMHE KEXKAGA NABOPATOPUA AOMXHA YCTAHOBMTS CBOU COBCTBEHHBIE BHAYGHA.

SKCMNYATALMOHHBIE XAPAKTEPUCTUKK

Komnawua Xenewa unn eé
1naGopaTopA OMKHA OMPEAENTH CBOU COBCTBEHHIE AHANMTUYECKIE XapaKTepUCTIK

aHanuTUveCKvie XapakTepucTUKW. Kaxaan

Mpn KoarynomeTpa u p Xenewa 6611 Bapuaum
(Cv),
BocnponssoaumocTs

B Npeaenax aHANNTUYECKO Cepum
KoHTponeHas nnazma Kon-so o6pasuyos CV (%) ANTB CV (%) NB
KoHTpons kauecTsa, Hopma 5 2.83 1.01
KOHTPONb KaYecTBa, yMEpEHHO BbIpaXeHHas NaTonorvA 5 2.76 1.71
KOHTPOMb KaYeCTBa, BLICOKAA NATONOrA 5 1.72 1.03

JIUTEPATYPA

1. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIll Assay, British Journal of Haematology, 37:559-568.
2. MD (1971) in C ion Assays, AJCP, 55:561-564.
3. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techni

ues, AJCP, 59:231-235.
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REACTIVI MONOCLONALI PENTRU DETERMINAREA GRUPEI SANGUINE

INSTRUCTIUNI DE UTILIZARE

Anti-A, Anti-B si Anti-A,B monoclonal: Pentru tehnicile cu eprubeta, ID Bio-Rad, Ortho BioVue, cu microplaci si cu

lama.

REZUMAT

n 1900, Landsteiner a descoperit ca serul unor persoane poate aglutina
globulele rosii ale altora. In prezent sunt recunoscute patru fenotipuri obisnuite:
O, A, B si AB. De atunci au fost identificate si subgrupele A si B.

Grup metoda Grup metoda inversa ABO Caucazieni
directa Fenotip %!
A B A,B A, A, B O
+ 0 + 0 0 + 0 A 43
0 + + + + 0 0 B 9
0 0 0 + + + 0 0 44
+ + + 0 0 0 0 AB 4

SCOPUL PROPUS

Reactivii ABO sunt reactivi pentru determinarea grupei sanguine destinati a fi
folositi pentru a determina calitativ prezenta sau absenta antigenelor A si/sau B
pe globulele rosii ale donatorilor de sange sau ale pacientilor care au nevoie de 0
transfuzie sanguina in cazul testarii conform tehnicilor recomandate si prezentate
n aceste instructiuni de utilizare.

PRINCIPIUL

Reactivii contin anticorpi impotriva antigenului A si/sau B corespunzator de pe
globulele rosii umane si vor provoca o aglutinare (aglomerare) directa a
globulelor rosii purtatoare ale antigenului ABO corespunzator. Neaglutinarea
indica in general absenta antigenului ABO corespunzator pe globulele rosii
umane (consultati Limitari).

REACTIVI

Reactivii monoclonali Lorne IgM pentru determinarea grupei sanguine ABO
contin anticorpi monoclonali de soarece diluati intr-un tampon fosfat care contine
clorura de sodiu, EDTA si albumina bovina. Reactivii nu contin sau nu sunt
compusi din substante CMR, substante perturbatoare pentru sistemul endocrin
sau care ar putea provoca sensibilizare sau o reactie alergica in cazul
utilizatorului. Fiecare reactiv este furnizat la diluarea optima pentru utilizare cu
toate tehnicile recomandate prezentate mai jos, fara sa mai fie necesara diluarea
sau adaugarea suplimentara. Pentru numarul de referinta al lotului si data de
expirare, consultati Eticheta flaconului.

Produs Linie celulara/Clona Culoare Colorant
utilizat
Anti-A 9113D10 Albastru Albastru patent
Anti-B 9621A8 Galben Tartrazina
Anti-A,B 152D12 + 9113D10 + ES15 Incolor Niciunul
DEPOZITARE

Flacoanele cu reactiv trebuie depozitate la temperaturi cuprinse intre 2 si 8 °C
dupa primire. Depozitarea prelungita la temperaturi in afara acestui interval poate
duce la pierderea accelerata a reactivitatji reactivilor. Acest reactiv a fost supus
unor studii de stabilitate la transport la 37 °C si —25 °C, conform precizarilor din
documentul BS EN I1SO 23640:2015.

RECOLTAREA $I PREGATIREA PROBEI

Probele de sange pot fi recoltate in EDTA, citrat, anticoagulanti CPDA sau ca
proba coagulata. Probele trebuie testate cat mai curand posibil dupa recoltare.
Daca survine o intarziere in ce priveste testarea, pastrati probele la 2-8 °C.
Probele care prezinta o hemoliza intensa sau o contaminare microbiana nu
trebuie utilizate pentru testare. Probele de sange care prezinta semne de liza pot
conduce la rezultate neconcludente. Este de preferat (dar nu esential) sa spalati
toate probele de sange cu PBS sau solutie salina izotona inainte de testare.

PRECAUTII

1. Reactivii sunt destinati exclusiv diagnosticului in vitro.

2. Daca un flacon cu reactiv este crapat sau curge, aruncati continutul
imediat.

3. Nu folositi reactivii dupa data de expirare (consultati Eticheta flaconului).

4. Nu folositi reactivii daca observati ca s-a format un precipitat.

5 Purtati echipament de protectie cand manipulati reactivii, cum ar fi manusi
de unica folosinta si un halat de laborator.

6. Reactivii au fost filtrati printr-o membrana de 0,2 ym pentru a reduce
incarcatura biologica, dar nu sunt livrati sterili. Dupa deschiderea
flaconului, reactivul poate fi folosit pana la data de expirare daca nu se
observa o turbiditate marcata, care ar putea indica deteriorarea sau
contaminarea reactivului.

Numarul de referinta al documentului: CEP1600/610/620

Numarul de emitere al documentului: 16/05/2020

7. Reactivii contin < 0,1% azida de sodiu. Azida de sodiu poate fi toxica daca
este ingerata si poate reactiona cu conductele din plumb sau cupru
formand azide metalice explozive. La eliminare, spalati cu cantitati mari de
apa.

8. Nu se cunosc teste care sa garanteze faptul ca produsele derivate din
surse umane sau animale nu prezinta agenti infectiosi. Fiti atenti cand
utilizati si cand eliminati un flacon si continutul acestuia.

ELIMINAREA REACTIVULUI $I CUM SE ACTIONEAZA iN CAZ DE
STROPIRE

Pentru informatii privind eliminarea reactivului si metodele de decontaminare a
unui loc in caz de stropire, consultati Fisele cu date de securitate ale
materialului, disponibile la cerere.

1. MARTORI S| RECOMANDARI

1. Se recomanda testarea in paralel a unui martor pozitiv si a unui martor
negativ cu fiecare lot de teste. Testele trebuie considerate nevalide daca
probele martor nu prezinta rezultatele prevazute.

2. Intrucat acesti reactivi nu contin potentiatori macromoleculari, este foarte
putin probabil sa fie cauzate reactii fals pozitive la globulele acoperite cu
19G.

3. Specimenele de sange din subgrupele slabe A sau B (de ex., Ax) pot
genera reactii fals negative sau slabe Tn cazul testarii cu lame, placi de
microtitru sau cartele cu gel. Se recomanda retestarea subgrupelor slabe
cu ajutorul tehnicii cu eprubeta.

4. in cazul pacientilor cu varsta mai mare de sase luni, rezultatele determinarii
grupei ABO trebuie confirmate prin testarea serului sau plasmei acestora in
raport cu globulele din grupa A; si B cunoscuta inainte de a confirma in
cazul lor grupa sanguina ABO.

5. Inainte de utilizare, l3sati reactivul sa ajunga la temperatura camerei.
Imediat dupa utilizare, depozitati reactivul inapoi la o temperatura cuprinsa
intre 2 si 8 °C.

6. inTehnici recomandate, un volum reprezinta aproximativ 50 ul cu pipeta

flaconului furnizata.

7.  Utilizarea reactivilor si interpretarea rezultatelor trebuie efectuate de
personal calificat si instruit in mod corespunzator in conformitate cu
cerintele tarii in care se utilizeaza reactivii.

8. Utilizatorul trebuie sa stabileasca in ce masura se pot utiliza reactivii in alte
tehnici.

REACTIVI S| MATERIALE NECESARE

Pipete volumetrice.

Cartele ID Bio-Rad (NaCl, test enzimatic si aglutinine la rece).
Centrifuga ID Bio-Rad.

ID-CellStab sau ID-Diluent 2 Bio-Rad.

Casete sistem Ortho BioVue (neutre).

Centrifuga sistem Ortho BioVue.

Diluant globule rosii 0,8% Ortho

Lame de sticla pentru microscopie sau placi de cartela albe.
Betisoare aplicatoare.

Eprubete de sticla (10 x 75 mm sau 12 x 75 mm).

Centrifuga pentru eprubete.

Microplaci cu godeuri in forma de U validate.

Centrifuga pentru microplaci.

Agitator pentru placi.

Solutie PBS (pH 6,8-7,2) sau solutie salina izotona (pH 6,5-7,5).
Globule rosii martor pozitiv si negativ:

Anti-A: grupa A (martor pozitiv) si grupa O (martor negativ).
Anti-B: grupa B (martor pozitiv) si grupa O (martor negativ).
Anti-A,B: grupa A si grupa B (martori pozitivi) si grupa O (martor negativ).

TEHNICI RECOMANDATE

A. Tehnica cu eprubeta

1.  Pregatiti o suspensie de 2-3% din globulele rosii in PBS sau solutie salina
izotona.

2. Puneti intr-o eprubeta etichetata: 1 volum de reactiv Anti-ABO Lorne si 1
volum de suspensie de globule rosii.

3. Amestecati bine si incubati la temperatura camerei timp de 1 minut.

4, Centrifugati toate eprubetele timp de 10 secunde la 1000 rcf sau la un alt
raport adecvat intre timp si forta.

5. Resuspendati usor butonul de hematii si efectuati citirea macroscopica
pentru aglutinare

6. Eprubetele care prezinta un rezultat negativ sau discutabil trebuie incubate
timp de 15 minute la temperatura camerei.

7. Dupa incubare, repetati pasii 4 si 5.
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B. Tehnica ID Bio-Rad (cartele NaCl, test enzimatic si aglutinine

larece)

1. Pregatiti o suspensie de 0,8% din globulele rosii in ID-CellStab sau ID-
Diluent 2.

2. Indepartati folia de aluminiu de pe mai multe microeprubete, dupa cum este
necesar.

3. Puneti in microeprubeta corespunzatoare: 50 pl de suspensie de globule
rosii si 25 pl de reactiv Anti-ABO Lorne.

4. Centrifugati cartela(ele) ID n centrifuga pentru cartele cu gel Bio-Rad.

5. Efectuati citirea macroscopica pentru aglutinare.

C. Tehnica Ortho BioVue (Casete neutre)

1. Pregatiti o suspensie de 0,8% din globulele rosii in Diluant de globule rosii
Ortho 0,8%.

2. Indepartati folia de aluminiu de pe mai multe camere de reactie, dupa cum

este necesar.

3. Puneti in camera de reactie corespunzatoare: 50 ul de suspensie de
globule rosii si 40 pl de reactiv Anti-ABO Lorne.

4.  Centrifugati caseta(ele) intr-o centrifuga de sistem Ortho BioVue.

5. Efectuati citirea macroscopica pentru aglutinare.

D. Tehnica cu microplaci, care utilizeaza godeuri in forma de U

1. Pregatiti o suspensie de 2-3% din globulele rosii in PBS sau solutie salina
izotona.

2. Puneti intr-un godeu corespunzator: 1 volum de reactiv Anti-ABO Lorne si
1 volum de suspensie de globule rosii.

3. Amestecati temeinic, de preferinta cu un agitator pentru microplaci, avand
grija sa evitati contaminarea incrucisata intre godeuri.

4. Incubati la temperatura camerei timp de 15 minute (timpul depinde de
utilizator).

5. Centrifugati microplaca timp de 1 minut la 140 rcf sau la un alt raport
adecvat intre timp si forta.

6. Resuspendati butonul celular cu o agitatie atent controlata intr-un agitator
de microplaci

7. Efectuati citirea macroscopica sau cu un cititor automat validat.

8. Orice reactie slaba trebuie reconfirmata prin tehnica cu eprubeta.

E. Tehnica culama

1. Pregatiti o suspensie de 35-45% din globulele rosii in ser, plasma, PBS sau
solutie salina izotona sau utilizati sdnge integral anti-coagulat (in plasma
proprie).

2. Puneti pe o lama de sticla sau o placa de cartela etichetata: 1 volum de
reactiv Anti-ABO Lorne si 1 volum de suspensie de globule rosii.

3. Folosind un betisor aplicator curat, amestecati reactivul si celulele pe o
suprafata de circa 20 x 40 mm.

4. Inclinati incet lama fnainte si thapoi timp de 30 de secunde, amestecand
ocazional si mai mult in intervalul de 1 minut, pastrand lama la temperatura
camerei.

5. Efectuati citirea macroscopica dupa 1 minut la lumina difuza si nu
confundati firele de fibrina cu aglutinarea.
6. Orice reactie slaba trebuie reconfirmata prin tehnica cu eprubeta.

INTERPRETAREA REZULTATELOR TESTULUI

1. Pozitiv: Aglutinarea globulelor rosii constituie un rezultat pozitiv si, in
limitele acceptate ale procedurii de testare, indica prezenta antigenului
ABO corespunzator pe globulele rosii.

2. Negativ: Neaglutinarea globulelor rosii constituie un rezultat negativ si, in
limitele acceptate ale procedurii de testare, indica absenta antigenului ABO
corespunzator pe globulele rosii.

3. Discrepante: Daca rezultatele obtinute cu grupul cu metoda inversa nu
corespund cu grupul cu metoda directd, sunt necesare investigatii
suplimentare.

STABILITATEA REACTIILOR

1. Efectuati citirea testelor cu eprubeta si microplaca imediat dupa
centrifugare.

2.  Testele cu lama ar trebui interpretate dupd maximum un minut pentru a
garanta specificitatea si a evita riscul de a interpreta incorect un rezultat
negativ ca fiind pozitiv din cauza uscarii reactivului.

3. Aveti grija la interpretarea rezultatelor testelor efectuate la alte temperaturi
decét cele recomandate.

LIMITARI

1. Intrucat antigenele ABO nu sunt pe deplin dezvoltate la nastere, pot aparea
reactii mai slabe la specimenele de la nivelul cordonului ombilical si
neonatale.

2. Atunci cand se utilizeaza Anti-A,B monoclonal, specimenele de sange din
subgrupele slabe A sau B (de ex., Ax) pot genera reactii fals negative sau
slabe in cazul testarii cu lame, placi de microtitru sau cartele cu gel. Se
recomanda retestarea subgrupelor slabe cu ajutorul tehnicii cu eprubeta.

3. Intrucat Anti-A monoclonal si Anti-B monoclonal Lorne nu sunt validati
pentru a depista antigene Ax si A3, respectiv Bx si B3, nu sustinem
reactivitatea reactivului monoclonal Anti-A sau Anti-B Tmpotriva acestor
subgrupe A si B slabe.

4. Sangele stocat poate genera reactii mai slabe decat sangele proaspat.

5. Rezultatele fals pozitive sau fals negative pot fi generate si de:

. Contaminarea materialelor folosite in testare
. Depozitarea, concentratia celulara, timpul sau temperatura de
incubatie necorespunzatoare

Numarul de referinta al documentului: CEP1600/610/620

. Centrifugarea necorespunzatoare sau excesiva

. Abaterea de la tehnicile recomandate

. Probele de la nivelul cordonului ombilical contaminate cu gelatina
Wharton

CARACTERISTICI DE PERFORMANTA SPECIFICE

1. Tnainte de a fi pus pe piat4, fiecare lot de reactiv monoclonal ABO Lorne a
fost testat conform metodelor de testare recomandate si enumerate in
aceste instructiuni de utilizare. Testele corespund cerintelor de testare
prezentate in numarul/versiunea curenta a ,Guidelines for the Blood
Transfusion Services in the United Kingdom”® (Orientari pentru Serviciile de
transfuzii sanguine din Regatul Unit) si ,Common Technical Specifications”
(Specificatii tehnice comune).

2. Specificitatea anticorpilor monoclonali este demonstrata cu ajutorul unui
panou de celule cu antigen negativ.

3. Forta reactivilor a fost testata in raport cu standardele de referinta privind
forta minima obtinute de la Institutul National de Standarde Biologice si
Control (NIBSC):

. Standard de referinta Anti-A 03/188 si / sau
. Standard de referinta Anti-B 03/164

4. Anti-B Lorne nu reactioneaza cu globulele rosii ,B dobandit”.

5. Reactivii monoclonali ABO Lorne nu detecteaza criptoantigene, cum ar fi T,
Tn sau Cad.

6.  Controlul calitatii reactivilor a fost efectuat cu globule rosii cu fenotipuri care
au fost verificate de un centru pentru transfuzii sanguine din Regatul Unit si
care au fost spalate cu PBS sau solutie salina izotona inainte de utilizare.

DECLINAREA RESPONSABILITATII

1. Utilizatorul este singurul responsabil pentru performanta reactivilor in cazul
utilizarii altor metode decét cele mentionate in Tehnici recomandate.

2. Orice algatere de la Tehnicile recomandate trebuie validata inainte de
utilizare”.
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DIMENSIUNI REACTIV DISPONIBILE

Marime Numar de catalog Teste per flacon
flacon
. 10 ml 600010 200
Anti-A 1000 m 600000 20.000
monoclonal
5000 ml 600000X5* 100.000
) 10 mi 610010 200
Anti-B 1000 ml 610000 20.000
monoclonal
5000 ml 610000X5* 100.000
. 10 ml 620010 200
Anti-A.B 1000 m 620000* 20.000
monoclonal
5000 ml 620000X5* 100.000

Numarul de emitere al documentului: 16/05/2020

*Aceasta marime este valabila numai pentru utilizare de fabricatie
suplimentara (FFMU) si, prin urmare, nu are marcajul CE.

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire, RG6 4UT

Regatul Unit

Tel.: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

EC Advena Ltd. Tower Business Centre, 2nd Fir.,
Tower Street, Swatar, BKR 4013, Malta
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MONOCLONAL BLOOD GROUPING REAGENTS.

DIRECTIONS FOR USE
Anti-A, Anti-B and Anti-A,B Monoclonal:

&b LORNE ce

I LABORATORIES 1434

For Tube, Bio-Rad-ID, Ortho BioVue, Microplate and Slide Techniques.

SUMMARY

In 1900, Landsteiner discovered the serum of some people would agglutinate the
red cells of others. Four common phenotypes are now recognised: 0, A, B and AB.
Subgroups of A and B have since been identified.

Forward Group Reverse Group ABO Caucasians
A | A1 A2 B Phenotype %'
+ 0 + 0 0 + A 3
0 + + + + 0 B
0 0 0 + + + 0 4
+ + + 0 0 0 AB 4
INTENDED PURPOSE

The ABO reagents are blood grouping reagents intended to be used to
qualitatively determine the presence or absence of the A and or B antigens on
the red cells of blood donors or patients requiring a blood transfusion when
tested in accordance with the recommended techniques stated in this IFU.

PRINCIPLE

The reagents contain antibodies against the appropriate A and/or B antigen

on human red cells and will cause direct agglutination (clumping) of red cells
that carry the corresponding ABO antigen. No agglutination generally indicates
the absence of the corresponding ABO antigen on human red cells (see
Limitations).

REAGENT

Lorne Monoclonal IgM ABO blood grouping reagents contain mouse monoclonal
antibodies diluted in a phosphate buffer containing sodium chloride, EDTA and
bovine albumin. The reagents do not contain or consist of CMR substances,

or endocrine disrupting substances or that could result in sensitisation or an
allergic reaction by the user. Each reagent is supplied at optimal dilution for use
with all the recommended techniques stated below without the need for further
dilution or addition. For lot reference number and expiry date see Vial Label.

Product Cell Line/Clone Colour Dye Used
Anti-A 9113D10 Blue Patent Blue
Anti-B 9621A8 Yellow Tartrazine

Anti-AB 152D12 + 9113D10 + EST5 Colourless None

STORAGE

Reagent vials should be stored at 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C
and —25°C as described in document BS EN 1SO 23640:2015.

SAMPLE COLLECTION AND PREPARATION

Blood samples can be collected into EDTA, citrate, CPDA anticoagulants or as

a clotted sample. The samples should be tested as soon as possible following
collection. If a delay in testing should occur, store the samples at 2-8°C. Samples
displaying gross haemolysis or microbial contamination should not be used for
testing. Blood samples showing evidence of lysis may give unreliable results. It is
preferable (but not essential) to wash all blood samples with PBS or Isotonic saline
before being tested.

PRECAUTIONS

1. The reagents are intended for in vitro diagnostic use only.

. If areagent vial is cracked or leaking, discard the contents immediately.

. Do not use the reagents past the expiration date (see Vial Label).

. Do not use the reagents if a precipitate is present.

. Protective clothing should be worn when handling the reagents, such as
disposable gloves and a laboratory coat.

. The reagents have been filtered through a 0.2 um capsule to reduce the
bio-burden, but are not supplied sterile. Once a vial has been opened the
contents should remain viable up until the expiry date as long as there is no
marked turbidity, which can indicate reagent deterioration or contamination.

7. The reagents contain < 0.1% sodium azide. Sodium azide may be toxic if

ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of water.

8. No known tests can guarantee that products derived from human or animal

sources are free from infectious agents. Care must be taken in the use and
disposal of each vial and its contents.

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES
For information on disposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE

1. ltis recommended a positive control and a negative control be tested in
parallel with each batch of tests. Tests must be considered invalid if controls
do not show expected results.
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. Since these reagents do not contain macromolecular potentiators, it is very

unlikely that false positive reactions are caused with IgG coated cells.

. Blood specimens of weak A or B subgroups (e.g Ax) may give rise to false

negative or weak reactions when tested using slides, microtitre plates or gel
cards. Itis advisable to re-test weak subgroups using tube technique.

. Individuals older than six months should have their ABO blood-grouping

results confirmed by testing their serum or plasma against known group A,
and B cells before their ABO blood group can be confirmed.

. Before use, let the reagent warm up to room temperature. As soon as the

reagent has been used, put the reagent back in storage at 2-8°C.

. In the Recommended Techniques one volume is approximately 50ul when

using the vial dropper provided.

. The use of the reagents and the interpretation of results must be carried

out by properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use.

. The user must determine the suitability of the reagents for use in other

techniques.

REAGENTS AND MATERIALS REQUIRED

Applicator sticks.

Automatic plate reader.

Bio-Rad ID-Cards (NaCl, enzyme test and cold agglutinins).
Bio-Rad ID-Centrifuge.

Bio-Rad ID-CellStab or ID-Diluent 2.

Glass microscope slides or white card tiles.

Glass test tubes (10 x 75 mm or 12 x 75 mm).

Microplate centrifuge.

Ortho BioVue System Cassettes (Neutral).

Ortho BioVue System Centrifuge.

Ortho 0.8% Red Cell Diluent.

Plate shaker.

PBS solution (pH 6.8-7.2) or Isotonic saline solution (pH 6.5-7.5).
Positive and negative control red cells:

Anti-A: group A (positive control) and group O (negative control).
Anti-B: group B (positive control) and group O (negative control).
Anti- A|§3 group A and group B (positive controls) and group O (negative
control

Test tube centrifuge.

Validated “U” well microplates.

Volumetric pipettes.

RECOMMENDED TECHNIQUES
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. Tube Technique
. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.
. Place in a labelled test tube: 1 volume of Lorne Anti-ABO reagent and 1 volume

of red cell suspension.

. Mix thoroughly and incubate at room temperature for 1 minute.
. Gentrifuge all tubes for 10 seconds at 1000 rcf or for a suitable alternative time

and force.

. Gently resuspend red cell button and read macroscopically for agglutination

Any tubes, which show a negative or questionable result, should be incubated
for 15 minutes at room temperature.

