Interferencias

No se observa interferencia por bilirrubina hasta concentraciones de 50 mg/dl, por hemoglobina hasta
concentraciones de 500 mg/dl ni por factor reumatoide hasta concentraciones de 500 Ul/ml. Para mas informacion
acerca de las interferencias referirse a la publicacion de Young, et al.®

Valores de Referencia
Se consideran normales concentraciones de C4 (Il) entre 10 y 40 mg/dl (0,1 - 0,4 g/l).”

Precisioén
ILab 600 Muestras/ | Media | CV | Muestras/ | Media | CV
Ensayos | (mg/dl) | (%) | Ensayos | (mg/dl) | (%)
Dentro ensayo 5/10 17,2 3,7 5/10 36,7 2,2
Total 5/10 17,2 3,3 5/10 36,7 1,9

Comparacion de Métodos

Reactivo de prueba (y) quantex C4 (1)
Reactivo de comparacion (x) quantex C4
Instrumento usado ILab 600
Pendiente 1,094
Interseccion -3,2
Rango (mg/dl) 14,1 — 89,2
Media X (mg/dl) 43,0
Media Y (mg/dl) 43,9

R 0,9947

n 50

Linealidad
ILab 600/650: 1,5 a 100 mg/dl sin activar la opcion "rerun”.
1,5 a 500 mg/dI utilizando la opcidn "rerun”.

Si la concentracién de la muestra después de ser reanalizada automéaticamente excede el rango de linealidad,
diluir 1:20 con solucién salina y volver a analizarla. Multiplicar el resultado por el factor de dilucion.
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guantex C4 (1) . 1 x 58 ml C4 (1) R1 (Tampon)
3000-2341 LIRE LES CHANGEMENTS SURLIGNES 2 x 4.5 ml C4 (Il) R2 (Réactif

Utilisation

Les réactifs quantex C4 (llI) sont pour la détermination quantitative du complément 4 (C4) dans le sérum ou le
plasma humain, sur les analyseurs ILab™. Contacter votre distributeur ou le Département Technique de BIOKIT,
S.A. pour autres applications disponibles. Se reporter a la publication "Effects of Disease on Clinical Laboratory
Tests" pour une revue des causes d'augmentation ou de diminution du complément 4.

Sommaire/Principe

La procédure est basée sur la méthode turbidimétrique.?

Quand un échantillon, qui contient complément 4, est mélangé avec ce réactif, une agrégation a lieu. Le degré
d’agrégation est directement proportionnel a la concentration en complément 4 dans I'’échantillon et est déterminé
par 'augmentation d’absorbance a 340 nm. Les résultats sont exprimés en mg/dl ou en g/l de complément 4 par
rapport & la Préparation Internationale de Référence pour 14 Protéines Sériques (CRM 470).°

Réactifs
- C4 (I) R1 (Tampon):
Tampon phosphate 30 mM pH 8,0.
- C4 (Il) R2 (Réactif):
Sérum de chévre anti-complément 4 humaine en tampon phosphate 10 mM.
Tous les réactifs contiennent < 0,1% d’'azide de sodium.

Précautions

Les réactifs quantex sont destinés a un usage diagnostique IN VITRO.

Utisation réservée aux professionnels.

L'azide sodique peut réagir au contact de tuyauteries et de bouches d’écoulement des eaux en plomb ou en cuivre.
Cette réaction donne lieu a des azides métalliques hautement explosives. Lorsque vous jetez les restes de réactifs,
veuillez laisser couler 'eau abondamment.

Compte tenu du fait qu’aucune méthode n’est capable d'offrir une garantie absolue de I'absence d'agents
infectieux, ce produit doit &tre manipulé avec précaution.”

Déposer tout le matériel utilisé dans des récipients congus pour le matériel bio-contaminant.

Préparation des Réactifs

- C4 (I) R1 (Tampon): Prét a I'emploi. Placer le réactif dans le compartiment réactifs.
- C4 (I) R2 (Réactif) : Prétal'emploi. Placer le réactif dans le compartiment réactifs.
En cas de besoin, transférer le matériau dans le récipient approprié.