. Following incubation, repeat steps 4 and 5.

. Bio-Rad-ID Technique (NaCl, enzyme test and cold aglutinins cards)
. Prepare a 0.8% suspension of red cells in ID-CellStab or ID-Diluent 2.

Remove aluminium foil from as many microtubes as needed.

. Place in appropriate microtube: 50ul of red cell suspension and 25ul of

Lorne Anti-ABO reagent.

. Centrifuge ID-Card(s) in the Bio-Rad gel card centrifuge.
. Read macroscopically for agglutination.

. Ortho BioVue Technique (Neutral cassettes)
. Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Cell Diluent.

Remove aluminium foil from as many reaction chambers as needed.
Place in appropriate reaction chamber: 50ul of red cell suspension and 40ul
of Lorne Anti-ABO reagent.

. Centrifuge cassette(s) in an Ortho BioVue System Centrifuge.

Read macroscopically for agglutination.

. Microplate Technique, using “U” wells
. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.
. Place in the appropriate well: 1 volume Lorne Anti-ABO reagent and 1

volume red cell suspension.

. Mix thoroughly, preferably using a microplate shaker, taking care to avoid

cross-well contamination.

. Incubate at room temperature for 15 minutes (time dependant on user).
. Centrifuge the microplate for 1 minute at 140 rcf or for a suitable alternative

time and force.

. Resuspend the cell buttons using carefully controlled agitation on a

microplate shaker
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7. Read macroscopically or with a validated automatic reader.

8. Any weak reactions should be repeated by the tube technique.
E

1

. Slide Technique
. Prepare a 35-45% suspension of red cells in serum, plasma or PBS or
Isotonic saline or use anti-coagulated whole blood (in its own plasma).
2. Place on a labelled glass slide or card tile: 1 volume of Lorne Anti-ABO
reagent and 1 volume of red cell suspension.
3. Using a clean applicator stick, mix reagent and cells over an area of about
20 x 40 mm.
4. Slowly tilt the slide back and forth for 30 seconds, with occasional further
mixing during the 1-minute period, maintaining slide at room temperature.
5. Read macroscopically after 1 minute over a diffuse light and do not mistake
fibrin strands as agglutination.
6. Any weak reactions should be repeated by the tube technique.

INTERPRETATION OF TEST RESULTS

1. Positive: Agglutination of the red cells constitutes a positive test result and
within accepted limitations of test procedure, indicates the presence of the
appropriate ABO antigen on the red cells.

2. Negative: No agglutination of the red cells constitutes a negative result and
within the accepted limitations of the test procedure, indicates the absence
of the appropriate ABO antigen on the red cells.

3. Discrepancies: If the results obtained with reverse group don’t correlate with
forward group, further investigation is required.

STABILITY OF THE REACTIONS

1. Read all tube and microplate tests immediately after centrifugation.

2. Slide tests should be interpreted after a maximum of one minute to ensure
specificity and to avoid the possibility a negative result may be incorrectly
interpreted as positive due to drying of the reagent.

3. Caution should be exercised in the interpretation of results of tests
performed at temperatures other than those recommended.

LIMITATIONS

1. ABO antigens are not fully developed at birth and so weaker reactions may
therefore occur with cord or neonatal specimens.

2. When using Monoclonal Anti-A,B, blood specimens of weak A or B
subgroups (e.g Ax) may give rise to false negative or weak reactions when
tested using slides, microtitre plates or gel cards. It is advisable to re-test
weak subgroups using the tube technique.

3. Lorne monoclonal Anti-A and monoclonal Anti-B are not validated to detect
Ax and A3 or Bx and B3 antigens resp and we therefore do not claim
reactivity of the monoclonal Anti-A or Anti-B reagent against these weak A
and B sub-groups.

. Stored blood may give weaker reactions than fresh blood.

. False positive or false negative results may also occur due to:

« Contamination of test materials

« Improper storage, cell concentration, incubation time or temperature
« Improper or excessive centrifugation

« Deviation from the recommended techniques

« Cord samples contaminated with Wharton’s jelly

SPECIFIC PERFORMANCE CHARACTERISTICS
. Prior to release, each lot of Lorne ABO monoclonal reagent was tested using
the recommended test methads listed in this IFU. The tests comphed with
the test requirements as stated in the current version/issue of the ‘Guidelines
for the Blood Transfusion Services in the United Kingdom’ and the ‘Common
Technical Specifications’.

2. Specificity of source monoclonal antibodies is demonstrated using a panel

of antigen-negative cells.

3. The potency of the reagents has been tested against the following minimum
potency reference standards obtained from National Institute of Biological
Standards and Controls (NIBSC): Anti-A reference standard 03/188 And / Or
Anti-B reference standard 03/164

. Lorne Anti-B does not react with “Acquired-B” red cells.

X LoréledMonocIonaI ABO reagents do not detect crypt antigens such as T, Tn
or Cad.

6. The Quality Control of the reagents was performed using red cells with

phenotypes that were verified by a UK blood transfusion centre and had
been washed with PBS or Isotonic saline prior to use.

DISCLAIMER

1. The user is responsible for the performance of the reagents by any method
other than those mentioned in the Recommended Techniques.

2. Any d%viations from the Recommended Techniques should be validated prior
to use®.
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AVAILABLE REAGENT SIZES
Vial Size _Catalogue Number Tests Per Vial
Anti-A Monoclonal 10 ml 10 200
1000 ml 600000 20,000
5000 ml 600000X5* 100,000
Anti-B Monoclonal 10 ml 10010 200
1000 ml 610000 20,000
5000 ml 610000X5% 100,000
Anti-A,B Monoclonal 10 ml 620010 200
1000 ml 620000 20,000
5000 ml 620000X5 100,000

*This size is For Further Manufacturing Use (FFMU) only and is therefore not
CE marked

[EC] ReP]

Advena Ltd, Tower Business Centre, 2nd Floor, Tower Street,
Swatar, BKR 4013, Malta

Edition 2002. The Stationery Office.

&~ LABORATORIES Tel: +44 (0

Lorne Laboratories Limited
Unit 1 Cutbush Park Industrial Estate, Danehill, Lower Earley, Berkshire RG6 4UT United Kingdom
) 118 921 2264 Fax: +44 (0) 118 986 4518 Email: info@lornelabs.com www.lornelabs.com

& LORNE
Document reference number: CEPI600/610/620

Document issue number: 16/05/2020

Page 2 of 2



g LORNE LABORATORIES LTD. c €

GREAT BRITAIN 0843

REAGENTII DE GROUP MONOCLONAL.

INSTRUCTIUNILE DE UTILIZARE
Anti-D Clone 1 si Clone 2 Monoclonal: pentru tub, DiaMed-1D, Ortho BioVue, tehnici de microplaci si
diapozitive.

REZUMAT
Sistemul Rh de grup sanguin a fost descoperit in 1940. Antigenul D este cel mai mult clinic semnificativ non-ABO de celule rosii de
sange si a fost implicat in provocand reactii hemolitice de transfuzie si boala hemolitica a nou-nascutului.

Anti -D Fenotip Caucasieni % Afro -Americani %
+ Rh D +ve 85 72
0 Rh D -ve 15 28

PRINCIPIU
Reactivii vor cauza aglutinarea directd (clumping) a celulelor rosii test care poarta antigenul D. Nici o aglutinare nu indica in general
absenta antigenului D (vezi Limitari).

REACTIV

Lorne monoclonal IgM Anti-D Clone 1 si Clone 2 reactivi de grupare sanguind sunt reactivi cu proteine scazute care contin un
anticorp IgM monoclonal uman diluat cu clorura de sodiu (0,9 g%), albumina bovina (3 g%) si potentiatori macromoleculati. La
introducerea esantioanelor pacientului, fiecare reactiv va aglutina direct celulele Rh pozitive, inclusiv majoritatea variantelor (dar nu
si DVI) si o proportie mare de fenotipuri D (Du) slabe atunci cand se utilizeaza tehnicile recomandate. Fiecare reactiv este furnizat la
o dilutie optima pentru utilizarea pe esantioanele pacientului cu toate tehnicile recomandate mentionate mai jos, fara a mai fi
necesara o continuare diluare sau adaugare. Pentru numarul de referinta al lotului si data de expirare, consultati Eticheta flaconului.

Produs Linie celulara / clona
Anti —D Clone 1 RUM-1
Anti —D Clone 2 MS-201

EXPUNEREA FATA A ANTIGENULUI RhD

Termenul colectiv Du este utilizat pe scara larga pentru a descrie celulele rosii care au o exprimare mai slaba a antigenului D decét in
mod normal. Termenul D slab indicd indivizii cu un numar redus de situsuri antigenice complete D pe celula rosie. Termenul partial
D denota indivizi cu epitop de antigen D lipsa. Celulele Dvr sunt o categorie D partiald, care nu are cele mai multe epitopi D. Ambii
reactivi ai clonei 1 si clonei 2 vor detecta cele mai multe exemple de celule rosii partiale si slabe D prin aglutinare directa, dar nu vor
detecta celule Dvr.

DEPOZITARE

Flacoanele cu reactiv trebuie pastrate la 2 - 8°C la primire. Depozitare prelungita la temperaturile din afara acestui interval pot duce
la pierderea accelerata a reactivului reactivitate. Acest reactiv a fost supus unor studii de stabilitate la transport la 37 ° C si -25 ° C
conform descrierii din documentul EN13640: 2002.

COLECTAREA SI PREGATIREA DE PROBE

Probele de sange trase cu sau fard anticoagulant pot fi utilizate pentru antigen tastare. Daca testarea este ntarziata, depozitati
specimenele la 2-8 ° C. EDTA si citrat esantioanele ar trebui sa fie tiparite in termen de 7 zile de la colectare. Probele colectate in
ACD, CPD sau CPDA-1 pot fi testate pana la 35 de zile de la data de retragere. Toate probele de sange trebuie spélate cel putin de
doud ori cu PBS sau solutie salina izotonica inainte de a fi testate. Probele care prezinta dovezi de liza pot da rezultate nesigure.



PRECAUTII

1. Reactivii sunt destinati numai pentru diagnosticul in vitro.

2. Daca un flacon de reactiv este crapat sau scurs, aruncati imediat continutul.

3. Nu utilizati reactivii dupa data expirarii (vezi Eticheta flaconului).

4. Nu utilizati reactivii daca existd un precipitat.

5. La manipularea reactivilor, cum ar fi manusi de unica folosinta si un strat de laborator.

6. Reactivii au fost fitieriti printr-o capsuld de 0,2 pm pentru a reduce povara biologica. Odata ce un flacon a fost deschis, continutul
trebuie s ramana viabil pana la data de expirare, atat timp cat nu exista turbiditate marcata, ceea ce poate indica deteriorarea sau
contaminarea reactivilor.

7. Reactivii contin <0,1% azida de sodiu. Azida de sodiu poate fi toxica daca este ingerata si poate reactiona cu plumbul din plumb si
cupru pentru a forma azide metalice explozive. Inlaturati-le cu cantititi mari de apa.

8. Materialele utilizate pentru producerea produselor au fost testate la sursa si s-au dovedit a fi negative pentru anticorpii HIV 1 + 2
si HCV si HBsAg utilizand teste microbiologice aprobate.

9. Niciun teste cunoscut nu poate garanta ca produsele derivate din surse umane sau animale nu contin agenti infectiosi. Trebuie sa se
acorde atentie utilizarii si eliminarii fiecarui flacon si a continutului acestuia

ELIMINAREA REACTIVULUI SI DEZVOLTAREA SPALARILOR
Pentru informatii despre eliminarea reactivului si despre decontaminarea unui loc de scurgere, consultati Fise tehnice de securitate
pentru materiale, disponibile la cerere.

CONTROALE SI RECOMANDARI

1. Se recomanda un control pozitiv (in mod ideal celulele R1r), un control negativ (celule rr ideale) si un control negativ al
reactivilor (cum ar fi Lorne Negative Control, catalogul # 650010) sa fie testate in paralel cu fiecare lot de teste. Testele trebuie
considerate nevalabile daca controalele nu prezinta rezultatele asteptate.

2. Cand tastati eritrocitele de la un pacient este important ca un reactiv sa fie negativ controlul este inclus, deoarece potentiatorii
macromoleculati ai reactivului pot produce reactii false pozitive cu celule acoperite cu IgG, de ex. in cazurile de AIHA sau HDN. Se
recomanda controlul negativ Lorne pentru reactivii monoclonali anti-D (Cat # 650010).

3. Variantele de antigen slabe si partiale D sunt slab detectate de cardul de gel, microtitrare si tehnica de diapozitive. Se recomanda
sa fie slab si partial D sunt testate folosind tehnica de testare a tuburilor.

4. in Tehnicile Recomandate, un volum este de aproximativ 50ul cind se utilizeazi picuratorul de flacon furnizat.

5. Utilizarea reactivilor si interpretarea rezultatelor trebuie sa fie efectuate de personal bine instruit si calificat, in conformitate cu
cerintele tarii in care reactivii sunt utilizati.

6. Utilizatorul trebuie sa determine compatibilitatea reactivilor pentru utilizarea in alte tehnici.

REACTIVI SI MATERIALE NECESARE

* Aplicatori.

« Cititor automat de placa.

¢ Carduri de identitate DiaMed (Neutru).

 DiaMed ID-Centrifuge.

» DiaMed ID-CellStab.

* Diapozitive cu microscop din sticla.

* Tuburi de testare din sticla (10 x 75 mm sau 12 X 75 mm).
* Centrifuga cu microplaci.

* Casete Ortho BioVue System (Neutru).

* Ortho BioVue System Centrifuge.

* Ortho 0,8% Diluant pentru celule rosii.

* Agitator de placa.

* solutie PBS (pH 6,8-7,2) sau solutie salina izotonica (pH 6,5-7,5).
* celule rosii pozitive (in mod ideal R1r) si negative (1r).

* Centrifuga cu tub de testare.

* microplaci cu valori "U" validate.

* Pipete volumetrice.

TEHNICI RECOMANDATE

A. Tehnica tubului

1. Se prepara o suspensie de 2-3% de celule rosii de test spalate in PBS sau solutie salind izotonica.

2. Asezati intr-un tub de etichetare etichetat: 1 volum de reactiv Lorne Anti-D si 1 volum de suspensie de test pentru eritrocite.
3. Se amesteca bine si se centrifugheaza toate tuburile timp de 20 de secunde la 1000 rcf sau pentru un timp si forta alternative
adecvate.



4. Resuspendati usor butonul de celule rosii si cititi macroscopic pentru aglutinare

5. Orice tuburi care prezintd un rezultat negativ sau dubios (cum se poate intdmpla in cazul probelor slabe D) trebuie incubate timp
de 15 minute la temperatura camerei.

6. Dupa incubare, repetati pasii 3 si 4.

B. Tehnica de tipare micro-diaMed-1D

1. Se prepara o suspensie de 0,8% de celule rosii de testare spalate in ID-CellStab.

2. indepirtati folia de aluminiu din cit mai multe microtuburi, dupa cum este necesar.

3. Amplasati in microtubul corespunzator: 50ul suspensie de test de celule rosii si 25ul de Lorne Anti-D.
4. Centrifugati cardul (ID-urile) de identitate intr-o0 centrifuga cu card de gel Diamed.

5. Cititi macroscopic pentru aglutinare.

C. Tehnica de tiparire Ortho BioVue (carduri neutre)

1. Se prepara o suspensie de 0,8% de celule rosii testate spalate in diluant Ortho de celule rosii de 0,9%.

2. Indepirtati folia de aluminiu din cat mai multe camere de reactie, dupa cum este necesar.

3. Amplasati in camera de reactie adecvata: 50 pl de suspensie de celule rosii test si 40 pl de reactiv Lorne Anti-D.
4. Centrifuge caseta (e) intr-o Centrifuga Ortho BioVue System.

5. Cititi macroscopic pentru aglutinare.

D. Tehnica microplacilor, folosind sondele "U"

1. Se prepara o suspensie de 2-3% de celule rosii testate spalate in PBS sau solutie salina izotonica.

. Asezati in godeul corespunzator: 1 volum de reactiv Lorne Anti-D si 1 suspensie de test pentru celule rosii.

. Se amesteca bine, de preferinta folosind un agitator de microplaci, avand grija sa se evite contaminare transversala.
. Incubeaza la temperatura camerei timp de 15 minute (timpul depinde de utilizator).

. Centrifuge microplaciul timp de 1 minut la 140 rcf sau pentru un timp si forta alternative adecvate.

. Resuspendati butoanele celulare utilizand agitatie controlata atent pe a microplaci

. Cititi macroscopic sau cu un cititor automat validat.

. Orice reactie slaba trebuie repetata prin tehnica tubului.
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E. Tehnica diapozitivelor

1. Se prepara o suspensie de eritrocite de 35-45% 1n ser, plasma sau PBS sau solutie salind izotonica.

2. Asezati pe o placa de sticla eticheta: 1 volum de reactiv Lorne Anti-D si 1volumul suspensiei de test pentru eritrocite.

3. Folosind un stick de aplicator curat, amestecati reactivul si celulele pe o suprafatd de aproximativ 20 x 40 mm.

4. nclinati usor glisorul inainte si inapoi timp de 30 de secunde, ocazional in continuare amestecarea in timpul perioadei de 2minute,
mentinand glisarea la temperatura camerei.

5. Cititi macroscopic dupd 2 minute pe o lumina difuza si nu greseala firelor de fir ca aglutinare.

6. Orice reactie slaba trebuie repetata prin tehnica tubului.

INTERPRETAREA REZULTATELOR TESTELOR

1. Pozitive: Aglutinarea celulelor rosii de testare reprezintd un rezultat pozitiv al testului si, in cadrul limitarilor acceptate ale
procedurii de testare, indica prezenta antigenului D pe celulele rosii de test.

2. Negativ: nici o aglutinare a celulelor rosii test nu reprezinta un rezultat negativ si in limitele acceptate ale procedurii de testare,
indica absenta antigenului D pe celulele rosii test.

3. Se vor exclude rezultatele testelor de celule care sunt aglutinate folosind controlul negativ al reactivului, deoarece aglutinarea este
cel mai probabil cauzata de efectul potentatorilor macromoleculari in reactiv asupra celulelor sensibilizate.

STABILITATEA REACTIILOR

1. Cititi toate testele cu tuburi si microplaci imediat dupa centrifugare.

2. Testele diapozitive trebuie interpretate in doud minute pentru a se asigura specificitatea si pentru a evita posibilitatea ca un rezultat
negativ sa poata fi interpretat incorect ca pozitiv datorita uscarii reactivului.

3. Trebuie interpretat cu prudenta interpretarea rezultatelor testelor efectuate la temperaturi diferite de cele recomandate.

LIMITAREA

1. Lorne Anti-D nu este adecvata pentru utilizarea cu celule enzimatice tratate, celule suspendate in LISS sau utilizate in tehnicile
antiglobulinice indirecte (IAT).

2. Sangele stocat poate produce reactii mai slabe decat sangele proaspat.

3. Se poate observa o aglutinare falsa pozitiva din cauza prezentei potentiatori macromoleculare in reactiv atunci cand se testeaza
IgG sensibilizata celule, de ex. AIHA, HDN.

4. De asemenea, pot aparea rezultate fals pozitive sau false, datorita:



» Contaminarea materialelor de testare

* Depozitarea necorespunzatoare, concentratia celulara, timpul de incubare sau temperatura
* Centrifugare necorespunzatoare sau excesiva

* Abaterea de la tehnicile recomandate

CARACTERISTICI SPECIFICE DE PERFORMANTA

1. Reactivii au fost caracterizati prin toate procedurile mentionate in Tehnicile recomandate.

2. Inainte de eliberare, fiecare lot de Lorne Monoclonal Anti-D Clonel si Anti-D Clona 2 este testati prin tehnicile recomandate
impotriva unui grup de celule rosii antigen-pozitive pentru a asigura o reactivitate adecvata.

3. Reactivii de grupare anti-D pentru gruparea D a pacientilor nu trebuie s reactioneze cu celulele DVI utilizind metoda (metodele)
recomandata (e) pentru utilizare.

4. Specificitatea anticorpilor monoclonali sursa este demonstrata utilizdnd un grup de celule antigen-negative.

5. Eficacitatea reactivilor a fost testatd pe baza urmatorului standard de referinta pentru potenta minima obtinut de la Institutul
National de Standarde si Controale Biologice (NIBSC):

* Referinta anti-D 99/836.

6. Controlul calitatii reactivilor a fost efectuat utilizand celule rosii care au avut a fost spalat de doua ori cu PBS sau cu solutie salina
izotonica inainte de utilizare.

7. Reactivii respectd recomandarile cuprinse in ultimul numar al Ghidului pentru serviciile britanice de transfuzie a sangelui.

DECLINAREA RESPONSABILITATII
1. Utilizatorul este responsabil pentru performanta reactivilor prin orice altd metoda decat cea mentionata in Tehnicile recomandate.
2. Orice abatere de la tehnicile recomandate trebuie validata inainte de utilizare9.

DIMENSIUNI DISPONIBILE REACTIVI

Dimensiune flacon Numar Catalog
Anti-D Clone 1 Monoclonal 10ml 730010
1000ml 730000*
Anti- D Clone 2 Monoclonal 10ml 710010
1000ml 710000*

* --- Aceastd dimensiune este numai pentru utilizarea in fabricatie ulterioara (FFMU) si, prin urmare, nu este Marcajul CE.
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MONOCLONAL BLOOD GROUPING REAGENTS.

DIRECTIONS FOR USE
Anti-D Clone 1 and Clone 2 Monoclonal:

&b LORNE

\J LABORATORIES

For Tube, Bio-Rad-ID, Ortho BioVue, Microplate and Slide Techniques.

SUMMARY

The Rh blood group system was discovered in 1940. The D antigen is the most
clinically significant non-ABO red blood cell antigen and has been implicated in
causing Haemolytic Transfusion Reactions and Haemolytic Disease of the Newborn.

Anti-D Phenotype Caucasians %® Afro-Americans %
+ RhD +ve 83 92
0 Rh D -ve 17 8
INTENDED PURPOSE

The Anti-D reagents are blood grouping reagents intended to be used to
qualitatively determine the presence or absence of the Rh D antigen on the red
cells of blood donors or patients requiring a blood transfusion when tested in
accordance with the recommended techniques stated in this IFU.

PRINCIPLE

The reagents contain antibodies against the D antigen on human red cells and
will cause direct agglutination (clumping) of human red cells that carry the D
antigen. No agglutination (no clumping) generally indicates the absence of the D
antigen on human red cells (see Limitations).

REAGENT

Lorne Monaclonal IgM Anti-D Clone 1 and Clone 2 blood grouping reagents
are low protein reagents containing a human monoclonal IgM antibody diluted
with sodium chloride (0.9 g%), bovine albumin (2.0 g%) and macromolecular
potentiators (1.5 g%). When typing patient samples, each reagent will directly
agglutinate Rh D positive cells, including majority of variants (liut not D") and
a high proportion of weak D (DY) phenotypes when using the recommended
techniques. The reagents do not contain or consist of CMR substances, or
endocrine disrupting substances or that could result in sensitisation or an
allergic reaction by the user. Each reagent is supplied at optimal dilution for
use on patient samples with all recommended techniques stated below without
nee({l folr EuLthler dilution or addition. For lot reference number and expiry date
see Vial Label.

Product Cell Line / Clone
Anti-D Clone 1 RUM-1
Anti-D Clone 2 MS-201

WEAKENED EXPRESSION OF THE RhD ANTIGEN

The collective term DY is widely used to describe red cells which have a weaker
expression of the D antigen than normal. The term weak D denotes individuals

with a reduced number of complete D antigen sites per red cell. The term partial D
denotes individuals with missing D antigen epitopes. D" cells is a partial D category
which misses most D epitopes. Both Clone 1 and Clone 2 reagents will detect

most examples of partial and weak D red cells by direct agglutination, but will not
detect D" cells.

STORAGE

Reagent vials should be stored at 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C
and —-25°C as described in document BS EN IS0 23640:2015.