Conservation et stabilité des réactifs

Conservés a 2-8°C, les réactifs contenus dans des flacons n'ayant pas été ouverts sont stables jusqu'a la date de
péremption indiquée sur I'étiquette. Ne pas congeler.

Aprés I'ouverture des flacons, les réactifs restent stables pendant 30 jours dans l'instrument.

Pour une stabilité optimale, extraire les réactifs des instruments et les conserver a 2-8°C dans leurs flacons
d’origine correctement bouchés.

Echantillons

Utiliser du sérum ou du plasma frais (EDTA, heparine). D’autres anticoagulants doivent étre évalués avant leur
utilisation. Les échantillons peuvent étre conservés a 2-8°C pendant 2 jours. Pour des périodes plus longues, le
sérum peut étre congelé (-20°C). Eviter les cycles répétés de congélation/décongélation des échantillons. Bien
mélanger les échantillons avant analyse.

Calibrage

Utiliser le quantex PROTEINS standard multipoint 3000-2128. Les concentrations en mg/dl et en g/l sont
indiquées sur la feuille jointe. Recalibrer chague 60 jours, quand un nouveau lot de réactif est utilisé, quand la
valeur du contréle est en dehors des limites fixées, ou quand des modifications sont apportées a I'analyseur.

Contréle de qualité

Il est recommande d'utiliser deux niveaux de contréles tels que le quantex PROTEINS contréle I/11 3000-2122.
Utiliser au moins une fois tous les jours. Les limites et les valeurs cibles de ces controles sont indiquées sur les
notices correspondantes. Les valeurs des contrbles doivent se situer dans l'intervalle établi. Dans le cas contraire,
I'utilisateur devra adopter des mesures correctives. Pour l'identification et le traitement des contréles hors limites,
nous vous recommandons de vous référer & des régles telles que celles de Westgard et col.”

Si les résultats attendus ne sont pas obtenus, ne pas utiliser le coffret.
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Interférences

Aucune interférence par bilirubine pour des concentrations jusqu'a 50 mg/dl, ni par I'némoglobine pour des
concentrations jusqu'a 500 mg/dl et ni par facteur rhumatoide pour des concentrations jusqu'a 500 Ul/ml. Pour plus
de précisions sur les interférences, se reporter a la publication de Young et col.®

Valeurs de référence
Des concentrations en C4 (I1) de 10 & 40 mg/dl (0,1 - 0,4 g/l) sont considérées comme normales.’

Précision
ILab 600 Echantillons/ | Moyenne | CV |Echantillons/ | Moyenne | CV
Séries (mg/dl) | (%) Séries (mg/dl) | (%)
Dans la série 5/10 17,2 3,7 5/10 36,7 2,2
Total 5/10 17,2 3,3 5/10 36,7 1,9

Comparaison des Méthodes

Réactif testé (y) guantex C4 (Il
Réactif de comparaison (x) quantex C4
Analyseur utilisé ILab 600
Pente 1,094
Ordonnée a l'origine -3,2
Limites (mg/dI) 14,1 — 89,2
Moyenne X (mg/dl) 43,0
Moyenne Y (mg/dl) 43,9
r 0,9947
n 50

Linéarité

ILab 600/650: 1,5 & 100 mg/dl sans réanalyse automatique.

1,5 a 500 mg/dl avec réanalyse automatique.

Si la concentration de I'échantillon, aprés réanalyse automatique, dépasse le rang de linéarité, diluer I'échantillon
au 1:20 en solution saline, réanalyser et multiplier le résultat obtenu par le facteur de dilution.
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quantex C4 (Il)
3000-2341

1 x 58 ml C4 (Il) R1 (Puffer)

HERVORGEHOBENE ANDERUNGEN LESEN 2 x 4,5 ml C4 (Il) R2 (Reagenz)

Verwendung

Die quantex C4 (ll) Reagenzien sind fur die quantitative Bestimmung von Komplement 4 (C4 (ll)) in Humanserum
oder -plasma mit den ILab™ Analysensystemen. Bezliglich weiterer Applikationen wenden Sie sich bitte an die fur Sie
zustandige Vertriebsfirma oder die technische Abteilung der BIOKIT, S.A. Eine Ubersicht der klinischen Bedeutung
erhéhter und erniedrigter Komplement 4-Konzentrationen wurde von Friedman et al.! zusammengestellt.