SAMPLE COLLECTION AND PREPARATION

Blood samples can be collected into EDTA, citrate, CPDA anticoagulants or as

a clotted sample. The samples should be tested as soon as possible following
collection. If a delay in testing should occur, store the samples at 2-8°C. Samples
displaying gross haemolysis or microbial contamination should not be used for
testing. Blood samples showing evidence of lysis may give unreliable results. It is
preferable (but not essential) to wash all blood samples with PBS or Isotonic saline
before being tested.

PRECAUTIONS

1. The reagents are intended for in vitro diagnostic use only.

. If areagent vial is cracked or leaking, discard the contents immediately.

. Do not use the reagents past the expiration date (see Vial Label).

. Do not use the reagents if a precipitate is present.

. Protective clothing should be worn when handling the reagents, such as
disposable gloves and a laboratory coat.

. The reagents have been filtered through a 0.2 um capsule to reduce the
bio-burden, but are not supplied sterile. Once a vial has been opened the
contents should remain viable up until the expiry date as long as there is no
marked turbidity, which can indicate reagent deterioration or contamination.

7. The reagents contain < 0.1% sodium azide. Sodium azide may be toxic if

ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of water.

8. Materials used to produce the products were tested at source and found to

be negative for HIV 1+2 and HCV antibodies and HBsAg using approved
microbiological tests.
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9. No known tests can guarantee that products derived from human or animal
sources are free from infectious agents. Care must be taken in the use and
disposal of each vial and its contents.

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES
For information on disposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE

1. Itis recommended a positive control (ideally R,r cells), and a negative control
(ideally rr cells) be tested in parallel with each batch of tests. Tests must be
considered invalid if controls do not show expected results.

2. When typing red cells from a patient who is diagnosed with a disease that
causes the red cells to become coated with antibody or other proteins (such
as HDN, AIHA), it is important to test the patient’s red cells using Lorne’s
Monoclonal D Negative Control (catalogue # 650010). Tests must be
considered invalid if red cells are agglutinated using Lorne’s Monoclonal D
Negative Control (catalogue # 650010).

3. Weak and partial D antigen variants are poorly detected by the gel card,
microtitre plate and slide technique. It is recommended that weak and partial
D variants are tested using the tube test technique.

4. Before use, let the reagent warm up to room temperature. As soon as the
reagent has been used, put the reagent back in storage at 2-8°C.

5. Inthe Recommended Techniques one volume is approximately 50ul when
using the vial dropper provided.

6. The use of the reagents and the interpretation of results must be carried
out by properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use.

7. The user must the determine suitability of the reagents for use in other
techniques.

REAGENTS AND MATERIALS REQUIRED

Applicator sticks.

Automatic plate reader.

Bio-Rad ID-Cards (NaCl, enzyme test and cold agglutinins).
Bio-Rad ID-Centrifuge.

Bio-Rad ID-CellStab or ID-Diluent 2.

Glass microscope slides or white card tiles.

Glass test tubes (10 x 75 mm or 12 x 75 mm).

Microplate centrifuge.

Ortho BioVue System Cassettes (Neutral).

Ortho BioVue System Centrifuge.

Ortho 0.8% Red Cell Diluent.

Plate shaker.

PBS solution (pH 6.8-7.2) or Isotonic saline solution (pH 6.5-7.5).
Positive (ideally R,r) and negative (rr) control red cells.
Test tube centrifuge.

Validated “U” well microplates.

Volumetric pipettes.

ECOMMENDED TECHNIQUES

. Tube Technique

. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.

Place in a labelled test tube: 1 volume of Lorne Anti-D reagent and 1 volume of
red cell suspension.

. Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a
suitable alternative time and force.

. Gently resuspend red cell button and read macroscopically for agglutination
. Any tubes, which show negative or questionable result (as can happen with
weak D samples), should be incubated for 15 minutes at room temperature.
. Following incubation, repeat steps 3 and 4.

. Bio-Rad-ID Technique (NaCl, enzyme test and cold agglutinins cards)
. Prepare a 0.8% suspension of red cells in ID-CellStab or ID-Diluent 2.
Remove aluminium foil from as many microtubes as needed.

. Place in appropriate microtube: 50ul of red cell suspension and 25ul of
Lorne Anti-D reagent.

. Centrifuge ID-Card(s) in a Bio-Rad gel card centrifuge.

Read macroscopically for agglutination.

. Ortho BioVue Technique (Neutral cards)

Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Cell Diluent.

. Remove aluminium foil from as many reaction chambers as needed.

. Place in appropriate reaction chamber: 50yl of red cell suspension and 40yl
of Lorne Anti-D reagent.

. Centrifuge cassette(s) in an Ortho BioVue System Centrifuge.

Read macroscopically for agglutination.

. Microplate Technique, using “U” wells
. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.
. Place in the appropriate well: 1 volume Lorne Anti-D reagent and 1 volume
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red cell suspension.
. Mix thoroughly, preferably using a microplate shaker, taking care to avoid
cross-well contamination.
. Incubate at room temperature for 15 minutes (time dependant on user).
. Centrifuge the microplate for 1 minute at 140 rcf or for a suitable alternative
time and force.
. Resuspend the cell buttons using carefully controlled agitation on a
microplate shaker
. Read macroscopically or with a validated automatic reader.
. Any weak reactions should be repeated by the tube technique.

Slide Technique

. Prepare a 35-45% suspension of red cells in serum, plasma or PBS or
Isotonic saline or use anti-coagulated whole blood (in its own plasma).

2. Place on a labelled glass slide or card tile: 1 volume of Lorne Anti-D reagent
and 1 volume of red cell suspension.

3. Using a clean applicator stick, mix reagent and cells over an area of about
20 x 40 mm.

4. Slowly tilt the slide back and forth for 30 seconds, with occasional further

5
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mixing during the 1-minute period, maintaining slide at room temperature.

. Read macroscopically after 1 minute over a diffuse light and do not mistake
fibrin strands as agglutination.

. Any weak reactions should be repeated by the tube technique.

INTERPRETATION OF TEST RESULTS

1. Positive: Agglutination of the red cells constitutes a positive test result and
within accepted limitations of test procedure, indicates the presence of the D
antigen on the red cells.

2. Negative: No agglutination of the red cells constitutes a negative result and
within the accepted limitations of the test procedure, indicates the absence
of the D antigen on the red cells.

3. Test results of cells that are agglutinated using the reagent negative control
shall be excluded, as the agglutination is most probably caused by the effect
of the macromolecular potentiators in the reagent on sensitised cells.

STABILITY OF THE REACTIONS

1. Read all tube and microplate tests immediately after centrifugation.

2. Slide tests should be interpreted after a maximum of one minute to ensure
specificity and to avoid the possibility a negative result may be incorrectly
interpreted as positive due to drying of the reagent.

3. Caution should be exercised in the interpretation of results of tests
performed at temperatures other than those recommended.

LIMITATIONS

1. Lorne Anti-D is not suitable for use with enzyme treated cells, cells
suspended in LISS or for use in indirect antiglobulin (IAT) techniques.

2. Stored blood may give weaker reactions than fresh blood.

3. False positive agglutination may be seen due to the presence of
macromolecular potentiators in the reagent when testing IgG sensitised
cells, e.g. AIHA, HDN.

4. False positive or false negative results may also occur due to:

« Contamination of test materials

« Improper storage, cell concentration, incubation time or temperature
« Improper or excessive centrifugation

« Deviation from the recommended techniques

SPECIFIC PERFORMANCE CHARACTERISTICS
. Prior to release, each lot of Lorne Anti-D monoclonal reagent was tested
using the recommended test methods listed in this IFU. The tests complied
with the test requirements as stated in the current version/issue of the
‘Guidelines for the Blood Transfusion Services in the United Kingdom’ and
the ‘Common Technical Specifications’.

2. Anti-D grouping reagents for D grouping of patients should not react with D
cells using the method(s) recommended for use.

3. Specificity of source monoclonal antibodies is demonstrated using a panel
of antigen-negative cells.

4. The potency of the reagents has been tested against the following minimum
potency reference standard obtained from National Institute of Biological
Standards and Controls (NIBSC):

» Anti-D reference 99/836.

5. The Quality Control of the reagents was performed using red cells with
phenotypes that were verified by a UK blood transfusion centre and had
been washed with PBS or Isotonic saline prior to use.

DISCLAIMER

1. The user is responsible for the performance of the reagents by any method
other than those mentioned in the Recommended Techniques.

2. Any d%viations from the Recommended Techniques should be validated prior
to use®.
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AVAILABLE REAGENT SIZES
Vial Size _Catalogue Number _Test per vial
Anti-D Clone 1 10 ml 730010 200
Monoclonal 1000 ml 730000 20,000
5000 ml 730000X5* 100,000
Anti-D Clone 2 10 ml 710010 200
Monoclonal 1000 ml 710000* 20,000
5000 ml 710000X5 100,000

*This size is For Further Manufacturing Use (FFMU) only and is therefore not
CE marked.
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Lorne Laboratories provides high quality blood-grouping reagents and diagnostic kits. We

do so at affordable prices and back this up with excellent customer service.

For over forty four years, Lorne has seen that philosophy transform the company from a
small UK operation to one that spans the globe. The Lorne name is known and respected
in over 110 countries around the world and it has come to mean ‘quality’ to the many
blood transfusion professionals who use the products, both in the UK and across the five

continents in which we operate.

Lorne has achieved ISO 13485 and MDSAP accreditation and our reagents and diagnostic kits

are all CE marked. Asignificant number of our blood-grouping reagents are also registered with

Health Canada.
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ABO SYSTEM - MONOCLONAL REAGENTS

Lorne Monoclonal IgM ABO blood grouping reagents contain mouse monoclonal antibodies diluted in a phosphate buffer
containing sodium chloride, EDTA and bovine albumin. Each reagent is supplied at optimal dilution for use by slide, tube,
gel card and microplate techniques.

Item Product Code Size Maximum Shelf Life
Anti-A Monoclonal 600010 10ml 36 Months
Anti-B Monoclonal 610010 10ml 36 Months
Anti-A,B Monoclonal 620010 10ml 36 Months

Lorne Anti-A, Lectin blood grouping reagent is prepared from an extract of Dolichos biflorus seeds, diluted with a sodium
chloride solution containing bovine albumin. The reagent is supplied at optimal dilution for use by tube technique.
Lorne Anti-H Lectin blood grouping reagent is prepared from an extract of Ulex europaeus seeds, diluted with a sodium
chloride solution containing bovine albumin. The reagent is supplied at optimal dilution for use by tube technique.

Anti-A; Lectin 116005 5ml 24 Months
Anti-H Lectin 115002 2ml 24 Months

RHESUS SYSTEM - MONOCLONAL REAGENTS

Lorne Monoclonal IgM Anti-D Clone 1 and Clone 2 blood grouping reagents are low protein reagents containing a human
monoclonal IgM antibody diluted with sodium chloride, bovine albumin and macromolecular potentiators. When typing
patient samples, each reagent will directly agglutinate Rh D positive cells, including the majority of variants (but not D) and
a high proportion of weak D (DY) phenotypes when using the slide, tube, gel card and microplate techniques.

Item Product Code Size Maximum Shelf Life
Anti-D Clone 1 Monoclonal 730010 10ml 30 Months
Anti-D Clone 2 Monoclonal 710010 10ml 30 Months

Lorne Monoclonal Anti-D Duoclone blood grouping reagent is a low protein, blended reagent containing human
monoclonal IgM and 1gG Anti-D, diluted in a phosphate buffer containing sodium chloride, bovine albumin and
macromolecular potentiators. When typing patient samples, this reagent will directly agglutinate Rh D positive cells,
including the majority of variants (but not D") and a high proportion of weak D (DY) phenotypes when using the slide, tube,
gel card and microplate techniques. It will agglutinate D" cells in the IAT phase of testing.

Anti-D Duoclone Monoclonal 740010 10ml 30 Months

Lorne Monoclonal IgM Anti-Rh blood grouping reagents are low protein reagents containing human monoclonal antibodies
diluted with sodium chloride, bovine albumin and macromolecular potentiators. Each reagent is supplied at optimal
dilution for use by slide, tube, gel card and microplate techniques.

Anti-C Monoclonal 690005 5ml 24 Months
Anti-C" Monoclonal 750002 2ml 24 Months
Anti-E Monoclonal 691005 5ml 24 Months
Anti-c Monoclonal 692005 5ml 24 Months
Anti-e Monoclonal 693005 5ml 24 Months
Anti-C+D+E Monoclonal 700010 10ml 24 Months

All pack inserts are available on www.lornelabs.com
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GROUPING REAGENTS FOR M, N AND S BLOOD GROUP SYSTEMS

Lorne Human Anti-M blood grouping reagent is prepared from human serum diluted in a sodium chloride solution
containing bovine albumin. The reagent is supplied at optimal dilution for use by tube and gel card techniques.

ltem Product Code Size Maximum Shelf Life
Anti-M Polyclonal 311002 2ml 24 Months

Lorne Anti-N Lectin blood grouping reagent is prepared from an extract of Vicia, diluted with a sodium chloride solution
containing bovine albumin. The reagent is supplied at optimal dilution for use by tube and gel card techniques.

Anti-N Lectin 312002 2ml 24 Months

Lorne Monoclonal Anti-S and Anti-s blood grouping reagents contain human monoclonal antibodies diluted in a phosphate
buffer containing sodium chloride and bovine albumin. They are supplied at optimal dilution for use by indirect Coombs
tube test and gel card techniques.

Anti-S Monoclonal 770002 2ml 24 Months
Anti-s Monoclonal 771002 2ml 24 Months

GROUPING REAGENTS FOR KELL BLOOD GROUP SYSTEM

Lorne Monoclonal Anti-K blood grouping reagent is a low protein reagent containing the monoclonal IgM antibody, diluted
in a phosphate buffer containing sodium chloride, bovine albumin and macromolecular potentiators. The reagent is
supplied at optimal dilution for use by slide, tube, gel card and microplate techniques.

Item Product Code Size Maximum Shelf Life
Anti-K Monoclonal 760010 10ml 24 Months

Lorne Monoclonal Anti-k (Cellano) blood grouping reagent contains monoclonal 1gG antibody diluted in sodium chloride
containing macromolecular potentiators and bovine albumin. Each reagent is supplied at optimal dilution for use by
indirect Coombs tube and gel card techniques without the need for further dilution or addition.

Anti-k (Cellano) Monoclonal 325002 2ml 24 Months

Lorne Human Anti-Kp® and Anti-Kp® blood grouping reagents are prepared from human serum diluted in sodium chloride
containing macromolecular potentiators and bovine albumin. Each reagent is supplied at optimal dilution for use by
indirect Coombs tube and gel card techniques without the need for further dilution or addition.

Anti-Kp? Polyclonal 321002 2ml 24 Months
Anti-Kp® Polyclonal 322002 2ml 24 Months

All products available in bulk quantites
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GROUPING REAGENTS FOR RARE BLOOD GROUPS

Lorne Monoclonal Fy? blood grouping reagent contains human monoclonal antibodies diluted in a phosphate buffer
containing sodium chloride and bovine albumin.

Lorne Human Anti-Fy" blood grouping reagent is prepared from human serum diluted in a sodium chloride solution
containing macromolecular potentiators and bovine albumin. Each reagent is supplied at optimal dilution for use by
indirect Coombs tube test and gel card techniques.

Item Product Code Size Maximum Shelf Life
Anti-Fy? Monoclonal 774002 2ml 24 Months
Anti-Fy® Polyclonal 317002 2ml 24 Months

Lorne Anti-Jk® and Anti-Jk® Monoclonal reagents contain human monoclonal IgM antibodies, sodium chloride, phosphate
buffer and bovine albumin. When typing red cells in accordance with the instructions for use, the reagents will directly
agglutinate either Jk® positive cells or Jk° positive cells. Both reagents are supplied at optimal dilution for use by the test
tube technique.

Anti-Jk? Monoclonal 775002 2ml 24 Months
Anti-Jk® Monoclonal 776002 2ml 24 Months

Lorne Human Anti-Lu® and Anti-Lu® blood grouping reagents are prepared from human serum diluted in a sodium chloride
solution containing macromolecular potentiators and bovine albumin. Each reagent is supplied at optimal dilution for use
by indirect Coombs tube test and gel card techniques.

Anti-Lu? Polyclonal 330002 2ml 24 Months
Anti-Lu® Polyclonal 331002 2ml 24 Months

Lorne Monoclonal IgM Anti-P, blood grouping reagent contains mouse monoclonal IgM antibodies, diluted in a solution
containing sodium chloride and bovine albumin. The reagent is supplied at optimal dilution for use by tube and gel
card techniques.

Anti-P, Monoclonal 315002 2ml 24 Months

Lorne Monoclonal Anti-Le? contains human monoclonal IgM and Anti-Le® contains mouse monoclonal IgM antibodies, diluted
in a phosphate buffer containing sodium chloride, EDTA, bovine albumin and macromolecular potentiators. Each reagent is
supplied at optimal dilution for use by the tube technique. The Anti-Le? reagent can also be used for gel card techniques.

Anti-Le* Monoclonal 632002 2ml 24 Months
Anti-Le® Monoclonal 631002 2ml 24 Months

Lorne Human Anti-Di® blood grouping reagent is prepared from human serum diluted in a sodium chloride solution

containing macromolecular potentiators and bovine albumin. The reagent is supplied at optimal dilution for use by indirect
Coombs tube test and gel card techniques.

Anti-Di® Polyclonal 328002 2ml 24 Months

All pack inserts are available on www.lornelabs.com
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CONTROL REAGENTS

Lorne Monoclonal Rh Control is formulated with the same levels of potentiators and protein as Lorne Monoclonal Rh
Grouping Reagents with the blood group antibodies omitted. The reagent is supplied at optimal dilution for use by slide,
tube, gel card and microplate techniques.

ltem Product Code Size Maximum Shelf Life
Monoclonal Rh Control 640010 10ml 24 Months

Lorne Monoclonal D Negative Control is for the control of Monoclonal Anti-D reagents and is formulated with the same
concentrations of phosphate buffer, sodium chloride, bovine albumin and macromolecular potentiators as Lorne
Monoclonal Anti-D reagents with the antibodies omitted. The reagent is supplied at optimal dilution for use by slide, tube,
gel card and microplate techniques.

Monoclonal D Negative Control 650010 10ml 30 Months

Lorne Inert AB Serum is prepared from pooled human serum. No potentiators or any other chemicals have been added
to the reagent. This reagent is supplied at optimal dilution for use by the techniques recommended for the reagent to be
controlled.

Inert AB Serum 110010 10ml 24 Months

Lorne Precise Weak Anti-D Control Reagent is prepared from pools of human serum containing low activity Anti-D. The pool
is diluted in inert serum to give a final concentration of 0.09 IU/ml Anti-D. ABO antibodies are not absorbed. This polyclonal
reagentis supplied at the optimal dilution, for use by the techniques recommended for the reagent to be controlled.

Precise Weak Anti-D 209005 5ml 24 Months

ANTI-HUMAN IgG REAGENT

Lorne Monospecific Anti-Human IgG Clear and Anti-Human IgG Green reagents contain anti-human IgG derived from
rabbits. All non-specific activity is removed by absorption. These monospecific reagents are supplied at optimal dilution, for
use by spin tube technique.

Item Product Code Size Maximum Shelf Life
Anti-Human IgG (Clear) 401010 10ml 24 Months
Anti-Human IgG (Green) 402010 10ml 24 Months

ANTI-HUMAN GLOBULIN REAGENT

Lorne Polyspecific Anti-Human Globulin Elite Clear and Anti-Human Globulin Elite Green reagents contain anti-human IgG
derived from rabbits with non-specific activity removed by absorption and mouse monoclonal IgM Anti-C3d, Clone BRIC-8.
The antibodies are diluted in a buffered solution containing bovine albumin. These polyspecific reagents are supplied at
optimal dilution, for use by spin tube technique.

Item Product Code Size Maximum Shelf Life
A.H.G Elite (Clear) 415010 10ml 24 Months
AH.G Elite (Green) 435010 10ml 24 Months

MONOCLONAL ANTI-C3d REAGENT

Lorne Monoclonal IgM Anti-C3d blood grouping reagent contains mouse monoclonal Anti-C3d, Clone BRIC-8. The reagent is
supplied at optimal dilution, for use by direct tube technique.

Item Product Code Size Maximum Shelf Life
Anti-C3d Monoclonal 427002 2ml 24 Months
All products available in bulk quantites
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ENZYMES AND POTENTIATORS

Lorne Phosphate Buffered Saline Tablets provide a safe, standardised saline solution for transfusion serology. Each tablet
makes 1 litre of solution.

Item Product Code Size Maximum Shelf Life
Buffered Saline Tablets 490025 25 24 Months
490250 250 24 Months

Lorne Papenzyme-plus reagent is a ready to use liquid preparation of stabilised papain. The reagent is standardised by
serological methods for use in blood group antibody investigations. The reagent is supplied at optimal dilution for use by
tube technique.

Papenzyme-plus 441010 10ml 12 Months

Lorne Bromelite reagent is a ready to use liquid preparation of stabilised bromelin. The reagent is standardised by
serological methods for use in blood group antibody investigations. The reagent is supplied at optimal dilution for use by
tube technique.

Bromelite 443010 10ml 12 Months

Lorne LISS Concentrate is a solution of glycine, phosphate buffer and 0.3 M sodium chloride. The solution is supplied at a
stronger concentration than needed for serological use. It must be diluted 10 times in de-ionised water before being used
by all recommended techniques in the pack insert.

LISS Concentrate 460500 500ml 24 Months
460025 2500ml 24 Months

Lorne LISS ready for use is a low ionic strength solution containing glycine, sodium chloride and phosphate buffer. The
reagent is supplied at the optimal dilution ready for use by all recommended techniques in the pack insert.

LISS Ready for use 470020 20 x 250ml 12 Months
470250 4 x250ml 12 Months
470025 2500ml 12 Months

Lorne LISS-ADD is a low ionic strength solution containing glycine, sodium chloride, phosphate buffer and bovine albumin.
The reagent is supplied at the optimal dilution, for use by all the recommended techniques in the pack insert.

LISS-ADD 480010 10ml 24 Months

Lorne PEG-ADD is a low ionic strength solution contains glycine, a phosphate buffer and polyethylene glycol. The reagent
is supplied at optimal dilution for use by all the recommended techniques stated in the pack insert without the need for
further dilution or addition.

PEG-ADD 485010 10ml 24 Months

Lorne 22% and 30% Serological Albumin is prepared from a mixture of bovine serum albumin and buffered saline. No
artificial avidity enhancers or high molecular weight agglutination potentiators are added to any BSA preparation. None of
the BSA reagents contain sodium caprylate. Each BSA reagent is supplied at optimal dilution for use by all recommended
techniques in the pack insert.

Serological Albumin 22% 451010 10ml 24 Months
Serological Albumin 30% 452010 10ml 24 Months

All products available in bulk quantites



Iltem

Product Code Size

The Essex Blockfile is a sturdy box for the storage of up to 200 cassette type histology
blocks in each box. Delivered flat in packs of 25, they are easily assembled when
needed and provide convenient and economical long-term storage for tissue
samples. Dimensions - (L) 390mm x (D) 200mm x (H) 45mm

The ‘Essex’ Blockfile

882025 25 Boxes

The Brighton Slidestak is a sturdy box for the storage of over 1000 microscope slides
upright in each box. Delivered flat in packs of 25, they are easily assembled and
provide convenient and economical long-term storage.

Dimensions - (L) 310mm x (D) 170mm x (H) 80mm

881025 25 Boxes

The Cardtiles are suitable for a wide range of haemagglutination tests. Each card has
twenty 30mm square white test sites.

Cardtiles

880100 100 Cards

The Mini-Cardtiles are specially laminated cards suitable for VDRL and similar
agglutination tests requiring a white background. Each card has ten 20mm diameter
white test sites that are slightly compressed to form shallow wells.

880120 25 Cards

The Latex Cardtiles are suitable for all latex agglutination tests. Each card has six
30mm diameter black reaction sites.

880130 25 Cards

——

T —————

The mini pipettes are 11.5cm in length with one sealed end. The diameter of the
tubeis 4mm.

\

Mini Pipettes — 044000 500
We use these products in our own production. The 5ml vials are glass and the
10ml vials are plastic. Each vial is supplied with its own dropper. The 10ml vials
are supplied in a sterile format in multiples of 1224 while all the other products are
supplied individually and require autoclaving.

-’
Vials and Droppe LAB00002 5ml
Vials and Droppers LAB00036 10ml

] We use these products in our own production. They are not branded. We supply
_'_‘; flatpacks that hold 5 or 10 vials
Flatpacks ~—t LAB00027 5 Vial
Flatpacks LAB00007 10 Vial

All pack inserts are available on www.lornelabs.com
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RED CELLS - REVERSE GROUPING CELLS

These Grouping Cells are made from red cells that have been washed to remove all traces of blood group antibodies and
then resuspended in a preservative solution of buffered saline containing adenine, inosine, chloramphenicol and neomycin
sulphate. The preservative solution does not interfere with complement-mediated haemolysis. Each group A, A, and B

vial contains a 2.5-3.0% red cell suspension derived from the blood of a single donor, whereas the group O vial contains a
2.5-3.0% suspension of pooled group O red cells from two donors in equal proportions. Antigens for which the O cells have

been typed are noted on the antigen profile accompanying each lot. NB: Some antigens are present on only 50% of the cells
in each lot.

Item Product Code Size Minimum Shelf Life
Reverse Grouping A + B Cells 910020 2x 10ml 30 Days
Reverse Grouping A, + A, + B Cells 910030 3x10ml 30 Days
Reverse Grouping A +A, + B+ 0 Cells 910040 4 X 10ml 30 Days
Reverse Grouping A, Cells 920002 1x10ml 30 Days

RED CELLS - ANTIBODY SCREENING CELLS

Maxi-Screen 3 red cells are for antibody screening. Each reagent vial contains a 2.5-3.0% suspension of red cells derived
from the blood of a single group O donor. The donor red cells have been washed to remove blood group antibodies and

then resuspended in a preservative solution containing adenine and inosine to help preserve carbohydrate metabolism
and chloramphenicol and neomycin sulphate as preservatives.

Item Product Code Size Minimum Shelf Life
Maxi-Screen 3 950030 3x10ml 30 Days

RED CELLS - IDENTICELLS

Identicells are made up of 10 vials which each contain a 2.5-3.0% suspension of red cells derived from the blood of a
single group O donor. The donor cells have been washed to remove blood group antibodies and then resuspended in a
preservative solution containing adenine, inosine, chloramphenicol and neomycin sulphate as preservatives.

Item Product Code Size Minimum Shelf Life
Identicells 960050 10 x 5ml 30 Days

RED CELLS - COOMBS CONTROL CELLS

Coombs Control Cells are made up of a 3.8-4.2% suspension of single donor group O red cells washed to remove all blood
group antibodies and then resuspended in a preservative solution. The preservative solution contains neomycin sulphate
and chloramphenicol as preservatives. The cells are then sensitised with IgG.

Item Product Code Size Minimum Shelf Life
Coombs Control Cells 970010 10ml 30 Days

Deliveries take place every 28 days.

As well as the standard Red Cell products above, we can also supply other products for special standing orders only. These

include 0.8% panels and screening cells for use with column agglutination systems and Papainised red cell panels. Contact
us with full details of your requirements for a quotation.

All the above Red Cell products are CE marked and comply with the Red Book.

All pack inserts are available on www.lornelabs.com
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RED CELLS PRESERVATIVE - PRESERVACELL

Lorne Preservacell is a phosphate buffered solution containing glucose, calcium chloride and purine bases, with
chloramphenicol, gentamycin sulphate and neomycin sulphate as antibiotics. The reagent is supplied at optimal dilution.

Item Product Code Size Maximum Shelf Life
Preservacell 980500 500ml 12 Months

RED CELLS PRESERVATIVE - ABO PRESERVACELL

Lorne ABO Preservacell is a phosphate buffered solution containing glucose, calcium chloride and purine bases, with
chloramphenicol, gentamycin sulphate and neomycin sulphate as antibiotics. EDTA is added to stop complement binding
so that potent ABO haemolysins act as simple agglutinins. The reagent is supplied at optimal dilution.

ltem Product Code Size Maximum Shelf Life
ABO Preservacell 981500 500ml 12 Months

ALSEVERS SOLUTION

Alsevers Solution is an isotonic, balanced salt solution that is routinely used as an anticoagulant/blood preservative,
which permits the storage of whole blood at refrigerator temperatures for approximately 10 weeks. The solution contains
antibiotics and other chemicals that ensure maximum viability of stored red cells.

Item Product Code Size Maximum Shelf Life
Alsevers Solution 983000 1000ml 12 Months
RED CELL ELUTE

Lorne Red Cell Elute is an acid elution kit. The kit consists of Concentrated Wash Solution, which is used to minimise
antibody dissociation during washing, Acid Eluting Solution, which is a low pH glycine buffer containing a colouring agent
and a Base Buffering Solution, Tris solution containing bovine albumin. The Concentrated Wash Solution requires dilution
and all the other solutions are supplied at optimal dilution for use by all recommended techniques in the pack insert.

Item Product Code Size Maximum Shelf Life
Red Cell Elute 930110 Kit 30 Months
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SYPHILIS KITS

Lorne TPHA Kit detects antibodies to T. pallidum. Test Cells are preserved avian erythrocytes coated with antigenic
components of pathogenic T. pallidum (Nichol’s strain). Any non-specific reactions are detected using the Control Cells;
avian erythrocytes not coated with T. pallidum antigens. Non-specific reactions can also be absorbed out using Control
Cells. Antibodies to non-pathogenic treponemes are absorbed by an extract of Reiter’s treponemes in the cell suspension.
Reagents are supplied at optimal dilution for use by the recommended techniques in the pack insert.
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Iltem Product Code Size Maximum Shelf Life
TPHA Microtitre Plate Kit 043100A 100 Tests 18 Months

The VDRL test is a non-treponemal slide agglutination test for the qualitative and semi-quantitative detection of plasma
reagins. The antigen suspension, a lipid complex, is agglutinated when mixed with samples containing reagins of patients
affected by syphilis. The reagent is supplied ready to use.

VDRL Stabilised Reagent Kit 046511A 250 Tests 30 Months

RPR Carbon Antigen contains micro particulate carbon, which aids in the microscopic reading of results. Lorne provides
reagents, controls and kits. All the reagents are supplied at optimum dilution for use by all recommended techniques
without the need for further dilution or addition.

RPR Carbon Antigen 045005A 100 Tests 30 Months
RPR Carbon Positive Control 047001A 1ml 30 Months
RPR Carbon Kit 044150A 150 Tests 30 Months

044500A 500 Tests 30 Months

—

L

RPR Carbon Kit TPHA Microtitre Plate Kit

Strep Test Kit

All pack inserts are available on www.lornelabs.com




Lorne ASO Latex Kit is a serologic test for the detection of ASO antibodies. All the reagents are supplied at optimal dilution
for use by all recommended techniques in the pack insert.

Item Product Code Size Maximum Shelf Life
ASO Latex Kit 031100A 100 Tests 30 Months

Lorne RF Latex Kit is for the detection of Rheumatoid Factor. The latex reagent is a suspension of latex particles coated
with human gamma globulins, which agglutinate in the presence of Rheumatoid Factor. All latex reagents are supplied at
optimal dilution for use by all recommended techniques in the pack insert.

RF Latex Kit 830100A 100 Tests 30 Months

Lorne CRP Latex Test Kit is for the detection of CRP. The test reagent consists of latex particles coated with either goat or
rabbit Anti-CRP (IgG). All the latex reagents are supplied at optimal dilution for use by all recommended techniques in the
packinsert.

CRP Latex Kit 850100A 100 Tests 30 Months

Lorne IM Latex Test Kit is for detection of the heterophile antibody associated with Infectious Mononucleosis. The test
reagent consists of latex particles coated with partially purified glycoprotein from bovine red cells. All reagents are supplied
at optimal dilution for use by all recommended techniques in the pack insert.

IM Latex Kit 041050A 50 Tests 30 Months

Lorne LE Latex Kit is for the detection of nuclear proteins in Systemic Lupus Erythematosus (SLE or LE). The test reagent
consists of DNP coated latex particles. All the reagents are supplied at optimal dilution for use by recommended techniques
in the pack insert.

LE Latex Test Kit 840050 50 Tests 24 Months

Lorne Strep Kit is a Latex agglutination grouping kit for the identification of Streptococci of Lancefield groups A, B, C, D, F
and G by agglutination of specific antibody coated latex particles in the presence of enzymatically-extracted antigen. All the
reagents are supplied at optimal dilution for use by all recommended techniques in the pack insert.

Strep Test Kit 860050 6 x 50 Tests 18 Months

Lorne Staph Kit is a Latex aggulation kit for the identification of Staph. aureus. Includes latex reagent, control reagent and
agglutination slides. All the reagents are supplied at optimal dilution for use by all recommended techniques in the pack
insert.

Staph Test Kit 870050 50 Tests 18 Months
870100 100 Tests 18 Months

ASO Latex Kit

All products available in bulk quantites
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FEBRILE ANTIGENS

Lorne Stained Febrile Antigens are for the detection of certain Salmonellae, Richettsiae and Brucellae pathogens. The
antigens are suspensions of killed bacteria, stained to enhance the reading of agglutination tests. The blue stained antigens
are specific to the somatic “O” antigens and the red stained antigens are specific to the flagellar “H” antigens. Suspensions
of Proteus OX2, OX19 and OXK are used to detect rickettsial antibodies.

Rose Bengal is a slide agglutination test for the qualitative and semi-quantitative detection of anti-Brucella antibodies in
human and animal serum. The stained bacterial suspension agglutinates when mixed with samples containing specific IgG
orIgM antibodies present in the patient sample.

Item Product Code Size Maximum Shelf Life
Salmonella Typhi H 502005A 100 Tests 30 Months
Salmonella Paratyphi AH 504005A 100 Tests 30 Months
Salmonella Paratyphi BH 506005A 100 Tests 30 Months
Salmonella Paratyphi CH 508005A 100 Tests 30 Months
Salmonella Typhi O 510005A 100 Tests 30 Months
Salmonella Paratyphi AO 512005A 100 Tests 30 Months
Salmonella Paratyphi BO 514005A 100 Tests 30 Months
Salmonella Paratyphi CO 516005A 100 Tests 30 Months
Brucella Abortus 518005A 100 Tests 30 Months
Brucella Melitensis 520005A 100 Tests 30 Months
Proteus OX2 522005A 100 Tests 30 Months
Proteus OX19 524005A 100 Tests 30 Months
Proteus OXK 526005A 100 Tests 30 Months
Febrile Antigen Kit + Controls 532042A 8x100 Tests and 2xIml 30 Months
Febrile Positive Control 536001A 1ml 30 Months
Febrile Negative Control 537001A 1ml 30 Months
Rose Bengal 155050A 50 Tests 30 Months

ROSE WAALER

Rose Waaler is a technique of passive haemagglutination for qualitative and semi-quantitative detection of human serum
Rheumatoid Factor. Sheep red blood cells are coated with a concentration of antiserum to sheep red blood cells that is too
low to cause agglutination. The addition of serum from a patient with Rheumatoid Factor will cause agglutination.

Iltem Product Code Size Maximum Shelf Life
Rose Waaler 156050A 50 Tests 30 Months

Febrile Antigen Kit + Controls




ABO SYSTEM - MONOCLONAL REAGENTS

Lorne Monoclonal IgM ABO Standard Grade blood grouping reagents contain mouse monoclonal antibodies diluted in a
phosphate buffer containing sodium chloride, EDTA and bovine albumin. Each reagent is supplied at optimal dilution for
use by slide, tube, gel card and microplate techniques.

Item Product Code Size Maximum Shelf Life
Anti-A Monoclonal - Standard Grade 600010E 10ml 36 Months
Anti-B Monoclonal - Standard Grade 610010E 10ml 36 Months
Anti-A,B Monoclonal - Standard Grade 620010E 10ml 36 Months

RHESUS SYSTEM - MONOCLONAL REAGENTS

Lorne Monoclonal IgM Anti-D Clone 1 Standard Grade blood grouping reagent is a low protein reagent containing a human
monoclonal IgM antibody diluted with sodium chloride, bovine albumin and macromolecular potentiators. When typing
patient samples, the reagent will directly agglutinate Rh D positive cells, including the majority of variants (but not D") and
a high proportion of weak D (DY) phenotypes when using the slide, tube, gel card and microplate techniques.

Item Product Code Size Maximum Shelf Life
Anti-D IgM Monoclonal - Standard Grade 730010E 10ml 30 Months

Lorne Monoclonal Anti-D Duoclone Standard Grade blood grouping reagent is a low protein, blended reagent containing
human monoclonal IgM and IgG Anti-D, diluted in a phosphate buffer containing sodium chloride, bovine albumin and
macromolecular potentiators. When typing patient samples, this reagent will directly agglutinate Rh D positive cells,
including the majority of variants (but not D¥) and a high proportion of weak D (DY) phenotypes when using the slide, tube,
gel card and microplate techniques. It will agglutinate DV cells in the IAT phase of testing.

Anti-D Duoclone Monoclonal - Standard Grade 740010E 10ml 30 Months
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LABORATORIES

cgg LORNE

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

Tel: +44 (0) 118 921 2264
Email: info@lornelabs.com www.lornelabs.com
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In Vitro Diagnostic Medical Device
lVD For professional use only

Hypochlorite solution 0.5%

REF Name Packaging size
3917 Hypochlorite solution 0.5% 1000ml

Intended purpose

Hypochlorite solution 0.5% is a non — sterile reagent dedicated for intensive cleaning, rinsing and
washing of hematology analyzers (capillaries, tubing, chambers).

Principle

The use of reagents based on sodium hypochlorite is recommended by the manufactures of
hematology analyzers to maintain equipment in proper working condition.

Hypochlorite solution 0.5% is cleaning agent “emergency cleaner”, used to remove residual specimen
and the remaining reagents contained in the elements of the measuring system of hematology
analyzers. It removes any residual cellular, proteinaceous deposits (serum albumins) and the remaining
reagents that may appear during the operation of the analyzer.

Specimens (collection and preparation)
Not applicable.
Reagent preparation

This reagent is ready to use and can be applied straight from the bottle, no special reagent
preparation is needed unless Operators manual for used instrument include it.

Procedure (instruction for use)*

Due to differences in the rules for implementing the procedures for cleaning in different types of
analyzers, Hypochlorite solution 0.5% should be used according to instrument manufacturer’s
instructions for use and should be connected as listed in the Operators manual for instrument.

Avantor Performance Materials Poland S.A.
ul. Sowinskiego 11, 44-101 Gliwice, Poland
Tel: +48 32 2392 000

Version 01/EN

Revision date: 15 Apr 2021 page 1
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Recommended models of instruments:

Hypochlorite 0.5% Model of instrument*

Emergency Cleaner Abbott Cell-Dyn 1800, 1700, 1600, 1300

ABX Pentra80, 60, 60C, 60C+, 60MS,
ABX Micros 60, ES60, 45

Benesphera™ H32, Benesphera™ H32 VET

Beckman Coulter AcT 5™,
Beckman Coulter AcT Diff™, AcT Diff 2™,
Beckman CoulterAcT 8™, AcT 10™

Diatron Abacus, Diatron Abacus Junior VET

Drew Excell 18 (BT2100)

Erma PCE-210

Hospitex Hemascreen 18

HTI Micros CC18

Medonic CA620-20, CA620-16, CA530-16

Melet-Schloesing MS9, MS4, MS8, MS8 VET

Mindray BC-3200, BC-3000 Plus, BC-2800, BC-2300, BC-2000

Nihon Kohden Celltac™ F MEK-8222K, Celltac ES MEK-7300, Celltac
E MEK-7222K, °Celltac™ a MEK-8118K + QA-810V

Seac H20 Genius, SEAC H12

Sysmex K4500, Sysmex K1000, Sysmex KX21, KX21-N

Composition (in water)

Component Concentration
Sodium hypochlorite <0,6%
Sodium hydroxide <0,5%
Fragrant <0.5%

Storage and shelf life

30°C
250_/?_ Store in temperature 2-30°C.

The shelf life of Hypochlorite solution 0.5% is 18 months from manufacturing date, if stored at the
prescribed temperature range.
Do not use reagent beyond the expiration date printed on label.

Warnings and precautions

For in vitro diagnostic use
For professional use only

Hypochlorite solution 0.5% meeting the criteria for classification in accordance with Regulation (EC)
No 1272/2008.

Avantor Performance Materials Poland S.A.
ul. Sowinskiego 11, 44-101 Gliwice, Poland
Tel: +48 32 2392 000

Version 01/EN

Revision date: 15 Apr 2021 page 2
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H315: Causes skin irritation

H319: Causes serious eye irritation

H412: Harmful to aquatic life with long lasting effects.

PREVENTION P264: Wash thoroughly after handling

P280: Wear protective gloves/protective clothing/eye protection/face protection
P273: Avoid release to the environment

RESPONSE P332+P313: If skin irritation occurs: Get medical advice/attention

P362+P364: Take off contaminated clothing and wash it before reuse
P337+P313: If eye irritation persists: Get medical advice/attention

o (

For further information please refer to Master Safety Data Sheet.

Limitations of use

Do not use reagents with visible physical or chemical changes (color, turbidity) or in case of direct
packaging damage.

Please refer to Operators manual for instrument for information about any additional limitation of
use.

*The information contained herein has not been approved by analyzers manufacturers, it is
recommendation for use only. Always refer to the user manual provided with the equipment at issue.

Disposal information

Dispose of contents/container to an appropriate treatment and disposal facility in accordance with
applicable laws and regulations, and product characteristic at time of disposal.

Avantor Performance Materials Poland S.A.
ul. Sowinskiego 11, 44-101 Gliwice, Poland
Tel: +48 32 2392 000

Version 01/EN
Revision date: 15 Apr 2021 page 3
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Biosciences Europe

Thromboplastin L

REF 5265HL
REF 5265L
REF 5267L

Helena Biosciences Europe, Queensway South, Team Valley Trading
Estate, Gateshead, Tyne and Wear, NE11 0SD, United Kingdom

Tel: +44 (0)191 482 8440
Fax: +44 (0)191 482 8442
Email: info@helena-biosciences.com

Web: www.helena-biosciences.com

HL-2-3035P 2015/10 (1)

Thromboplastin L
Instructions for use e n

INTENDED PURPOSE

The Thromboplastin L kit is intended for carrying out clot based haemostasis assays.

The first standardised one-stage prothrombin time test was developed by Dr. Armand Quick in 1935. It has now become
the basic coagulation screening test for the dlagnosls of congential and acquired deficiencies of clotting factors from the
extrinsic Pathway (factors II, V, VIl and X)"2. It is also used for the induction and monitoring of oral anticoagulant
therapy and can be used to assess the prulem synthesis capability of the liver in chronic or acute hepatic disorders.
Thromboplastin L is of rabbit brain origin but resembles human preparations in its low International Sensitivity Index (ISIg
The IS of Thr in L is appr 1.1 and is cali against the WHO international reference preparation®.
Thromboplastin L is particularly suited to the monitoring of oral anticoagulant therapy and, in conjunction with the
appropriate factor deficient plasma, the measurement of factor activity in the extrinsic pathway. Tissue thromboplastin, in
the presence of calcium ions, is an activator which initiates the extrinsic pathway of coagulation. When a mixture of tissue
thromboplastin and calcium ions is added to normal citrated plasma, the clotting mechanism is activated, leading to a
fibrin clot. If a deficiency exists within the extrinsic pathway, the time required for clot formation will be prolonged
depending on the severity of the deficiency.

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only — DO NOT INGEST. Wear appropriate personal
protective equipment when handling all kit components. Refer to the product safety declaration for the link to appropriate
hazard and precautionary statements where applicable. Dispose of components in accordance with local regulations.

COMPOSITION

Composition Content Description Preparation

Thromboplastin L 2 x 5 mL (REF 5265HL) Liquid Rabbit Brain The liquid, calcified thromboplastin is
8 x 5 mL (REF 5265L) Thromboplastin ready-for-use. No further calcium is
10 x 10 mL (REF 5267L)  containing Calcium required to carry out standard PT

Chloride, stabilisers and Assays. The contents of the vial should
preservatives. be mixed well before use. (5 minutes
on roller).

Each kit contains Instructions For Use.
Each kit contains lot specific reference values insert.

ITEMS REQUIRED BUT NOT PROVIDED
The below products can be used in conjunction with Thromboplastin L:

REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

STORAGE, SHELF-LIFE AND STABILITY
Unopened reagents are stable until the given expiry date when stored under conditions indicated on the vial or kit label.

Thromboplastin L Opened vials are stable for 2 months at *2 —*8°C, 5 days at *15°C (on-board Sysmex CA-1500 )
and 6 hours at *37°C (on-board AC-4 including reagent container and cap). A shift-use stability of
7 days (Sysmex CA-1500) can be achieved.
DO NOT FREEZE. Large clumps of particles or changes in expected values may indicate
product deterioration.

SAMPLE COLLECTION AND PREPARATION

Plastic or siliconised glass should be used throughout. Blood (9 parts) should be collected into 3.2% or 3.8% sodium
citrate anticoagulant (1 part). Separate plasma after centrifugation at 1500 x g for 15 minutes. Plasma should be kept at
*18 —*24°C. Testing should be completed within 4 hours of sample collection, or p\asma can be stored frozen at 20°C for
2 weeks or -70°C for 6 months. Thaw quickly at *37°C prior to testing. Do not keep at *37°C for more than 5 minutes®.

PROCEDURE

For accurate INR reporting, it is recommended to determine the laboratory specific ISI of the reagent with the tesnnﬁg
system in use. The Helena Biosciences Europe ISI Calibrant Plasma Set (REF 5519) is recommended for this purpose
This should be performed for each new reagent batch. The Helena Biosciences Europe INR Reference Set (REF 5490)
should be used to check for shifts in the local system ISI which have been noted with changes in laboratory temperature
and post instrument servicing, amongst other local variances.

Manual Method

1. Mix sufficient Thromboplastin L to complete the anticipated testing for the day and incubate at *37°C for no more
than 4 hours.
2. Pre-warm 0.1 mL of the test plasma at *37°C for 2 minutes.
8. Add 0.2 mL of freshly mixed thromboplastin reagent to the plasma while simultaneously starting a stopwatch.
4. Note the time for clot formation to the nearest 0.1 seconds.
Automated Method

Refer to the appropriate instrument operator manual for detailed instructions or contact Helena Biosciences Europe for
instrument specific application guides.

INTERPRETATION OF RESULTS

Results should be reported to the nearest 0.1 seconds and duplicates should agree within 5% of each other. %PT values
can be interpolated from the calibration graph (%PT of PT Calibration plasmas versus measured clot time), which should
be a straight line when plotted on log-log graph paper.

INR values can be calculated using the following formula: INR = (PT Time Patient / Mean Normal PT Time)‘SI

For clear guidance on the indications for and management of patients on warfarin, please refer to The British Society for
Haematology, for their most current edition of ‘Guidelines on oral anticoagulation with warfarin’. At time of printing this is
the 2011 fourth edition®.

LIMITATIONS

The use of serial dilutions of a reference plasma for the %PT curve is not recommended as this can lead to discrepancies
caused by the low fibrinogen in the reference plasma dilutions which are not reflected in patient samples having
predominantly normal fibrinogen levels. Helena Biosciences Europe advise use of the 5504R %PT/Direct INR kit for this
purpose.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plasmas should be tested prior
to each batch of patient samples, to ensure satisfactory instrument and operator performance. If controls do not perform
as expected, patient results should be considered invalid.

Helena Biosciences Europe supplies the following controls available for use with this product:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set
REFERENCE VALUES

Reference values can vary between laboratories depending on the techniques and systems in use. For this reason each
laboratory should establish its own reference ranges. This is particularly important for local ISI calibration. Using the
Sysmex series of instruments, normal values ranging from 11.50 - 14.60 seconds; 0.930 - 1.160 INR; 79.10 - 112.80 %PT
are typical.