Zusammenfassung/Prinzip

Turbidimetrisches Messprinzip.”

Wenn die Probe, die Komplement 4 enthélt, mit dem Reagenz gemischt wird, kommt es eine Aggregation vor. Der Grad
der Aggregation ist proportional zur Komplement 4-Konzentration in der Probe und wird durch die Messung der
Extinktionserh6hung bei 340 nm quantifiziert. Die Ergebnisse werden in mg/dl oder g/l Komplement 4 angegeben,
basierend auf dem Internationalen Referenzmaterial fiir die Bestimmung von 14 Proteinen im Serum (CRM 470).2

Bestandteile
- C4 (II) R1 (Puffer):
Phosphat-Puffer, 30 mM pH 8,0.
- C4 (Il) R2 (Reagenz):
Anti-human Komplement 4 (Ziegenserum) in Phosphat-Puffer 10 mM.
Alle Reagenzien enthalten < 0,1% Natriumazid.

Vorsichtsmassnahmen

Die quantex Reagenzien sind ausschliesslich fur die IN VITRO-Diagnostik bestimmt.

Fir den ausschlie3lichen Gebrauch durch Fachpersonal.

Natriumazid kann auf Blei- oder Kupfer-Rohrleitungen und -Abflisse reagieren und zu hochexplosiven
Metallaziden fuhren. Beim Entfernen der Reagenzreste muss mit gentigend Wasser nachgespilt werden.

Da kein Nachweisverfahren die Abwesenheit von infektiosen Agenzien garantieren kann, ist dieses Produkt mit
entsprechenden Vorsichtsmassnahmen zu handhaben.*

Alle benutzten Materialien sind separat in Behaltern fur biologische Abfalle zu entsorgen.

Herstellung der Arbeitslésung

- C4 (Il) R1 (Puffer) : Gebrauchsfertig. Behdlter in Reagenzienteller einsetzen.
- C4 (I) R2 (Reagenz) : Gebrauchsfertig. Behalter in Reagenzienteller einsetzen.
Bei Bedarf das Material dem geeigneten Behélter zufiihren.

Lagerung und Haltbarkeit der Reagenzien

Die ungeotffneten Reagenzflaschen sind bei Lagerung zwischen 2-8°C bhis zum auf dem Etikett angegebenen
Verfallsdatum haltbar. Nicht einfrieren.

Nach Offnung sind die Reagenzien im Gerat 30 Tage lang haltbar.

Fiur eine optimale Haltbarkeit sollten die Reagenzien nach dem Gebrauch aus dem Gerat entnommen und im
Kihlschrank bei 2-8°C in der Originalflasche gut verschlossen aufbewahrt werden.

Proben

Frisches Serum oder Plasma (EDTA, Heparin) benutzen. Andere Antikoagulantien miissen zuvor evaluiert werden.
Die Proben sind bei 2-8°C zu lagern. Bei Lagerung Uiber 2 Tagen sollte das Serum bei (-20°C) eingefroren werden.
Mehrmaliges Einfrieren und Auftauen vermeiden. Vor Testdurchfiihrung Proben homogenisieren.

Kalibration

quantex PROTEINS Standard Mehrpunkt 3000-2128. Die Konzentrationen in mg/dl und g/l werden in der
Packungsbeilage angegeben. Die Kalibration sollte jeweils nach 60 Tage, nach Chargenwechsel der Reagenzien,
wenn die Kontrolle einen Wert ausserhalb des Akzeptanzbereichs liefert oder nach Justierarbeiten am
Analysengerat durchgefuhrt werden.