PERFORMANCE CHARACTERISTICS

The following performance characteristics have been determined by Helena Biosciences Europe or their representatives
using a Sysmex CA-1500 coagulation instrument. Each laboratory should establish its own performance data.

Reproducibility

Sample Routine Control N Routine Control A Routine Control SA

SD CV (%) SD CV (%) SD CV (%)
Repeatability 0.07 0.59 0.24 1.09 0.45 1.1
Between-run 0.10 0.83 0.16 0.75 0.49 1.20
Between-day 0.04 0.32 0.06 0.27 0.25 0.62
Within-device / Laboratory 0.12 1.07 0.29 1.35 0.72 1.75
Interferences

Helena Thromboplastin L is insensitive to Heparin levels of up to 2 U/mL. Using a 5% interference threshold, there is no
significant interference from Haemoglobin at concentrations up to 10 g/L. Using a 5% interference threshold, there is no
significant interference from Bilirubin at concentrations up to 0.5 g/L for Thromboplastin L. Lipid interference testing
demonstrates that lipid levels do not directly affect the clot time of the reagent up to 3.75g/L. Lipid concentrations in
excess of this prevent clot detection.

Method Comparison

Comparison of clot time in seconds and INR values were determined using Thromboplastin L and Thromboplastin LI on
268 samples. The following correlations were obtained:

Thromboplastin L (Seconds) = 0.9911x + 0.1038 % =0.9941 n =268
Thromboplastin L (INR) = 0.9853x + 0.0261 1% = 0.9500 n =268
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Thromboplastin L fr
Fiche technique

UTILISATION

Le kit Thromboplastin L est destiné a la réalisation des analyses de I'hémostase basées sur la formation de caillots.

La premiere méthode de détermination standardisée du temps de prothrombine en une étape a été développée en 1935
par le Dr. Armand Quick. Cette méthode de Quick constitue désormais I'analyse de base de la coagulation servant a
diagnostiquer des anomal\es des facteurs de coagulation, congénitales ou acquises, a partir de la voie exmnseque
(facteurs 11, V, VIl et X)'2. Elle sert aussi a I'induction et au monitorage des thérapies avec anticoagulants oraux >4 et elle
peut étre utilisée pour eva\uer la capacité de synthése des protéines du foie chez les patients souffrants de troubles
hépatiques chroniques ou aigus.

Le Thromboplastin L provient de cerveaux de lapin mais il ressemble au BCT humain en raison de son indice de
sensibilité international (ISI) faible. L'ISI du Thromboplastin L est d’environ 1,1 et est étalonné en comparaison avec la
préparation internationale de référence de 'OMS>. Le Thromboplastin L convient tout particuliérement au monitorage des
thérapies avec anticoagulants oraux et, utilisé conjointement au plasma carencé en un facteur approprié, a la
détermination de I'activité du facteur de la voie extrinséque. La thromboplastine tissulaire, en présence d’ions calcium, est
un activateur qui démarre la voie extrinséque de la coagulation. Quand un mélange de thromboplastine tissulaire et d'ions
calcium est ajouté a un plasma citraté normal, le processus de coagulation, qui doit conduire a la production d’un caillot
fibreux, s'active. Si la voie inseé présente une ie, le temps né ire & la formation du caillot est allongé
suivant la gravité du trouble de la coagulation.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit sont & usage diagnostique in vitro uniquement — NE PAS INGERER. Porter un équipement de
protection individuelle approprié lors de la manipulation de tous les composants du kit. Consulter la fiche de données de
sécurité du produit pour obtenir le lien vers les phrases de risque et les conseils de prudence le cas échéant. Eliminer les
composants conformément aux églementations locales.

COMPOSITION

Composant Contient Description Préparation
Thromboplastin L 2 x 5 mL (REF 5265HL) Thromboplastine liquide La thromboplastine liquide calcifiée est
8 x5 mL (REF 5265L) de cerveau de lapin préte a I'emploi. Aucun calcium
10 x 10 mL (REF 5267L)  contenant du chlorure de supplémentaire n'est nécessaire pour
calcium, des stabilisateurs réaliser des déterminations standard
et des conservateurs. du TP. Le contenu du flacon doit étre
bien mélangé avant utilisation (5
minutes sur un mélangeur a rouleaux).
Chaque kit contient une fiche technique.
Chaque kit contient valeurs de référence spécifiques du lot.

MATERIEL NECESSAIRE NON FOURNI

Les produits ci-dessous peuvent étre utilisés en conjonction avec la Thromboplastin L :
REF 5519 ISI Calibrant Plasma Set

REF 5490 INR Reference Set

CONSERVATION, DUREE DE VIE UTILE ET STABILITE

Les flacons de réactif non ouverts sont stables jusqu’a la date de péremption indiquée s'’ils sont conservés dans les
conditions indiquées sur I'étiquette du kit ou du flacon.

Thromboplastin L Les flacons ouverts sont stables pendant 2 mois & *2 °C — *8 °C, pendant 5 jours & *15 °C (& bord du
Sysmex CA-1500) et pendant 6 heures & *37 °C (& bord de I'AC-4, récipient de réactif et capuchon
inclus). Il est possible d'obtenir une stabilité de période de travail de 7 jours (Sysmex CA-1500).

NE PAS CONGELER. La présence de d’amas de particules ou un écart par rapport aux valeurs
prévues indique une détérioration du produit.

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

Utiliser tout au long du prélévement du plastique ou du verre siliconé. Mélanger 9 volumes de sang et 1 volume de citrate
de sodium a 3,2% ou 3,8%. Séparer le plasma aprés centrifugation & 1500 x g pendant 15 minutes. Conserver le plasma
entre 18 —*24°C. L'analyse doit étre terminée dans les 4 heures suivant le prélévement de I'échantillon ; sinon, il est
possible de congeler le plasma 2 semaines & -20°C ou 6 mois & -70°C. Décongeler rapidement & *37°C avant de réaliser
I'analyse. Ne pas laisser & *37°C plus de 5 minutes®.

PROCEDURE

Pour obtenir un RNI (rapport normalisé international) précis, il est recommandé a chaque laboratoire de déterminer I'lSI
spécifique du réactif avec le systeme danalyse utilisé. Il est conseillé d'utiliser le ISI Calibrant Plasma Set Helena
Biosciences Europe (REF 5519) pour cela’®. Cette opération doit étre réalisée pour chaque nouveau lot de réactif. Le kit
RNI de référence Helena Biosciences Europe (REF 5490) doit étre utilisé pour vérifier I'existence d’un décalage de I'lSI
du systéme local déterminé en raison d’une variation de la température du laboratoire, suite a une opération de
maintenance réalisée sur l'instrument ou toute autre variable locale.

Méthode Manuelle

1. Mélanger du Thromboplastin L en quantité suffisante pour réaliser les analyses prévues dans la journée et incuber
& *37 °C pendant 4 heures au maximum.
2. Préchauffer 0,1 mL de plasma & *37°C pendant 2 minutes.
3. Ajouter 0,2 mL de réactif de thromboplastine fraichement mélangé au plasma et démarrer a ce moment un
chronometre.
4. Relever le temps de formation du caillot en arrondissant au dixieme de seconde.
Méthodes Automatisées

Consulter le manuel d'utilisation de l'instrument approprié pour obtenir des instructions détaillées ou contacter Helena
Biosciences Europe pour obtenir des notes d'application spécifiques a l'instrument.

INTERPRETATION DES RESULTATS

Les résultats doivent étre indiqués en arrondissant au dixiéme de seconde et I'écart maximal entre eux est de 5%. Il est
possible d'interpoler les valeurs de %TP a partir de la courbe d’étalonnage (%TP des plasmas d'étalonnage du TP par
rapport au temps de coagulation mesuré), qui doit correspondre a une ligne droite quand elle est représentée sur du
papier logarithmique.

La formule suivante permet de calculer les valeurs du RNI: )'S‘

RNI = (Temps TP patient / Temps TP moyen normal;
Pour obtenir des informations claires quant aux indications et a la prise en charge des patients sous warfarine, consulter
la British Society for Haematology pour obtenir la derniére édition des Guidelines on oral anticoagulation with warfarin
(Recommandations relatives a Ianncoagulotherag\e orale avec la warfarine). Au moment de limpression du présent
document, il s'agit de la quatrieme édition de 2011°.

LIMITES

Il est déconseillé de réaliser des dilutions du plasma de référence pour la courbe de %TP, car cela risquerait d’entrainer
des divergences dues au faible taux de fibrinogéne présent dans les dilutions du plasma de référence, ce qui ne serait
pas représentatif des échantillons patients qui ont principalement des taux de fibrinogéne normaux. Helena Biosciences
Europe conseille I'utilisation du kit 5504R %PT/Direct INR dans ce but.

CONTROLE QUALITE

Chaque laboratoire doit établir un programme de contrdle qualité. Les plasmas de controle, normaux et anormaux,
doivent étre testés avant chaque lot d’échantillons patients afin de s’assurer que I'instrument et I'opérateur offrent des
performances satisfaisantes. Si les contréles ne donnent pas les résultats prévus, les résultats du patient doivent étre
considérés comme non valables.

Helena Biosciences Europe distribue les contréles suivants & utiliser avec ce produit:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier d'un laboratoire & I'autre suivant les techniques et les systémes utilisés. C'est
pour cette raison qu’il appartient & chaque laboratoire de déterminer ses propres plages de référence. Ceci est
particulierement important pour I'étalonnage de I'lSI local. Avec les instruments de la série Sysmex, l'intervalle type des
valeurs normales est de 11,50 - 14,60 secondes; 0.930 - 1.160 INR; 79.10 - 112.80 %PT .

CARACTERISTIQUES DE PERFORMANCES

Helena Biosciences Europe ou ses mandataires ont déterminé les caractéristiques de performance suivantes en utilisant
un instrument de coagulation Sysmex CA-1500. Chaque laboratoire doit établir ses propres données de performance.

Reproductibilité

Echantillon Routine Control N Routine Control A Routine Control SA

sD CV (%) sb cV (%) sD cV (%)
Répétabilité 0,07 0,59 0,24 1,09 0,45 1,1
Inter-séries 0,10 0,83 0,16 0,75 0,49 1,20
Inter-jours 0,04 0,32 0,06 0,27 0,25 0,62
Intra-dispositif/laboratoire 0,12 1,07 0,29 1,35 0,72 1,75
Interférences

Thromboplastin L (ISI faible) d'Helena ne présente pas d'interférences avec un taux d'héparine jusqu'a 2 U/mL. En
utilisant un seuil d'interférence de 5 %, il n'y a pas d'interférences significatives de I'hémoglobine & une concentration
jusqu'a 10 g/L. En utilisant un seuil d'interférence de 5 %, il n'y a pas d'interférences significatives de la bilirubine a une
concentration jusqu'a 0,5 g/L pour la Thromboplastin L. Une évaluation de l'interférence des lipides montre que les taux
de lipides n'affectent pas le temps de coagulation du réactif jusqu'a 3,75 g/L. Une concentration en lipides dépassant
cette limite empéche la détection du caillot.

Comparaison de la méthode

Des comparaisons du temps de coagulation en secondes et en valeurs de RNI ont été déterminées en utilisant les
produits Thromboplastin L et Thromboplastin LI avec 268 échantillons. Les corrélations suivantes ont été obtenues:

Thromboplastin L (seconde) = 0,9911x + 0,1038 2= 0,9941 n =268
Thromboplastin L (INR) = 0,9853x + 0,0261 ? =0,9500 n =268
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Thromboplastin L
Anleitung d e

VERWENDUNGSZWECK

Das Thromboplastin L Kit ist fiir koagulometrische Gerinnungstests vorgesehen.

Die erste standardisierte Prothrombinzeit als Einstufen-Test wurde 1935 von Dr. Armand Quick entwickelt. Mittlerweile ist
er der Standard-Screeningtest in der Gerinnung zur Diagnose elnes vererbten oder erworbenen
Gerinnungsfaktormangels des extrinsischen Systems (Faktor II, V, VIl und X) Er wird auch zur Einstellung und
Uberwachung von oralen Anllkoagulanz(heraplen34 verwendet und kann bei chromschen und akuten Lebererkrankungen
zur Beurteilung der Funktionsfahigkeit der Leber bei der Proteinsynthese herangezogen werden.

Thromboplastin L wird aus Kaninchenhirn gewonnen, ahnelt aber mit seinem niedrigen ,International Sensitivity Index“
(ISl) humaner Blutgennnungszell Der ISl von Thromboplastin L liegt bei ca. 1,1 und ist gegen WHO ,International
Reference Preparation Kalibriert®. Thromboplastin L ist besonders fiir die Uberwachung oraler Antikoagulanztherapien
geeignet und, in Verbindung mit dem entsprechenden Faktor-Mangelplasma, bei der Messung von Faktoraktivitaten im
extrinsischen System. Gewebethromboplastin ist in Anwesenheit von Calcium-lonen ein Aktivator, der das extrinsische
Gerinnungssystem auslost. Gibt man eine Mischung von Gewebethromboplastin und Calcium-lonen zu normalem
Citratplasma, wird die Gerinnungskaskade aktiviert und es bildet sich ein Fibringerinnsel. Besteht innerhalb des
extrinsischen Systems ein Mangel, verlangert sich, je nach Schwere dieses Mangels, die Zeit bis zur Ausbildung eines
Gerinnsels.

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die in diesem Kit enthaltenen Reagenzien sind ausschlieBlich fir die Verwendung von in-vitro-Diagnosen vorgesehen.
NICHT VERSCHLUCKEN. Tragen Sie beim Umgang mit sémtlichen Komponenten des Kits geeignete Schutzausriistung.
Beachten Sie gegebenenfalls die Verweise auf entsprechende Gefahren- und Vorbeugeerkldrungen in der
Produktsicherheitserklarung. Entsorgen Sie die Komponenten geméaB den értlichen Vorschriften.

ZUSAMMENSETZUNG

Komponente Inhalt Beschreibung
Thromboplastin L~ 2 x 5 mL (REF 5265HL) Flussiges Thromboplastin
8 x 5 mL (REF 5265L) aus Hasenhirn mit
10 x 10 mL (REF 5267L)  Calciumchlorid,
Stabilisatoren und
Konservierungsstoffen.

Vorbereitung

Das fliissige, kalzifizierte
Thromboplastin ist einsatzbereit. Fir
die Durchfiihrung von
standardmaBigen PT-Analysen ist
kein zusétzliches Calcium
erforderlich. Der Inhalt der Ampulle
muss vor der Verwendung gut
gemischt werden (5 Minuten auf
dem Walzenmischer).

Jedes Kit enthalt eine Gebrauchsanweisung

Jedes Kit enthalt chargenspezifischen Referenzwerten

ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL
Die folgenden Produkte kénnen in Kombination mit Thromboplastin L verwendet werden:

REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

LAGERUNG, HALTBARKEIT UND STABILITAT

Ungeodffnete Reagenzien sind unter den auf Verpackung oder Fldschchen angegebenen Lagerbedingungen bis zum
aufgedruckten Verfallsdatum stabil.

Thromboplastin L Offene Ampullen sind 2 Monate bei *2 —*8°C, 5 Tage bei *15°C (im Sysmex CA-1500) und 6
Stunden bei *37°C (im AC-4 mit Reagenzbehélter und Deckel) stabil. Eine Stabilitat von 7 Tagen im
Schichteinsatz (Sysmex CA-1500) kann erreicht werden.
NICHT EINFRIEREN. GroBe Verklumpungen oder Verénderungen in den Normalwerten kénnen auf
eine Verfall des Produkts hinweisen.

PROBENENTNAHME UND VORBEREITUNG

Nur Plastik oder Silikonglas verwenden. Blut (9 Teile) sollte in 3,2% oder 3,8% Natriumcitrat als Antikoagulanz (1 Teil)
entnommen werden. 15 Minuten bei 1500 g zentrifugieren und Plasma abpipettieren. Plasma bei *18 —*24°C lagern.
Plasma sollte innerhalb von 4 Stunden verarbeitet oder tief gefroren bei -20°C fiir 2 Wochen oder -70° C fir 6 Monat
gelagert werden. Vor dem Testen schnell bei *37°C auftauen. Nicht langer als 5 Minuten bei *37°C belassen®.

VORGEHENSWEISE

Um einen korrekten INR zu erhalten wird empfohlen, den laborspezifischen IS| fir das Reagenz mit dem verwendeten
Teslsystem zu bestimmen. Helena Biosciences Europe empfiehlt zu diesem Zweck das Plasma-Kalibrator-Set REF
5519"®. Das sollte mit jeder neuen Reagenzien-Charge durchgefihrt werden. Das Helena Biosciences Europe INR
Reference Set (REF 5490) dient zur Uberpriifung von Verschiebungen im ISI vor Ort, die unter anderem durch
Veranderungen der Labortemperatur und nach Wartungsarbeiten an den Geréten festgestellt worden sind.

Manuelle Methode

1. Mischen Sie eine de Menge von Tt in L an, um die fiir den Tag geplanten Tests
durchzufiihren und inkubieren Sie es nicht langer als 4 Stunden bei *37°C.
2. 0,1 mLdes zu testenden Plasmas bei *37°C 2 Minuten vorwarmen.
3. 0,2 mL des frisch zubereiteten Thromboplastin-Reagenz zum Plasma pipettieren, dabei gleichzeitig Stoppuhr
driicken.
4. Die Zeit bis zur Gerinnselbildung bis auf 0,1 Sekunden genau stoppen.
Automatisierte Methoden

Siehe die Bedienungsanleitung des entsprechenden Geréts fiir genaue Anweisungen oder wenden Sie sich an Helena
Biosciences Europe fiir spezielle anwendungstechnische Hinweise.

INTERPRETATION DER ERGEBNISSE

Ergebnisse sollten bis auf 0,1 Sekunden genau gemessen werden und Doppelbestimmungen nicht mehr als 5%
abweichen. % TPZ-Werte koénnen ausgehend von der Kalibratorkurve interpoliert werden (% TPZ des
TP-Kali zu rer Gerinnungszeit) und sollten auf doppeltlogarithmischem Millimeterpapier eine
gerade Linie ergeben.

INR-Werte kénnen anhand der folgenden INR = (PT Zeit Patient / Mittelwert normale TPZ)ISI

Formel berechnet werden:

Fur klare Leitlinien zu den Indikationen fiir und der Versorgung von Patienten unter Warfarin siehe die aktuelle Ausgabe
der "Guidelines on oral anticoagulation with warfarin" der British Society for Haematology. Zum Zeitpunkt der
Drucklegung ist das die 4. Ausgabe, 20117,

EINSCHRANKUNGEN

Die Verwendung einer Serienverdiinnung von Referenzplasma ist fiir die %PT-Kurve nicht zu empfehlen, da das zu
Diskrepanzen aufgrund von niedrigem Fibrinogen in den Referenzplasma-Verdiinnungen fiihren kann, das nicht den
Patientenproben entspricht, die in der Regel normale Fibrinogen-Werte haben. Helena Biosciences Europe empfiehlt zu
diesem Zweck das Set 5504R %PT/Direct INR einzusetzen.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitatskontrolle sorgen. Vor jeder Testreihe mit Patientenproben miissen normale
und pathologische Kontrollplasmen getestet werden, um eine zufrieden stellende Gerateleistung und Bedienung zu
gewdhrleisten. Liegen die Kontrollen auBerhalb des Normbereichs, sind die Patientenergebnisse nicht zu verwenden.

In Verbindung mit diesem Produkt bietet Helena Biosciences Europe die folgenden Kontrollen an:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set
REFERENZWERTE

Referenzwerte konnen je nach Technik und verwendetem System von Labor zu Labor unterschiedlich sein. Aus diesem
Grund sollte jedes Labor seine eigenen Referenzwertbereiche erstellen. Dieses ist besonders fiir die ISI-Kalibration vor
Ort wichtig. Mit der Instrumentenreihe Sysmex liegen die typischen Normwerte zwischen 11,50 - 14,60 Sekunden; 0.930 -
1.160 INR; 79.10 - 112.80 %PT .

LEISTUNGSMERKMALE

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder in ihrem Auftrag mit einem Sysmex
CA-1500 Gerinnungsgerat ermittelt. Jedes Labor muss seine eigenen Werte ermitteln.

Reproduzierbarkeit

Probe Routine Control N Routine Control A Routine Control SA
SD CV (%) SD CV (%) SD CV (%)

Wiederholbarkeit 0,07 0,59 0,24 1,09 0,45 1,1

Bei verschiedenen Analysen 0,10 0,83 0,16 0,75 0,49 1,20

An verschiedenen Tagen 0,04 0,32 0,06 0,27 0,25 0,62

Selbes Geréat/Labor 0,12 1,07 0,29 1,35 0,72 1,75

Stérungen

Helena Thromboplastin L ist unempfindlich gegeniiber Heparinwerten bis zu 2 Einheiten/mL. Mit einer Stérschwelle von 5
% gibt es keine besondere Interferenz durch Hémoglobin bei Konzentrationen von bis zu 10 g/l. Mit einer Stérschwelle
von 5 % gibt es keine besondere Interferenz durch Bilirubin bei Konzentrationen von bis zu 0,5 g/l bei Thromboplastin L.
Lipidinterferenztests zeigen, dass die Lipidmenge die Gerinnungszeit des Reagenz bis 3,7 g/l nicht direkt beeinflusst.
Héhere Lipidkonzentrationen verhindern die Gerinnungserkennung.

Methodenvergleich

Thromboplastin L und Thromboplastin LI wurden an 268 Proben angewandt. Dabei wurden die Gerinnungszeit in
Sekunden verglichen und die INR-Werte bestimmt. Es ergaben sich folgende Korrelationen:

Thromboplastin L (sekunden) = 0,9911x + 0,1038 % = 0,9941 n =268
Thromboplastin L (INR) = 0,9853x + 0,0261 1? =0,9500 n=268
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Thromboplastin L |t
Istruzioni per I'uso

SCOPO PREVISTO

1l kit Thromboplastin L & concepito per I'esecuzione di dosaggi di emostasi basati sulla presenza di coaguli.

| primo test del tempo di protrombina standardizzato venne messo a punto dal Dr. Armand Quick nel 1935. Attualmente,
questo test & diventato il metodo basilare di screening della coagulazione per la diagnosi di deficienze congenite ed
acquisite dei fattori di coagulazione dal percorso estrinseco (fanan 11, V, VIl e X)""2. Questo test viene utilizzato anche per
Iinduzione e il monitoraggio della terapia anticoagulante orale™ 34 e puo essere impiegato per valutare la capacita di sintesi
proteica del fegato in disordini epatici cronici o acuti.

Il kit Thromboplastin L & realizzato a partire da cervello di coniglio, ma rassomiglia a BCT umano in termini di basso indice
di sensibilita internazionale (ISI). L'ISI del kit Thromboplastin L & approssimativamente pari a 1,1 ed & calibrato rispetto
alla preparazione di riferimento internazionale dell'OMS®. 11 kit Thromboplastin L e particolarmente indicato per il
monif della terapia { llante orale e, in combinazione con plasma carente del fattore appropriato, per la
misurazione dell'attivita del fattore nel percorso estrinseco. In presenza di ioni di calcio, la tromboplastina tissutale & un
attivatore che da inizio al percorso di coagulazione estrinseco. Quando una miscela di tromboplastina tissutale e di ioni di
calcio viene aggiunta a normale plasma citrato, si attiva il meccanismo di coagulazione che porta alla formazione di un
coagulo di fibrina. Qualora sussista una deficienza all'interno del percorso estrinseco, il tempo richiesto per la formazione
del coagulo risultera prolungato in funzione della gravita della deficienza.

AVVERTENZE E PRECAUZIONI

| reagenti contenuti in questo kit sono destinati esclusivamente alla diagnostica in vitro - NON INGERIRE. Indossare
un’adeguata attrezzatura protettiva personale durante la manipolazione di tutti i componenti del kit. Per conoscere i
relativi simboli precauzionali e di pericolo, laddove pertinente, fare riferimento alla dichiarazione di sicurezza del prodotto.
Smaltire i componenti conformemente alle normative locali vigenti.

COMPOSIZIONE

Componente Contiene Descrizione Preparazione
Thromboplastin L 2 x 5 mL (REF 5265HL) Tromboplastina liquida di La tromboplastina calcica liquida &
8 x 5 mL (REF 5265L) cervello di coniglio pronta all'uso. Per eseguire dosaggi PT
10 x 10 mL (REF 5267L)  contenente cloruro di standard non & necessario altro calcio.
calcio, stabilizzatori e Il contenuto della fiala deve essere
conservanti. miscelato accuratamente prima dell'uso
(5 minuti su un rullo).
Ogni kit contiene un Istruzioni per l'uso.
Ogni kit contiene un inserto recante i valori di riferimento specifici per il lotto.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

In inazione con la Thr L & possibile utilizzare i seguenti prodotti:
REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

CONSERVAZIONE, VITA UTILE E STABILITA

| reagenti non aperti sono stabili fino alla data di scadenza indicata se conservati nelle condizioni riportate sul flacone o
sull’etichetta del kit

Thromboplastin L Le fiale aperte sono stabili per 2 mesi ad una temperatura compresa tra *2 e *8°C, per 5 giorni a
*15°C (Sysmex CA-1500 on-board) e per 6 ore a *37°C (AC-4 on-board compresi il contenitore del
reagente e il tappo). E possibile ottenere una stabilita d’uso di 7 giorni (Sysmex CA-1500).

NON CONGELARE. Ammassi consistenti di particelle o variazioni nei valori previsti possono essere
indice di deterioramento del prodotto.

RACCOLTA E PREPARAZIONE DEI CAMPIONI

Nel corso dell'intera procedura & necessario utilizzare plastica o vetro siliconizzato. Il sangue (9 parti) deve essere
raccolto in sodio citrato al 3,2% o al 3,8% come anticoagulante (1 parte). Separare il plasma in seguito a centrifugazione
a 1500 x g per 15 minuti. Il plasma deve essere conservato a *18 —*24°C. | test devono essere completati entro 4 ore
dalla raccolta dei campioni; in alternativa, il plasma pud essere conservato congelato a -20°C per 2 settimane o a -70°C

per 6 mese. Decongelare rapidamente a *37°C prima di eseguire i test. Non conservare a *37°C per oltre 5 minuti®.

PROCEDURA

Per un rilevamento accurato dell'INR si raccomanda di determinare I'lSI specifico del laboratorio per il reagente con il
slstema di test in uso. A tale scopo si raccomanda il ISI Calibrant Plasma Set (REF 5519) di Helena Biosciences
Europe % Questa procedura deve essere eseguita per ogni nuovo lotto di reagente. L'INR Reference Set (REF 5490) di
Helena Biosciences Europe deve invece essere utilizzato per rilevare eventuali spostamenti dell’lSI del sistema locale
osservati in concomitanza con cambiamenti della temperatura del laboratorio e in seguito a manutenzione dello
strumento, tra le altre variazioni locali.

Metodo Manuale

1. Miscelare un quantitativo di Thromboplastin L sufficiente a completare i test previsti per la giornata e incubare a
+37°C per un massimo di 4 ore.
2. Preriscaldare 0,1 mL di plasma di prova a *37°C per 2 minuti.
3. Aggiungere al plasma 0,2 mL di reagente a base di tromboplastina appena miscelato, azionando
contemporaneamente un cronometro.
4. Annotare il tempo di formazione del coagulo con un’approssimazione a 0,1 secondi.
Metodo Automatico

Fare riferimento al manuale utente dello strumento appropriato per istruzioni dettagliate oppure contattare Helena
Biosciences Europe per le note applicative specifiche dello strumento.

INTERPRETAZIONE DEI RISULTATI

| risultati devono essere indicati con un’approssimazione a 0,1 secondi e le ripetizioni devono corrispondere con una
tolleranza del 5%. | valori di %PT possono essere interpolati dal grafico di calibrazione (%PT dei plasmi di calibrazione PT
vs. tempo di coagulazione rilevato), che, se tracciato su carta a doppia scala logaritmica, deve apparire sotto forma di
linea retta.

| valori di INR possono essere calcolati )‘S'

utilizzando la seguente formula:

INR = (Tempo di PT Paziente / Tempo di PT normale medio

Per una guida chiara sulle indicazioni per la gestione dei pazienti con warfarina fare riferimento a The British Society for
Haematology per la loro edizione pit aggiornata delle ‘Linee guida sull'anticoagulazione orale con warfarina’. Al momento
della stampa questa ¢ la quarta edizione del 2011 S,

LIMITAZIONI

Si sconsiglia Iimpiego di diluizioni seriali di un plasma di riferimento per la curva %PT, che infatti possono dare luogo a
discrepanze dovute al basso livello di fibrinogeno nelle diluizioni del plasma di riferimento, che non compaiono invece nei
campioni dei pazienti con livelli di fibrinogeno prevalentemente normali. Helena Biosciences Europe consiglia di utilizzare
a questo scopo il kit 5504R %PT/Direct INR.

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e anormali devono essere
testati prima di ogni lotto di campioni di pazienti, per garantire un livello prestazionale soddisfacente sia per quanto
riguarda lo strumento che per I'operatore. Qualora i controlli non funzionassero come previsto, i risultati relativi ai pazienti
dovranno essere considerati non validi.

Helena Biosciences Europe mette a disposizione i seguenti controlli utilizzabili con questo prodotto:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set

VALORI DI RIFERIMENTO

Per la sicurezza del paziente, & necessario che il sistema sia monitorato continuamente da un operatore qualificato. Per
tale motivo ciascun laboratorio dovra elaborare i propri range di riferimento. Cio & particolarmente importante per la
calibrazione dell'ISI locale. Con I'impiego della gamma di strumenti Symex, i valori normali che variano tra 11,50 - 14,60
secondi; 0.930 - 1.160 INR; 79.10 - 112.80 %PT sono ritenuti tipici.

CARATTERISTICHE PRESTAZIONALI

Le seguenti caratteristiche prestazionali sono state determinate da Helena Biosciences Europe o dai propri rappresentanti
con l'utilizzo di uno strumento di coagulazione Sysmex CA-1500. Ciascun laboratorio dovra pertanto elaborare i propri
dati prestazionali.

Riproducibilita

Campione Routine Control N Routine Control A Routine Control SA
SsD CV (%) SD CcV (%) SsD CV (%)

Ripetibilita 0,07 0,59 0,24 1,09 0,45 1,1

Tra le serie 0,10 0,83 0,16 0,75 0,49 1,20

Tra giorni 0,04 0,32 0,06 0,27 0,25 0,62

Allinterno del dispositivo/laboratorio 0,12 1,07 0,29 1,35 0,72 1,75

Interferenze

La Thromboplastin L Helena non & sensibile ai livelli di eparina di oltre 2 U/mL. Utilizzando una soglia di interferenza del
5%, non risulta esserci alcuna significativa interferenza da parte del’emoglobina a concentrazioni fino a 10 g/l. Utilizzando
una soglia di interferenza del 5%, non risulta esserci alcuna significativa interferenza da parte della bilirubina a
concentrazioni fino a 0,5 g/l per la Thromboplastin L. | test per le interferenze dei lipidi dimostrano che i livelli dei lipidi non
influenzano direttamente il tempo di coagulazione del reagente fino a 3,75 g/l. Concentrazioni lipidiche superiori a questo
valore impediscono il rilevamento del coagulo.

Confronto dei metodi
Si & eseguito un confronto su 268 campioni tra il tempo di coagulazione in secondi e i valori INR utilizzando la
tromboplastina L e la tromboplastina LI. Si sono ottenute le seguenti correlazioni:

Thromboplastin L (secondi) = 0,9911x + 0,1038 2 =0,9941 n=268
Thromboplastin L (INR) = 0,9853x + 0,0261 = 0,9500 n =268
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Thromboplastin L
Instrucciones de uso eS

USO PREVISTO

El uso previsto del kit Thromboplastin L es realizar ensayos de hemostasia basados en la coagulacion.

La primera prueba estandarizada de la protrombina en una sola etapa fue desarrollada por el Dr. Armand Quick en 1935.
Ahora se ha convertido en la prueba de cribado basico de la coagulacion para el dlagnosnco de deficiencias congénitas y
adquiridas de factores de coagulacion de la via extrinseca (factores II, V, Vil y X)"2. Se usa también para la induccion y
monitorizacién del tratamiento anticoagulante oral“ puede usarse para valorar la capacidad de sintesis de proteinas
del higado en trastornos hepaticos cronicos o agudos.

La Thromboplastin L tiene su origen en cerebro de conejo, pero se parece a la BCT humana en su bajo indice de
Sensibilidad Internacional (ISI). EI ISI de Thror L es de ap nente 1,1y se calibra contra el preparado
de referencia internacional de la OMS®. La prueba de Thromboplastin L esta especialmente adaptada a la monitorizacion
del tratamiento ar Jlante oral y, j con el plasma deficiente en el factor oportuno, la medicién de la
actividad de los factores en la via extrinseca. La tromboplastina tisular, en presencia de iones calcio, es un activador que
inicia la via extrinseca de la coagulacion. Cuando se afiade una mezcla de tromboplastina tisular e iones calcio al plasma
normal citratado, se activa el mecanismo de coagulacién, conduciendo a un coagulo de fibrina. Si se produce una
deficiencia dentro de la via extrinseca, el tiempo necesario para la formacion de coagulos se prolongara dependiendo de
la intensidad de la deficiencia.

ADVERTENCIAS Y PRECAUCIONES

Los reactivos que contiene este kit son sélo para uso de diagnéstico in vitro: NO INGERIR. Lleve el equipo de proteccion
personal adecuado cuando utilice todos los componentes del kit. Consulte la declaracion de seguridad del producto para
saber més sobre las indicaciones adecuadas de advertencia y riesgo. Desechar los componentes de conformidad con
las normativas locales.

COMPOSICION

Componente Contiene Descripcion Preparacion
Thromboplastin L 2 x 5 mL (REF 5265HL) Tromboplastina liquida de La tromboplastina liquida calcificada
8 x5 mL (REF 5265L) cerebro de conejo que esta lista para su uso. No es necesario
10 x 10 mL (REF 5267L)  contiene cloruro de calcio, mas calcio para realizar pruebas
estabilizadores y estandar de PT. Los contenidos del vial
conservantes. se deben mezclar bien antes de
utilizarlo (5 minutos en el rodillo).
Cada kit contiene instrucciones de uso.
Cada kit contiene valores de referencia especificos insertados del lote.

ARTICULOS NECESARIOS NO SUMINISTRADOS
Los siguientes productos se puede utilizar junto con la Thromboplastin L:

REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los reactivos no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en las condiciones
indicadas en el vial o en la etiqueta del kit.

Thromboplastin L Los viales abiertos permanecen estables durante 2 meses a una temperatura de entre *2 — *8°C, 5
dias a una temperatura mayor a *15°C (en el Sysmex CA1500), y 6 horas a una temperatura mayor
a*37°C (en el AC-4, incluido el contenedor del reactivo y el tapon). Se puede conseguir estabilidad
multiuso de 7 dias (Sysmex CA-1500).

NO CONGELAR. Los grumos grandes de particulas o los cambios en los valores esperados pueden
indicar deterioro del producto.

RECOGIDA Y PREPARACION DE LAS MUESTRAS

Debe usarse siempre plastico o vidrio siliconizado. Debe recogerse sangre (9 partes) en el anticoagulante citrato soédico
al 3,2% o al 3,8% (1 parte). Separar el plasma después de la centrifugacion a 1500 x g durante 15 minutos. El plasma
debe conservarse a *18 —*24°C. Las pruebas deberian terminarse en 4 horas desde la recogida de las muestras o el
plasma puede conservarse congelado a -20°C durante 2 semanas o -70°C durame 6 mes. Descongelar rapidamente a
*37°C antes de realizar la prueba. No conservar a *37°C durante méas de 5 minutos®.

PROCEDIMIENTO

Para la comunicacion exacta del INR, se recomienda determinar la ISI especifica del laboratorio del reactivo con el
sistema de prueba en uso. Se recomienda el ISI Calibrant Plasma Set de Helena Biosciences Europe (REF 5519) para
este fin®. Esto debe realizarse para cada nuevo lote de reactivos. Debe usarse el Set de Referencia de INR de Helena
Biosciences Europe (REF 5490) para comprobar las desviaciones en el ISI del sistema local que se han observado con
cambios en la temperatura del laboratorio y el mantenimiento posinstrumental, entre otras variaciones locales.

Método Manual

1. Mezclar la cantidad suficiente de Thromboplastin L para completar la prueba anticipada para el dia e incubar a
+37°C durante un periodo de tiempo no superior a 4 horas.
2. Precaliente 0,1 mL del plasma de prueba a *37°C durante 2 minutos.
3. Afada 0,2 mL de reactivo de tromboplastina recién mezclado al plasma mientras pone en marcha
simultaneamente un cronémetro.
4. observa el tiempo hasta la formacion del coagulo procurando afinar en la décima 0,1 de segundo mas proxima.
Método Automatizado

Consulte el manual del usuario del instrumento adecuado para instrucciones detalladas o pongase en contacto con
Helena Biosciences Europe para notas de aplicacién especificas del instrumento.

INTERPRETACION DE LOS RESULTADOS

Los resultados deben comunicarse en los 0,1 segundos mas préximos y las pruebas duplicadas deben estar de acuerdo
entre si dentro del 5%. Los valores de %TP pueden interpolarse a partir del grafico de calibracion (%TP de los plasmas
de calibracion del TP frente al tiempo de coagulo medido) que debe ser una linea recta cuando se representa en un
papel de graficos log-log.

Los valores de INR pueden calcularse INR = (Tiempo de TP Paciente / Tiempo de TP normal medio)'®'

usando la siguiente formula:

Si necesita una guia clara de indicaciones y tratamiento de pacientes con warfarina, consulte The British Society for
Haematology y su ultima edicion de “Guidelines on oral anticoagulation with warfarin” que, en el momento de impresion
de este documento, se encuentra en su cuarta edicion de 2011°.

LIMITACIONES

El uso de diluciones seriadas de un plasma de referencia para la curva de %TP no se recomienda, porque puede llevar a
discrepancias producidas por el bajo fibrinégeno en las diluciones del plasma de referencia, que no se reflejan en las
muestras de pacientes que tienen fundamentalmente niveles normales de fibrindgeno. Helena Biosciences Europe
recomienda utilizar el kit 5504R %PT/INR directa a tal fin.

CONTROL DE CALIDAD

Cada laboratorio debe establecer un programa de control de calidad. Los controles normales y anormales deben
estudiarse antes de cada lote de muestras del paciente, para asegurar un funcionamiento adecuado del instrumento y el
operador. Si los controles no se realizan como se esperaba, los resultados del paciente deben considerarse invalidos.
Helena Biosciences Europe suministra los siguientes controles disponibles para usar con este producto:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set

VALORES DE REFERENCIA

Los valores de referencia pueden variar entre los laboratorios dependiendo de las técnicas y sistemas usados. Por esta
razoén, cada laboratorio debe establecer su propio intervalo normal. Esto es especialmente importante para la calibracion
local del ISI. Con la serie de instrumentos Sysmex, es frecuente que los valores normales varien entre 11,50 - 14,60
segundos; 0.930 - 1.160 INR; 79.10 - 112.80 %PT .

CARACTERISTICAS FUNCIONALES

Las sigui caracteristicas de rer > han sido jas por Helena Biosciences Europe o sus
representantes usando un instrumento de coagulacion Sysmex CA-1500. Cada laboratorio debe establecer sus propios
datos de rendimiento.

Reproductibilidad

Muestra Routine Control N Routine Control A Routine Control SA
SD CV (%) SD CV (%) SD CV (%)

Repetibilidad 0,07 0,59 0,24 1,09 0,45 1,11

Entre series 0,10 0,83 0,16 0,75 0,49 1,20

Entre dias 0,04 0,32 0,06 0,27 0,25 0,62

En el dispositivo/laboratorio 0,12 1,07 0,29 1,35 0,72 1,75

Interferencias

Helena Thromboplastin L no detecta niveles de heparina inferiores a 2 U/mL.Con un umbral de interferencia del 5%, no
hay interferencias significativas de hemoglobina en concentraciones de hasta 10 g/L. Con un umbral de interferencia del
5%, no hay interferencias significativas de bilirrubina en concentraciones de hasta 0,5 g/L para Thromboplastin L. La
interferencia de lipidos demuestra que los niveles de lipidos no afectan directamente al tiempo de coagulacion del
reactivo hasta 3,75 g/L. Las concentraciones de lipidos superiores evitan detectar la coagulaciéon.

Comparacion del método

La comparacién del tiempo de coagulacion y los valores INR se determiné con tromboplastina L y tromboplastina LI en
268 muestras. Se obtuvieron las siguientes correlaciones:

Thromboplastin L (segundo) = 0,9911x + 0,1038 2 =0,9941 n =268
Thromboplastin L (INR) = 0,9853x + 0,0261 r = 0,9500 n =268
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Tect-cuctema "XXuakuih Tpom6oniacTmn"
VHCTPYKUMA
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HA3HAYEHUWE

KomnnekT TecT-cuctema ">Knakuii TpomGonnacTuH' npeaHasHadeH AnA BbiMONHEHNA aHaN30B remocTasa Ha OCHoBe
KPOBAHOIO CrycTKa.

BﬂepEble CTaNﬂaDTMBMDOBaHHbIﬁ OIJHOCTa,CLIAIZHbIVI TectT AnA onpeaeneHva HDOTpOMGMHOBOFO BpemeHn 6bin
npeanoxeH A-poMm ApMaHI_]OM Keukom B 1935r. Ceiiyac OH CTan OCHOBHbIM CKPUHUHIOBbIM TECTOM ANA ANarHoCTUKN
BPOXAEHHOrO N NPUOBPETEHHOr0 AehUUMTOB (haKTOPOB CBEPTLIBAHMA KPOBM MO BHeLWHemy nyTu (chakTops! Il, V, VIl n
X)"2. OH TakxKe WMCTIONb3yeTCA ANA MOHWTOPUHIA Tepanuu OpaibHbIMA aHTUKOArynAHTaMU®™, a Takke MOoxeT
NPUMEHATBCA W ANIA OUEHKM  6ENoK CUMTETUHYECKOW (hYHKUMM MeYeHM Mpu ee OCTPbIX  /IMGO XPOHNYECKMX
3a6onesaHuAXx.

PeareHT nNpuroToBneH u3 sKCTpakTa TKaHW Mo3ra Kponvka 1 no csoero M4 aHoro MHpekca
YyscTBUTENbHOCTM) conocTasum co CTaHpapTom TpomGonnacTuHa Bputaumm (BCT — British Comparative
Thromboplastin). MUY >Kuakoro TpDMﬁOI'U'IaCTMHa npyMepHo paseH 1.1 1 oTKanMbpoBaH OTHOCUTENbHO
MeXAyHapoHoro pedepeHca BO3®. XXuakuit TPOMGONNAcTUH OCOGEHHO MOAXOAUT ANIA MOHUTOPUHIra Tepanuun
opanbHLIMK aHTUKOArynAHTaMM 1M ANA U3MEPEeHUA aKTUBHOCTW (hakTOPOB BHELIHEro nyTW CBEpPTbIBAHUA(BMECTE C
cooTBeTCTBYIOlWel hakTop-AeUUNTHOI Nna3moin). TkaHesbllh TPOMGONNACTUH B NPUCYTCTBUMM WOHOB KanbuUuA
ABMAGTCA aKTUBATOPOM BHELUHEro NyTW CBEpPTLIBaHNA KPOBW. Mpn A0GABNEHUM CMECU TKaHeBOro TPOMGONNacTMHa ¢
Kanbumem K HOpMaﬂhHOﬁ L\IATpaTHOI‘/'i nnasme akTMBMpyeTcA MexaHusm eé CBepTbiBaAHWA, ﬂpMBOJJ,RLLlIAIZ K 06paSDBaHVIIO
hnbprHOBOro cryctka. Ecnm y nauneHTa nmeet MecTo aethuunT hakTOpPOB BHELIHEro MyTu, TO BpemA, Heobxoaumoe
Ana obpasosaHuA crycTka 6yaeT YANMHATLCA NPAMO NPONOPLIMOHANLHO CTeneHn aecuumTa hakTopos.

NPEAYNPEXAEHUA U MEPbI NPEAOCTOPOXXHOCTH

Copepxatumecs B AaHHOM Habope peareHTbl NpeaHasHaueHbl TONbKO ANA in vitro anarHoctTukn— HE MPUHWUMATD
BHYTPb! Mpun paboTe co BceMn KOMMOHEHTaMW Habopa MUCMoMb3oBaTh COOTBETCTBYIOWIME CPEACTBA UHAMBUAYaNbHON
3awmTel. B cnyyae HEOGXOAMMOCTM CM. CBMAETENbCTBO O 6E30MacHOCTM W3AENMA [/IA  O3HAKOMIGHUA C
COOTBETCTBYIOLWMMU ONUCAHUAMU ONACHOro BOGAGVICTEVIH “ CBeAeHMAMU O Mmepax NpeaoCTOPOXXHOCTW. VnaneHVle
KOMMOHEHTOB B OTXOALI MPOU3BOANTE B COOTBETCTBIM C MECTHLIMI NPpaBuiaMm.

COCTAB

KoMnoHeHTb! CocrtaB Ha6opa Onucaxune MpuroToBneHune peareHToB
XKugkuin 2 x5 mn (Kat.Ne 5265HL) Tpom6onnacTuH- HKunakuit KanbUMHUPOBAHHbIA
Tpom6onnacTuH 8 x5 mn (KaT.Ne 5265L) KasnbLmeBan CycneHauio TPOMGONNACTWH, FOTOBbIVA ANA

10 x 10 mn (KaT.Ne 5267L)  peareHTa U3 aKcTpakTa vcnonb3oBaHuA. 1A npoBeaeHvA
TKaHW MO3ra Kposvka, Tecta MB AONONHUTENbHBIA
pacTtBopa xsiopuaa Kanbumii He TpebyeTcA.
Kanbuua u Copnepsmoe ¢hrakoHa
cTabunusaTopos nepemeLuatb A0 NCNONb30BaHNA (5
MWH. Ha ponnepe)

Kadxxablii Habop COAEPXXUT UHCTPYKLIMIO MO NPUMEHEHWIO.

Bknagbiw ¢ y IX 7 K p:

XapaKTepHbIM ANA AAHHOTO oTa.

aHanusaTopam 1 MeToAaMm UCcneaoBaHna,

HEOBXOAUMBIE KOMMOHEHTbI, HE BKJTIOYEHHbLIE B KOMMNEKT NOCTABKU
MpoayKumA HKe, KOTOPaA MOXET UCMONb30BaTLCA BMeCTe € TecT-cucTemoit «TpomBonnacTuH»:

Kat.Ne 5519 Kanu6patop MUY
Kat.Ne 5490 KonTpons Ha MHO

XPAHEHUE, CPOK FOIHOCTU U YCTOWYMBOCTb
HeBckpbiTble (hriakoHbl ¢ peareHTamy XpaHATCA A0 UCTEUEHNA CPOKa FO[HOCTY B YCNIOBMAX, YKA3aHHbIX Ha 3TUKETKe.

XKuakuin BckpbiThle hnakoHbl roaHbl K NPUMEHEHUIO B TedeHne 2 MecALes Npu TemnepaType
TpoM6oNNacTH XpaHeHuA 2-8°C, 5 aneit npu 15°C (Ha 6opTy Sysmex CA-1500) u 6 yacos npu 37°C (Ha 6opTy
AC-4, NCTONb3YA KOHTEMHEP ANA PeareHToB C KPbIlKoi). CTabunbHOCTL peareHTa Ha 60pTy
Sysmex CA-1500 - 7 oHei.
HE 3AMOPAXXVBATb! MNpusHaku yxyaweHna ka4ecTsa peareHTa: 60nbLI0e CKonneHme
4acTUL NN OTAIMYMA OT OXMAAEMbIX 3HAUEHIUA MOTYT 03HAYaTb YXy/ALWEHNe CBOVICTB
peakTuBa.

OTBEOP U NOArOTOBKA OEPA3LI0B

[nA pa6oTbl crieAyeT MCMONb30BaTh TOMbKO MNACTUKOBLIE UM CUr HHbIE C . Kpoeb
3abupaeTcA B NPOGMPKY C LMTPATHLIM aHTUKOArynAHTOM (3,2% unu 3,8% uMTpaT HaTpWA) B COOTHOWeHUM 9 + 1. Mocne
ueHTpucyrupoeanma npu 1500 g, B TedeHne 15 MUHYT (MCMoONb3oBaHUE APYrnx napameTpoB AOSKHO MPOBEPATLCA
nabopaTopueil), Mony4eHHylo nnasmy Heo6XoaWMO OTAENNTb OT (hOPMEHHbIX 3nemMeHToB Kposw. Mnasmy cneayeT
XpaHuTb Npu Temnepartype “18 —"24°C. TecTMpoBaHMe AOHKHO BbiTb NPOBEAEHO B TeueHWe 4 4acoB nocne 3a6opa
06pasLos, ME0 Nnasmy MOXHO OAHOKPATHO 3aMOPO3UTh U XPaHUTL NpK TemnepaType -20°C B TeyeHne 2 Heaenb unn
npu -70°C B Teyenne 6 mecAues. Mepen npoaeneuwem nccnenoBaHMA nnasmy cneayeT GbICTPO Pa3mMopo3vTb Mpu
*37°C. He aepxars nnaamy npu *37°C Gonee 5 mMuHyT®.

NPOLEEAYPA

[nA yctaHoBneHnA Gonee TouHoro MHO pekomeHayeTcA onpefenuTb cneunduyeckoe AnA nabopaTopun 3HadeHne
MWY (Tak HasbiBaeMblit «floKanbHbl» MUY) anA xuakoro TpombonnactuHa. Helena Biosciences Europe pekomeHayeT
ANA 3TUX Lenei npumeHATb Kanubpatop MUY (Kat.Ne REF 5519)75 Mono6Han npoueaypa AomkHa 6biTb NpoBeaeHa
ANA KaXKaoii HoBol napTum peareHToB. KoHTponb Ha MHO (KaT.Ne REF 5490) ucnonb3syeTcA AnA KOHTPONA U3MEHeHUA
B «/10KanbHOM» MUY, Tak Kak ero 3HauyeHue MOXeT He3HaYUTEerbHO Bapb1pOBaTh B 3aBUCHMOCTY OT MCMOMb3YEMbIX
MPUGOPOB, & TaKXKe U3MEHEHNI1 TeMnepaTypb! B 1aGOPATOPUN 1 APYTIX NIOKaNbHBIX (haKTOPOB.

PyuHon Meton

1. B3ATb HEO6XOAMMOE KONMYECTBO XMAKOro TPOMGONNACTUHA, Hi AnA N TecT A B
TeyeHne AHA 1 HKyGrposaTk npu 370C (Ho He Gonee 4 yacos).
2. TMporpeTb 0,1 MA TECTUPYeMOii NNaambl Npu *37°C B TeueHue 2 MUHYT.
3. [o6aButhb 0,2 MN CBEXENPUrOTOBNEHHOM paboyeli CMECU PeareHToB K niasMe U HeMeANeHHO BKIOYNTbL
Taiimep.
4. 3ameTuTb BpemA, Heo6xoaumoe AnA 06pa3oBaHuA CrycTka ¢ TOYHOCTbIO 10 0,1cek.
ABTOMaTM3UpPOBaHHbIA MeToa
,uﬂﬁ nposefeHnA TeCTUpPOBaHWA Ha aBTOMaTU4eCKUX KoarynomeTtpax, HQOGXOIJVIMD oﬁpawnhcn K PYyKOBOACTBY
nonb3osaTena 1 K COOTBETCTBYIOWEN ananTtaumm, KoTopble A0CTYMHbI Y oduuManbHbiX AUCTPUBLIOTOPOB M KOMNaHUM
XeneHa.

WHTEPMPETALWA PE3YJIbTATOB

PesynbTathl AOMKHBI GbiTh NPEACTAB/EHbI C TOYHOCTLIO A0 0,1 CEK 1 pasHMLa B NOBTOPAX He AOMKHA NPeBbIlWaTh 5%.
3BHaueHne %[B MOXHO onpefnenvTb no KanwﬁposowHoMy rpachuky (rpachuk ™ %[MB ot ol 0
BPEMEHW), KOTOpbI AO/MKEH BbiTb CTPOro B 6unorapud ITax Npv NOCTPOEHUU rpadumka
Ha TPOBKE C niorapud! MacwTabom Ha 06enx ocAx.

MHO Mo3eT 6bITb BbIMUCIEHO NO hopmyne: )}MW

MHO= {MB (nauvieHTa)/cpeaHee MB (Hopma)
AnA 6Gonee noapo6HOM MH(OPMaUWK MO MOHWTOPUHIY nauuWeHToB Ha BapdapuHe obpaTuTech K pekoMeHAaUMAM
BputaHckoro O6uectea no lematonorvu - «PekomeHpauMM MO aHTUKOArynAHTHON Tepanun BapcapuHom», 4-e
u3panne 2011r. Ha BpeMA neyarty 3Toro JOKyMeHTa”.

OrPAHUYEHUA

Ona nony rpacmka cTn (%I1T) oT B! CBEPTbIBAHNA HE PEKOMEHAYeTCA WCMOonb30BaTh Cepun
pasBeaeHMn  peciepeHCHON MNasmbl, MOCKONbKY 3TO MOXET MPMBECTM K HETOYHOCTM, BbI3BAHHON HU3KUM
conep>xaHnem ubpuHoreHa B GonbluMX pasBefieHUAX pechiepecHoit nnasmbl, YTO He COOTBETCTBYeT obpasuam
nauyveHToB, WMeKWnx, B OCHOBHOM, HGpMaﬂhHhIVI YpPOBEHb Q)VIﬁpVIHOI'eHa. Komnanua Xenewa pekomeHayeT
ucnonb3oBaTth kanubparop kat. Homep 5504R ana %[M1B, n npamoro onpegenexua MHO.

KOHTPOJIb KAYECTBA

Kaxpaa nabopatopuA [OMKHA YCTaHOBWUTL MporpamMmy KOHTponA kadectsa. [lepef usMepeHvem Kaxaon naptum

06pa3LioB NaLUEHTOB HEOGXOANMO NPOTECTMPOBATE HOPMATbHYIO 1 NATOMOTAYECKYIO MNa3My, YTOBLI YAOCTOBEPUTLCA

B YAOBNETBOPUTENBHON paGoTe oﬁopy.u.oaaHm v onepatopa. ECM KOHTPOMbHbIE M3MEPEHUA He COBNaaaloT ¢
, TO [AaHHble NauneHToB cneayeT cYMTaTb He[0CTOBEPHbIMU.

KoMnann Xenena peKumeunyeT cneny»oume KOHTPO/IbHbIE MaTepuasbl:

Kat.Ne 5186 KoHTponb kayectsa, Hopma

Kat.Ne 5187 KoHTponb kayecTsa, yMepeHHO BblpaXKeHHaA naTonorna
Kat.Ne 5183 KoHTponb kayecTsa, BbicOKan Natonorna

Kat.Ne 5490 KoHTponb Ha MHO

HOPMAJIbHBIE MOKA3ATE/N

Pe(bepeHCHble 3Ha4YeHuA MOryT BapbuvpoBaTb MeXxay ﬂaGOpaTOpMHMVI B 3aBMCUMOCTWU OT WUCMONb3YyeMbIX METOo0B U
aHanusaTopoB. B cBA3M ¢ aTUM KaxxaaA nabopaTtopuA AOMKHA ONpeaennTb CBOO COBCTBEHHYIO 06nacTb HOPMasIbHbIX
3HaueHWin. BTO KpaiiHe BaXHO ANA YCTaHOBKM NokankHoro MUY TpomGonnacTuka. [ Hop!

nauvieHTos 11,50 - 14,60 cek.; 0.930 - 1.160 INR; 79.10 - 112.80 %PT ¢ ucnonb3osaH1em koarynomeTpos Sysmex.

SKCNNYATAUNOHHBIE XAPAKTEPUCTUKN

Komnanua XeneHa wnm €€ AMCTPMGLIOTOPbI ONpeaen Iy Crneaylowme OpPUEHTVPOBOYHbIE — aHanMTUYecKue
xapakTepucTuku. Kaxpaa na6opatopua [O/KHA ONpeaenTb CBOM COGCTBEHHbIE aHaNMTUYECKUe XapaKTepucTUKU.

Mpun 0BaHUN ONTUKO:- KOr0 Koarynometpa M peareHToB XeneHa Gbin onpeaeneHsl cneayiowme
koathchuumenTsl Bapuaumm (CV):
BocnpoussoaMMocTb
O6pasey KoHnTpons KoHTponb kauecTsa, KoHTponb kauecTsa,
KavecTBa, Hopma naronoruva
naronorua
SsD cv(%) SD CV (%) SsD CcV (%)
BocnpouasoanmocTs 0,07 0,59 0,24 1,09 0,45 1,11
B npeaenax aHaMTUHecKon 0,10 0,83 0,16 0,75 0,49 1,20
cepun
MexX/y pasHbIMU 0,04 0,32 0,06 0,27 0,25 0,62
aHaNMTU4eCKNMU cepuAMn
mexay 0,12 1,07 0,29 1,35 0,72 1,75

napTUAMM/NaGopaTopUAMA

TecT-cuctema "XXuakuit TpomMGONNaCTUH" He YyBCTBUTENEH K renapuHy B KOHLEHTpauumn fo 2 Ea/mn. Ucnonbsya 5%
AONYyCTUMOE OTK/IOHEeHWe, peareHT He YyBCTBUTEeNeH K I'eMOI'ﬂOGI/IH‘/ B KOHUEHTpauuu no 10 /. MCHOﬂhSyH 5%
[ONYCTUMOE OTK/IOHEHWe, peareHT He YyBCTBUTENeH K 6unupybuHy B KoHueHTpauum no 0.5 r/Jl. He obHapyxxeHo
YYBCTBUTENBHOCTM K YPOBHIO nunuaos Ao 3.75 r/J1 okasblBaloWwMX BO3AENCTBME Ha BpeMA CBEPTLIBAEMOCTU.
KOHUEHTPaLMM IMNNAOB BbIlLE 3TOFO YPOBHA NPEAOTBPATAT OGHAPYXXEHMe CrycTKa.

CpaBHeHMe co cTaHAapTamu:

CpaBHeHne 3HadeHMit MHO 268 o6GpasuoB, onpeaenéHHbIX € nomolblo TecT-cucTembl “TpomGonnacTu” u
TecT-cuctembl “XXuaxuii TpoM6onNnacTMH” Aano cneayiolumne KoppeALMOHHbIE COOTHOLEHNA:

YKnpkuii Tpomb6onnacTuH (cek) = 0,9911x + 0,1038 P= 0,9941 n =268
SKuakuii Tpombonnactur (MHO) = 0,9853x + 0,0261 2 = 0,9500 n =268
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G M E D CERTIFICAT

GROUPE LNE CERTIFICATE OF REGISTRATION
N° 10462 rev. 8

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

ELITECH CLINICAL SYSTEMS SAS
Zone Industrielle
61500 SEES FRANCE

pour les activités
for the activities
Conception, production, contréle et commercialisation de produits de chimie cliniques

pour le diagnhostic in vitro. Validation de la combinaison réactifs et automates.
Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.
Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500 SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

Début de validité / Effective date : July 25th, 2023 (included)
Valable jusqu'au / Expiry date :  July 27th, 2026 (included)
Etabli le /lIssued on: July 25th, 2023

cofrac On behal™NaTbe "/ 7 %ﬁf@kmmﬂ_l\j
EZ Marjorie PERRIMON
2 Certification Director
%‘ I(g:%.%(ﬁﬁg ggﬂ (I:EeDrti';:;altOe‘lsizd_éslivré selon les regles de certification GMED  / This certificate is issued according to the rules of GMED certification
a

ugJ Accréditation n°4-0608
O Liste des sites accrédités

et portée disponible sur Renouvelle le certificat 10462-7

www.cofrac.fr

GMED e« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
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ELITech Clinical Systems

Zone industrielle ' ., ELITEChG roup

61500 Sées - France
Tel: +33 (0)2 33 812100 Fax : +33 (0)2 22 28 77 51 EMPOWERING 1VD

www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELTTech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (6 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic /n vitro et au code de la santé publique.

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu'ils n"appartiennent ni a la liste A et liste B de
I'annexe II et ni 4 Ia classe des autotests,

Cette déclaration est basée sur le contenu de chaque dossier technigue et s'appuie sur la certification de notre
systéme qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu’au 27 juillet 2026).

Nous, ELTTech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons les électrodes conformes 3 la
Directive 2011/65/UE du parlement européen et du conseil du 8 juin 2011 relative a la limitation de l'utilisation de certaines
substances dangereuses dans les équipements électriques et électronigues incluant la DIRECTIVE DELEGUEE (UE) 2015/863
DE LA COMMISSION du 31 mars 2015 modifiant I'annexe II de |a Directive 2011/65/UE du Parlement européen et du Conseil
en ce qui concerne la liste des substances soumises a limitations.

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents such as listed attached (6 pages), conform to the essential requirements of appendices I and I1I of European
Directive 98/79/EC, relating to in vitro diagnostic medical devices and to the public heaith code.

These devices are classified in the "other device” category since they do not belong neither to list A or list B of annex
11 nor to self-testing class.

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27", 2026).

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify electrodes; conform to
Directive 2011/65/EU of the European Parfiament and of the Council of 8 June 2011 on the restriction of the use of certain
hazardous substances in electrical and electronic equipment. including Commission Delegated Directive (EU) 2015/863 of 31
March 2015 amending Annex II to Directive 2011/65/EU of the European Parfiament and of the Council as regards the list of
restricted substances.

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra dnica
responsabilidad que los reactivos referenciados en /a lista adjunta (6 paginas), son conformes con los requisitos esenciales de
los anexos I y III de la Directiva Furopea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el codigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo”, ya que no pertenecen a la lista A ni a fa lista B del
anexo I, tampoco a la clase de autodiagndstico.

Esta declaracion se basa en el contenido de cada expediente técnico y estd respaldado por la certificacion de
nuestro sistema de calidad segun la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2026).

Nosotros, ELTTech Clinical Systems SAS, Zone Industrielle 61500 SFES France, declaramos los electrodos conformes
con Ia Directiva 2011/65/UE del parlamento europeo y del consejo del 8 de Junio de 2011 sobre restricciones a la utilizacion
de algunas sustancias peligrosas en aparatos eléctricos y electrdnicos incluyendo la Directiva delegada (UE) 2015/863 de Ia
comision del 31 de marzo de 2015 por la que se modifica el anexo IT de la Directiva 201 1/65/UE del Parlamento Europeo y
del Consejo en cuanto a Ia lista de sustancias restringidas.

Sées, le 12 octobre 2023

Valérie LAMBERT, ELITech Clinical S Cécile GOUBAULT,
Responsable des Affaires Réglementaires ech Clinical Systems SAS Dire 5 Blé

Regulatory Aftairs Manager ; fgggsl:::st:elle
Responsable de fos Asuntos Regfemenlarfosr 41,:433(0)23 - France

< 3812100-Fax:+33(0)23328775

SIRET 318 365 228 00036
Société par actions simplifiée au capital de 1.688.392,33 € -~ SIREN : 318 365 228 — RCS ALENCON
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Annex

REF . PRODUCT NAME GMDN: Code.

3918-004 Sodium Electrode (Na+) 52896
3918-005 Potassium Electrode (K+) 52892
3918-006 Chloride Electrode (CI-) 52876
3918-003 Carbon Dioxide Electrode (CO2) 60773
3918-002 Reference Electrode (REF) 59241
ALBU-0250 ALBUMIN 53597
ALBU-5220 ALBUMIN - 53597
ALBU-0600 ALBUMIN ). 45 53507
ALBU-5600 ALBUMIN  / 53597
ALBU-0700 ALBUMIN 53597
ALBU-5700 ALBUMIN 53597
ALBU-M830 ALBUMIN 53597
ALBU-5M30 ALBUMIN 53597
ALPI-0230 ALP IFCC 52928
ALPI-5100 ALP |[FCC 52928
ALPI-6050 ALP IFCC 52928
ALSL-0250 ALT/GPT 4+1 SL 52923
ALSL-5220 ALTIGPT 4+1 SL 52923
ALSL-6050 ALT/GPT 4+1 SL 52923
ALSL-0410 ALT/GPT 4+1 SL 52923
ALSL-5415 ALT/GPT 4+1 SL 52923
ALSL-6255 ALT/GPT 4+1 SL 52923
ALSL-0430 ALT/GPT 4+1 SL 52923
ALSL-0455 ALT/GPT 4+1 SL 52923
ALSL-0510 ALT/GPT 4+1 SL D.¥+7, 52923
ALSL-5515 ALT/GPT 4+1 SL 52923
ALSL-6615 ALT/GPT 4+1 SL 52923
ALSL-M490 ALT/GPT 52923
ALSL-5M80 ALT/IGPT 52923
ALSL-6M30 ALT/GPT 52923
AMSL-0230 AMYLASE SL 52940
AMSL-5220 AMYLASE SL 52940
AMSL-0390 AMYLASE SL 52940
AMSL-5405 AMYLASE SL N 52940
AMSL-0400 AMYLASE SL Pty 52940
AMSL-M430 AMYLASE ! 52940
AMSL-5M30 AMYLASE 52940
ASLO-0250 ANTI-STREPTOLYSIN O 59055
ASLO-5025 ANTI-STREPTOLYSIN O 59055
ASLO-6006 ANTI-STREPTOLYSIN O 59055
ASLO-4001 ANTI-STREFTOLYSIN O 51744
ASSL-0250 AST/GOT 4+1 SL 52954
ASSL-5220 AST/GOT 4+1 SL 52954
ASSL-6050 AST/GOT 4+1 SL 52954
ASSL-0410 AST/GOT 4+1 SL 52954
ASSL-5415 AST/GOT 4+1 SL 52954
ASSL-6255 AST/GOT 4+1 SL 52954
ASSL-0430 AST/GOT 4+1 SL 52954
ASSL-0455 AST/GOT 4+1 SL 52954
ASSL-0510 AST/GOT 4+1SL M. ‘Eh 52954
ASSL-5515 AST/GOT4+1SL | 52954
ASSL-6615 AST/GOT 4+1 SL 52954
ASSL-M490 ASTIGOT 52954
ASSL-5MZ0 AST/GOT 52954
ASSL-8M30 ASTIGOT 52954
AUML-0250 URIC ACID MONO SL 53583
AUML-5220 URIC ACID MONO SL 53583
AUML-0420 URIC ACID MONO SL 53583
AUML-5405 URIC ACID MONO SL 53583
AUML-0427 URIC ACID MONO SL 53583
AUML-0497 URIC ACID MONO SL 53583
AUML-5505 URIC ACID MONO SL 53583
AUML-0500 URIC ACID MONO SL . 53583
AUML-0507 URIC ACID MONO SL D XY 53583
AUML-0707 URIC ACID MONO SL / 53583
AUML-5710 URIC ACID MONO SL 53583
AUML-M830 URIC ACID 53583
AUML-5M30 URIC ACID 53583
AUSL-0250 URIC ACID SL 53583
AUSL-5220 URIC ACID SL 53583
AUSL-6050 URIC ACID SL 53583
BIDI-0250 BILIRUBIN DIRECT 4+1 53233
BIDI-5220 BILIRUBIN DIRECT 4+1 53233
BIDI-6050 BILIRUBIN DIRECT 4+1 . 53233
BiDi-0500 BILIRUBIN DIRECT !Jm'rb 53233
[BIDI-5600 BILIRUBIN DIRECT ! 53233
BITD-6250 BILIRUBIN DIRECT 53233
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Annex

REF PRODUCT NAME GMDN Code
BID)-M430 DIRECT BILIRUBIN 53233
BIDI-5M30 DIRECT BILIRUBIN 53233
BIDI-6M10 DIRECT BILIRUBIN 53233
BIDV-0850 DIRECT BILIRUBIN ENVOY 53233
BITO-0250 BILIRUBIN TOTAL 4+1 53229
BITO-5220 BILIRUBIN TOTAL 4+1 53229
BITO-6050 BILIRUBIN TOTAL 4+1 53229
BITO-0600 BILIRUBIN TOTAL 4+1 53229
BITO-5600 BILIRUBIN TOTAL 4+1 53229
BITD-6400 BILIRUBIN TOTAL 4+1 53229
BITO-M430 TOTAL BILIRUBIN 53229
BITO-5M30 TOTAL BILIRUBIN 53229
BITO-6M10 TOTAL BILIRUBIN 53229
BITV-0850 TOTAL BILIRUBIN ENVOY 53229
CALA-0250 CALCIUM ARSENAZO 45789
CALA-5220 CALCIUM ARSENAZO 45789
CALA-0600 CALCIUM ARSENAZO 45789
CALA-5600 CALCIUM ARSENAZO 45789
CALA-M430 CALCIUM ARSENAZO 45789
CALA-5M30 CALCIUM ARSENAZO 45789
CALI-0550 ELICAL 2 47868
CALI-1550 ELICAL 2 47868
CHDL-0250 HDL CHOLESTEROL 53301
CHDL-5021 HDL CHOLESTEROL 53391
CHDL-6014 HDL CHOLESTEROL 53391
CHDL-0600 HDL CHOLESTEROL 53391
CHDL-5090 HDL CHOLESTEROL 53391
CHDL-6060 HDL CHOLESTEROL 53391
CHDL-M330 HDL CHOLESTEROL 53391
CHDL-5M30 HDL CHOLESTEROL 53391
CHDL-6M30 HDL CHOLESTEROL 53391
CHEB-0250 CHOLINESTERASE 52971
CHEB-5008 CHOLINESTERASE 52971
CHEB-6005 CHOLINESTERASE 52971
CHSL-0250 CHOLESTEROL SL 53359
CHSL-5220 CHOLESTEROL SL 53359
CHSL-0455 CHOLESTEROL SL 53350
CHSL-0497 CHOLESTEROL SL 53359
CHSL-5505 CHOLESTEROL SL 53359
CHSL-0500 CHOLESTEROL SL 53359
CHSL-0507 CHOLESTEROLSL __ D .<Fo¢x 53359
CHSL-0700 CHOLESTEROL SL___ 53359
CHSL-5710 CHOLESTEROL SL 53359
CHSL-0707 CHOLESTEROL SL 53350
CHSL-MB90 CHOLESTEROL 53350
CHSL-5M90 CHOLESTEROL 53350
CKMB-0900 CK-MB CONTROL 44603
CKMB-1030 CK-MB CONTROL 44693
CKSL-0230 CK NAC SL 53003
CKSL-5220 CKNAC SL 53003
CKSL-6050 CK NAC SL 53003
CKSL-0410 CK NAG SL 53003
CKSL-5405 CK NAG SL 53003
CKSL-6255 CK NAC SL 53003
CKSL-0430 CK NAC SL 53003
CKSL-M230 CK NAC 53003
CKSL-5M30 CK NAC 53003
CKSL-6M10 CK NAC 53003
CLDL-0250 LDL GHOLESTEROL 53305
CLDL-5021 LDL CHOLESTEROL 53395
CLDL-6014 DL CHOLESTEROL 53305
CLDL-M330 DL CHOLESTEROL 53395
CLDL-5M30 DL CHOLESTEROL 53395
CLDL-6M30 LDL CHOLESTEROL 53395
CMSL-0230 CK-MB 52094
CMSL-5220 CK-MB 52994
CMSL-6220 CK-MB 52004
CMSL-WR CK-MB 52004
CMSL-0410 CK-MB SL 52994
CMSL-5405 CK-MB SL 52994
CMSL-6255 CK-MB SL — 52094
CONT-0060 ELITROLI D RC 47869
CONT-1060 ELITROLI | 47669
CONT-0160 ELMTROLN ) Q@ -%& 47869
CONT-1160 ELITROLIL | 47869
CRCO-0600 CREATININE JAFFE 53251
CRCO-5600 CREATININE JAFFE 53251
CRCO-6600 CREATININE JAFFE 53251
TRCO-N700 CREATININE JAFFE _ 53251
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CRSL-0250 CREATININE PAP SL 53250
CRSL-5221 CREATININE PAP SL 53250
CRSL-6070 CREATININE PAP SL 53250
CRSL-0630 CREATININE PAP SL 53250
CRSL-5505 CREATININE PAP SL 53250
CRSL-6470 CREATININE PAP SL 53250
CRSL-M490 CREATININE PAP 53250
CRSL-5M390 CREATININE PAP 53250
CRSL-6M30 CREATININE PAP 53250
FEFE-0230 IRON FERENE 54758
FEFE-5140 IRON FERENE 54758
FEFE-6040 IRON FERENE 54758
FEFE-0600 IRON FERENE 54758
FEFE-5600 IRON FERENE 54758
FEFE-6400 IRON FERENE 54758
FEFE-0850 |IRON ENVOY 54758
FEFE-M230 IRON FERENE 54758
FEFE-5M30 IRON FERENE 54758
FEFE-6M10 IRON FERENE 54758
GHSL-0250 GLUCOSE HK SL 53301
GHSL-5220 GLUCOSE HK SL 53301
GHSL-6050 GLUCOSE HK SL _ 53301
GHSL-0600 GLUCOSEHKSL D U 53301
GHSL-5505 GLUCOSEHKSL 53301
GHSL-6605 GLUCOSE HK SL 53301
GHSL-M490 GLUCOSE HK 53301
GHSL-5MS0 GLUCOSE HK 53301
GHSL-6M30 GLUCOSE HK 53301
GISL-0250 GAMMA-GT PLUS SL 53027
GISL-5220 GAMMA-GT PLUS SL 53027
GISL-6050 GAMMA-GT PLUS SL 53027
GISL-0400 GAMMA-GT PLUS SL 53027
GISL-0420 GAMMA-GT PLUS SL 53027
GISL-5405 GAMMA-GT PLUS SL 53027
GISL-6255 GAMMA-GT PLUS SL 53027
GISL-M230 GAMMA-GT 53027
GISL-5M30 GAMMA-GT 53027
GISL-6M10 GAMMA-GT 53027
GPSL-0250 GLUCOSE PAP SL 53301
GPSL-5220 GLUCOSE PAP SL 53301
GPSL-0455 GLUCOSE PAP SL 53301
GPSL-0497 GLUCOSE PAP SL 53301
GPSL-5505 GLUCOSE PAP SL 53301
GPSL-0500 GLUCOSE PAP SL 53301
GPSL-0507 GLUCOSE PAP SL 53301
GPSL-0700 GLUCQOSE PAP SL 53301
GPSL-5710 GLUCOSE PAP SL 53301
GPSL-0707 GLUCOSE PAP SL 53301
GPSL-M690 GLUCOSE PAP 53301
GPSL-5M80 GLUCOSE PAP 53301
HBAC-0043 HbATc CALIBRATOR SET [). X5 53315
HBAC-4301 HbA1c CALIBRATOR SET ! 53315
HBAC-4302 HbA1c CALIBRATOR SET 53315
HBAC-4303 HbAl1c CALIBRATOR SET 53315
HBAC-4304 HbA1c CALIBRATOR SET 53315
HBAC-0049 HbAICCONTROLL+H N, 25 44435
HBAC-4605 HbA1ic CONTROLL+H [ 44435
HBAC-4705 HbA1c CONTROL L + H 44435
HBAC-0240 HbA1C N.85 59090
HBAC-5224 HbA1c ! 59090
HBAC-6076 HbA1c 59090
HBAC-6004 HbA1c 59090
HBAC-7225 HbA1c 59080
|HBAE-0043 HbA1c Enzymatic Calibrator Set 53315
1 {BAC-4301 | ibA1c nzymatic Calibrator Det 53315
HBAE-4303 HbA1c Enzymatic Calibrator Set 53315
HBAE-M130 HbA1c Enzymatic 63151
HBAE-5M30 HbA1c Enzymatic 63151
[HBAE-6M30 HbA1c Enzymatic 63151
HBAE-7050 HbA1c Enzymalic 63151
HDLL-0011 CHOLESTEROL HDL 2G CALIBRATOR 44696
HDLL-0041 CHOLESTEROL HDL 2G CALIBRATOR 44696
HDLL-0230 CHOLESTEROL HDL SL 2G 53391
HDLL-0380 CHOLESTEROL HDL SL 2G 53381
HDLL-0390 CHOLESTEROL HDL SL 2G 53391
HLCA-0041 HDL LDL CALIBRATOR 47868
HLCA-4001 HOL LDL CALIBRATOR 47868
ICRP-0043 CRP IP CALIBRATOR SET 41838
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ICRP-4311 CRP IP CALIBRATOR SET 41838
ICRP-4312 CRP IP CALIBRATOR SET 41838
ICRP-4313 CRP IP CALIBRATOR SET 41838
ICRP-4314 CRP IP CALIBRATOR SET 41838
ICRP-4315 CRP IP CALIBRATOR SET 41838
ICRP-0046 CRP IP GCONTROL | 41839
ICRP-4610 CRP IP CONTROL | 41839
ICRP-0047 CRP [P CONTROL Il 41839
ICRP-4710 CRP IP CONTROL Il 41839
ICRP-0400 CRP IP 53705
ICRP-6125 CRP IP 53705
ICRP-5025 CRP [P 53705
ICRP-M230 CRP IP 53705
ICRP-6M30 CRP [P 53705
ICRP-5M30 CRP [P 53705
IFRT-0042 FERRITIN CALIBRATOR 41927
IFRT-4230 FERRITIN CALIBRATOR 41927
IFRT-0230 FERRITIN 53718
IFRT-5020 FERRITIN 53718
IFRT-6005 FERRITIN 53718
IHAP-0400 HAPTOGLOBIN IP 53737,
IHAP-6125 HAPTOGLOBIN IP 53737
[HAP-5025 HAPTOGLOBIN IP 53737
1IGA-0400 IgA 1P 53760
1IGA-6125 lgA 1P 53760
1IGA-5025 IgA IP 53760
11GG-0400 19G IP 53787
1IGG-6125 19G IP 53787
11GG-5025 1gG IP 53787
1IGM-0400 IgM IP 53795
1IGM-6125 IgM IP 53795
1IGM-5025 TgM IP 53795
IMAL-0043 UALBUMIN [P CALIBRATOR SET 53477
IMAL-4311 pALBUMIN IP CALIBRATOR SET 53477
IMAL-4312 UALBUMIN IP CALIBRATOR SET 53477
IMAL4313 UALBUMIN IP CALIBRATOR SET 53477
IMAL4314 pALBUMIN iIP CALIBRATOR SET 53477
IMAL4315 ALBUMIN [P CALIBRATOR SET 53477
IMAL-0046 UALBUMIN [P CONTROL 53478
IMAL4610 uALBUMIN IP CONTROL 53478
IMAL-0047 UALBUMIN IP CONTROL 53478
IMAL-4710 yALBUMIN IP CONTROL 53478
IMAL-0400 PALBUMIN [P 53475
IMAL-6125 UALBUMIN IP 53475
IMAL-5025 UALBUMIN IP 53475
IMAL-M230 MICROALBUMIN [P 53475
IMAL-6M30 MICROALBUMIN IP 53475
IMAL-5M30 MICROALBUMIN IP 53475
IOR0O-0400 OROSOMUCOID IP 53606
IORO-6125 OROSOMUCOID IP 53606
IOR0O-5025 OROSOMUCOID IP 53606
IPAL-0400 PREALBUMIN IP 53957
IPAL-6125 PREALBUMIN IP 53957
IPAL-5025 PREALBUMIN IP 53057
IPRO-0043 PROTEIN IP CALIBRATOR SET 53503
IPRO-4311 PROTEIN IP CALIBRATOR SET 53503
IPRO-4312 PROTEIN 1P CALIBRATOR SET 53593
IPRO4313 PROTEIN IP CALIBRATOR SET 53503
IPRO-4314 PROTEIN 1P CALIBRATOR SET 53593
IPRO-4315 PROTEIN IP CALIBRATOR SET 53503
IRCT-0046 RHEUMATOLOGY CONTROL | 47869
IRCT-4610 RHEUMATOLOGY CONTROL [ 47869
IRCT-0047 RHEUMATOLOGY CONTROL Il 47869
IRCT-4710 RHFLIMATQI.OGY GONTRQL || 47869
IRFA-0042 RF CALIBRATOR 42230
IRFA-4220 RF CALIBRATOR 42230
IRFA-0230 RHEUMATOID FACTOR 55111
IRFA-5020 RHEUMATOID FACTOR 55111
IRFA-6005 RHEUMATOID FACTOR 55111
ISCA-0250 ISE CALIBRATORS 52867
ISCA-4221 ISE CALIBRATORS 52867
ISCA-4222 ISE CALIBRATORS 52867
ITRF-0400 TRANSFERRIN IP 50041
LACI-0250 LACTATE 53342
LACI-5008 LACTATE 53342
LACI-6005 LACTATE 53342
LDLL-0011 CHOLESTEROL LDL 2G CALIBRATOR 41728
LDLL-0041 CHOLESTEROL LDL 2G CALIBRATOR 41728
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LDLL-0230 CHOLESTEROL LDL SL 2G 53395
LDLL-0380 CHOLESTEROL LDL SL 2G 53395
LDLL-0390 CHOLESTEROL LDL SL2G 53395
TLSL-0230 LDA-L SL 53072
LLSL-5220 LDH-L SL 53072
LLSL-6050 [DH-LSL 53072
LLSL-0400 LOHL SL 53072
[LSL-5400 LDF-L SL 53072
[LSL-6250 [DH-LSL 53072
[LSL-0420 LDH-L SL 53072
LLSL-M230 LDHIFCC 53072
LLSL-5M30 LDHIFCC 53072
LLSL-6M10 LDH IFGC 53072
LPSL-0230 LIPASE SL 53108
LPSL-0250 LIPASE 53108
LPSL-5088 LIPASE 53108
LPSL-6061 LIPASE 53108
LPSL-0850 [IPASE ENVOY 53108
[XCR-0112 CRP LATEX 53707,
MAGX-0230 MAGNESIUM XYLIDYL 46795
MAGX-0600 MAGNESIUM XYLIDYL 46795
MAGX-0850_ MAGNESIUM ENVOY 46795
MGXB-0250 MAGNESIUM XB 46795
MGXB-5220 MAGNESIUM XB 46795
MGXB-0600 MAGNESIUM XB 46795
MGXB-5600 MAGNESIUM XB 46795
MGXB-M430 MAGNESIUM XB 46795
MGXB-5M30 MAGNESIUM XB 46795
PASL-0230 ALP (DEA) SL 52028
PASL-5220 ALP (DEA) SL 52928
PASL-6050 ALP (DEA) SL 52028
PASL-0400 ALP (DEA) SL 52028
PASL-5405 ALP (DEA) SL 52928
PASL6255 ALP (DEA) SL 52028
PASL-0420 ALP (DEA) SL 52928
PHOS-0230 PHOSPHORUS 59123
PHOS-5220 PHOSPHORUS 59123
PHOS-0600 PHOSPHORUS 59123
PHOS-5600 PHOSPHORUS 59123
PHOS-M430 PHOSPHORUS 59123
PHOS-5M30 PHOSPHORUS 59123
PIVD-0850 ALP ENVOY 52028
PROB-0250 TOTAL PROTEIN PLUS 53985
PROB-5220 TOTAL PROTEIN PLUS 53985
PROB-0600 TOTAL PROTEIN PLUS 53985
PROB-5600 TOTAL PROTEIN PLUS 53985
PROB-0700 TOTAL PROTEIN PLUS 53985
PROB-5700 TOTAL PROTEIN PLUS 53985
PROB-M830 TOTAL PROTEIN 53085
PROB-5M30 TOTAL PROTEIN 53985
PRTU-0022 MICROPROTEIN PLUS Standard 100 mg/dL 53482
PRTU-0250 MICROPROTEIN PLUS 53481
PRTU-0600 MICROPROTEIN PLUS 53481
PRTU-5600 MICROPROTEIN PLUS 53481
PRTU-M230 URINE PROTEIN 53481
PRTU-5M30 URINE PROTEIN 53481
RHFA-M130 RHEUMATOID FAGTOR 55111
RHFA-5M30 RHEUMATOID FACTOR 55111
RHFA-6M30 RHEUMATOID FACTOR 55111
RHFA4220 RHEUMATOID FACTOR 42230
TGML0250 TRIGLYCERIDES SL 53460
TGML-5220 TRIGLYCERIDES SL 53460
TGML-0425 TRIGLYCERIDES MONO SL NEW 53460
TGML-5415 TRIGLYGERIDES MONO SL NEW 53460
TCML 04a7 TRICLYGLTUDLE MOMO GL NCW 50460
TGML-0455 TRIGLYCERIDES SL 53460
TGML-0497 TRIGLYCERIDES MONO SL NEW 53460
TGNL-5515 TRIGLYCERIDES MONO SL NEW 53460
TGML-0515 TRIGLYCERIDES MONO SL NEW = 53460
TGML-0517 TRIGLYCERIDES MONO SLNEW __ ) _%o4J 53460
TGML-0700 TRIGLYCERIDES MONO SL NEW ] 53460
TGML5710 TRIGLYCERIDES MONO SL NEW 53460
TGML-0707 TRIGLYCERIDES MONO SL NEW 53460
TGML-M690 TRIGLYCERIDES 53460
TGML-5M90 TRIGLYCERIDES 53460
TIBC-0250 Direct TIBC 53904
TIBC-5025 Direct TIBC 53904
TIBC-6007 Direct TIBC 53904
TIBC-M130 Direct TIBC 53904
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TIBC-5M30 Direct TIBC 53904
TIBG-6M30 Direct TIBC 53904
TRF2-M230 TRANSFERRIN 59041
TRF2-5M30 TRANSFERRIN 59041
TRF2-6M10 TRANSFERRIN 59041
URSL-0250 UREA UV SL 53587
URSL-5220 UREA UV 5L 53587
URSL-6050 UREA UV SL 53587
URSL-0420 UREA UV SL 53587
URSL-5405 UREA UV SL 53587
URSL-6255 UREA UV SL 53587
URSL-0427 UREA UV SL 53587
URSL-0455 UREA UV SL 53587
URSL-0500 UREA UV SL 53587
URSL-5505 UREA UV SL 53587
URSL-6605 UREA UV SL 53587
URSL-0507 UREA UV SL 53587
URSL-M830 UREA 53587
URSL-5M30 UREA 53587
URSL-6M10 UREA 53587
VITD-0043 VITAMIN D CALIBRATOR SET 54474
VITD-4311 VITAMIN D CALIBRATOR SET 54474
VITD-4312 VITAMIN D CALIBRATOR SET 54474
VITD4313 VITAMIN D CALIBRATOR SET 54474
VITD-4314 VITAMIN D CALIBRATOR SET 54474
VITD4315 VITAMIN D CALIBRATOR SET 54474
VITD-0049 VITAMIN D CONTROL SET 54475
VITD-4630 VITAMIN D CONTROL SET 54475
VITD-4730 VITAMIN D CONTROL SET 54475
VITD-0250 VITAMIN D 54476
VITD-5021 VITAMIN D 54476
VITD-6005 VITAMIN D 54476
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SPECTRUM

Approach to Bioscience

Bilirubin (TOTAL AND DIRECT)
Jendrassik Grof

REF: 222 001 (255ml) 100 Test REF: 222 002 (750ml) 300 Test
R1 SulphanilicAcid 1x 45ml  R1 SulphanilicAcid 2x 65 ml

R2 Nitrite 1x 10 ml  R2 Nitrite 2x 15 ml
R3 Caffeine 1x100 ml  R3 Caffeine 3x 100 ml
R4 Tartarate 1x100 ml R4 Tartarate 3 x 100 ml

Intended Use

Spectrum Diagnostics bilirubin reagent is intended for the in-vitro
quantitative, diagnostic determination of bilirubin in human serum
on both automated and manual systems.

Background

The average level of the bilirubin produced in humans from different
sources ranges between 250 to 300 mg/day, of which 85% is derived
from the heme moiety of the haemoglobin released from senescent
erythrocytes that are destroyed in the reticuloendothelial system.
The remaining 15 % is produced from erythrocytes destroyed in the
bone marrow and from catabolism of other heme containing proteins
such as cytochromes and myoglobin.

After it is produced in the peripheral tissues, bilirubin is transported
to the liver in association with albumin. In the liver, bilirubin is
conjugated with glucuronic acid for solubilization and subsequent
transport through the bile duct and elimination via the digestive tract.
Disease or conditions which, through hemolytic processes, produce
bilirubin faster than the liver can metabolize it, cause the levels of
unconjugated (indirect) bilirubin to increase in the circulation. Bile
duct obstruction or damage to hepatocellular structure causes
increases in the levels of both conjugated (direct) and unconjugated
(indirect) bilirubin in the circulation.

Method

Colorimetric Diazo method.

Assay Principle

The total bilirubin concentration is determined in presence of caffeine
by the reaction with diazotized sulphanilic acid to produce an intensely
colored diazo dye (560-600 nm). The intensity of color of this dye
formed is proportional to the concentration of total bilirubin.

Direct bilirubin is determined in absence of caffeine by the direct
reaction with diazotized sulphanilic acid to form red-colored
azobilirubin, the color intensity of which measured at 546 nm is
proportional to the concentration of the direct bilirubin in the sample.

Sulfanilic acid + NaNO, _HCL, Diazotized sulfanilic acid
Bilirubin + Diazotized sulfanilic acid P 14 Azobilirubin
Reagents

Reagent 1 (R1)

Sulfanilic acid 31.0 mmol/l
HCL 0.20 N
Reagent 2 (R2)

Sodium nitrite 28.0 mmol/l

Reagent 3 (R3)
Caffeine 0.28 mol/l

Sodium benzoate 0.55 mol/l
Reagent 4 (R4)

Tartarate 0.99 mol/l
Sodium hydroxide 20N

Reagent 4 contains caustic material.

Corrosive (C)

R35  Causes severe burns.

R41 Risk of serious damage to eyes.

S26 In case of contact with eyes, rinse immediately with plenty
of water and seek medical advice.

S28  After contact with skin, wash immediately with plenty of soap
and water.

For further information, refer to the Bilirubin reagent material safety

data sheet.

SYMBOLS IN PRODUCT LABELLING
[EcReP] Authorised Representative & Use by/Expiration Date

For in-vitro diagnostic use CAUTION. Consult instructions
Batch Code/Lot number for use

IE Catalogue Number wl Manufactured by

C1é] Consult instructions for use m (Xi) - Irritant

d,
-

Temperature Limitation

Precautions and Warnings

Do not ingest or inhalate. In case of contact with eyes or skin; rinse
immediately with plenty of soap and water. In case of severe injuries;
seek medical advice immediately.

Reagent Preparation, Storage and Stability

Spectrum bilirubin reagents are supplied ready-to-use and stable
up to the expiry date labeled on the bottles when stored at room
temperature.The opened vials are stable for 6 months at the specified
temperature if contamination is avoided.

Deterioration

Do not use the Spectrum bilirubin reagents if precipitate forms.
Failure to recover control values within the assigned range may be
an indication of reagent deterioration.

Specimen Collection and Preservation

Avoid exposure of the specimen to light. If plasma is used, only
heparin and oxalate plasma are suitable. Other anticoagulants should
not be used. The average half-life of total bilirubin and direct bilirubin
in serum is 17 days and few hours respectively.

Stability:
-20 °C 4-80C 20-25°C

Total 6 months 7 days 1 day
Direct 6 months 7 days 2 days
Procedure
Total Bilirubin

Sample blank Sample
Reagent 1 200 pl 200 pl
Reagent2 - 1 drop
Reagent 3 1.0 ml 1.0 ml
Sample 200 pl 200 pl

Mix and incubate for 10 minutes at 20 — 25 ©C. then add;

Reagent 4 1.0 ml 1.0 ml

Mix and incubate for 5 minutes at 20 — 25 °C. Measure absorbance
of sample (Asample) against sample blank at 578 nm(560 - 600 nm)
The color intensity is stable for 30 minutes.

Direct Bilirubin

Sample blank Sample
Reagent 1 200 pl 200 pl
Reagent2 - 1 drop
Saline 0.9% NaCl 2.0 ml 2.0ml
Sample 200 pl 200 pl

Mix and incubate for exactly 5 minutes at 20 — 25 °C. Measure
absorbance of sample (Asample) against sample blank at 546 nm
(530 - 560 nm).

Calculation

Total bilirubin (mg/dl) = ASampIe x 10.8

Direct bilirubin (mg/dl) = ASample x 14.4
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Quality Control

Normal and abnormal commercial control serum of known
concentrations should be analyzed with each run.

Performance Characteristics

Precision
Within run (Repeatability)

Spectrum Diagnostics does not interpret the results of a clinical
laboratory procedure; interpretation of the results is considered
the responsibility of qualified medical personnel. All indications
of clinical significance are supported by literature references.

Total Direct

Level 1 Level 2 | Level 1 | Level 2

n 20 20 20 20

Mean (mg/dL) 0.79 437 | 0.299 0.77
sD 0.016 0.18 | 0.016 | 0.057
cV% 2.03 4.12 5.35 7.4

Run to run (Reproducibility)

Total Direct

Level 1 Level 2 | Level 1 | Level 2

n 20 20 20 20
Mean (mg/dL) 0.82 4.52 0.32 0.82
SD 0.02 0.17 0.023 0.062
CV% 244 3.76 7.19 7.56

Analytical Range

Total bilirubin
Direct bilirubin

:0.1 - 30 mg/dL (

1.7 = 513 umol/L)
:0.1—-10 mg/dL (1.7-1

71 umol/L)
Waste Disposal

This product is made to be used in professional laboratories.

Please consult local regulations for a correct waste disposal.

$56: dispose of this material and its container at hazardous or
special waste collection point.

S57: use appropriate container to avoid environmental contamination.

S61: avoid release in environment. refer to special instructions/safety
data sheets.

References
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2. Malloy HT, Evelyn KA. The determination of bilirubin with the
photoelectric colorimetric method.J Biol Chem.1937:119:481-490.
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ed.Philadephia: WB saunders; 1995:268-273.

Methods Comparison

A comparison between Spectrum Diagnostics Bilirubin and a
commercial reagent of the same methodology was performed on 20
human sera. A correlation of 0.975 was obtained.

Sensitivity

When run as recommended, the sensitivity of this assay is 0.1 mg/dL
(1.7 umol/L) for both total and direct bilirubin.

Linearity

The reaction is linear up to a total bilirubin concentration of 30 mg/dL
(513 umol/L) and a direct bilirubin concentration of 10 mg/dL

(171 umol/L). Specimens showing higher concentration should be
diluted 1+4 with physiological saline and repeat the assay (resultx5).
Interfering substances

Haemolysis
Avoid haemolysis since it interferes with the test.

Lipemia
Lipemic specimens interfere with the test.

Drugs

Theophylline and propranolol may cause artificially low total bilirubin
levels.

Expected Values

Total Bilirubin

Adults and infants >1 month < 0.2-1.0 mg/dL (3.4 -17 umol/l)
Newborns premature (3-5d) 10-14 mg/dL (171-239 umol/l)

Newborns:

(3-5d) 4.0-8.0mg/dL  (68-137 umoll/l)
(<48 h) 6.0 - 10.0 mg/dL  (103-171 pumol/l)
(<24 h) 2.0-6.0mg/dL  ( 34-103 umoll/l)

Direct Bilirubin 0-0.3 mg/dL (0 - 51 pmol/L)

ORDERING INFORMATION

CATALOG NO. QUANTITY
222 001 100 test
222002 300 test

M Egyptian Company for Biotechnology (S.A.E)

Obour city industrial area. block 20008 piece 19 A. Cairo. Egypt.

Tel: +202 4489 2248 - Fax: +202 4489 2247
www.spectrum-diagnostics.com
E-mail:info@spectrum-diagnostics.com

MDSS GmbH

EC |REP] schiffgraben 41 c €
30175 Hannover, Germany

CERTIFIED

1SO 13485:2016
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