Qualitatskontrolle

Es wird empfohlen, als Kontrollsmaterial quantex PROTEINS Kontrolle I/l 3000-2122 zu verwenden.
Mindestens einmal téglich sollte eine Prazisionskontrolle durchgefuihrt werden. Die Bereiche sind der jeweiligen
Packungsbeilage zu entnehmen. Die Kontrollwerte mussen innerhalb des vorgeschriebenen Bereichs liegen.
Andernfalls muss der Benutzer Massnahmen ergreifen, die fir Abhilfe sorgen. Algorithmen zur Beurteilung der
Qualitatskontrollergebnisse siehe z.B. Westgard et al.’

Sollten die erwarteten Werte nicht erreicht werden, ist die Packung nicht zu verwenden.
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Stérungen

Keine Stdrung durch Bilirubin bis zu einer Probenkonzentration von 50 mg/dl, durch Hamoglobin bis zu einer
Probenkonzentration von 500 mg/dl und durch Rheumafaktor bis zu einer Probenkonzentration von 500 El/ml.
Eine umfassende Ubersicht von moglichen Stérfaktoren wurde von Young et al. zusammengestelit.®

Referenzbereich
Als normal gelten C4 (I1)-Konzentrationen zwischen 10 und 40 mg/dl (0,1 - 0,4 g/l).”

Prazision
ILab 600 Proben/ | Mittelwert | CK | Proben/ | Mittelwert | CK
Serien (mg/dl) (%) | Serien (mg/dl) (%)
In der Serie 5/10 17,2 3,7 5/10 36,7 2,2
Total 5/10 17,2 3,3 5/10 36,7 1,9

Methodenvergleich

Test Reagenz (y) guantex C4 (Il
Vergleichsreagenz (x) quantex C4
Benutztes Gerét ILab 600
Steigung 1,094
Ordinatenabschnitt -3,2
Bereich (mg/dl) 14,1 — 89,2
Mittelwert X (mg/dl) 43,0
Mittelwert Y (mg/dl) 43,9

r 0,9947

n 50

Linearitat
ILab 600/650: 1,5 bis 100 mg/dl bei ausgeschaltetem automatischen "rerun".

1,5 bis 500 mg/dl bei eingeschaltetem automatischen "rerun".

Wenn die Konzentration der Probe nach einer automatischen Neuanalyse den Linearitatsbereich tUberschreitet, im
Verhaltnis 1:20 mit physiol. Kochsalzlésung verdiinnen und die Bestimmung wiederholen. Ergebnis mit dem
Verdinnungsfaktor multiplizieren.

u BIOKIT, S.A. - 08186 Llica d’Amunt - Barcelona - SPAIN c € 3000-2341 12.2010 ger.doc



guantex C4 (1) 1 x 58 ml C4 (1) R1 (Tampone)
3000-2341 PELlC LRI ] 2 x 4,5 ml C4 (II) R2 (Reagente)

Uso

| reagenti quantex C4 (llI) sono per la determinazione quantitativa del complemento 4 (C4) nel siero e plasma
umani sui sistemi per chimica clinica ILab™. Rivolgersi al distributore o alla Divisione Tecnica della BIOKIT, S.A.
per altre applicazioni disponibili. Riferirsi alla pubblicazione "Effects of Disease on Clinical Laboratory Tests"" per
un elenco delle cause d’'innalzamento o diminuzione del complemento 4.

Sommario/Principio

Metodo turbidimetrico.?

Quando un campione, che contiene complemento 4, &€ miscelato con il reagente da luogo ad una aggregazione. I
grado di aggregazione é direttamente proporzionale alla concentrazione de complemento 4 presente nel campione
e viene determinato dall'incremento dell'assorbanza (340 nm). | risultati sono espressi in mg/dl o g/l di
complemengo 4 basati sullo Materiale di Riferimento Internazionale per la Determinazione di 14 Proteine Sieriche
(CRM 470).

Reagenti
- C4 (I) R1(Tampone):
Tampone fosfato 30 mM, pH 8,0.
- C4 (I) R2 (Reagente):
Siero di capra anti-complemento 4 umani in tampone fosfato 10 mM.
Tutti i reagenti contengono < 0,1% di sodio azide.

Precauzioni

| reagenti quantex sono per uso diagnostico IN VITRO.

Solo per uso professionale.

La sodio azide pud reagire a contatto con tubature e scarichi in piombo o in rame, formando azidi metalliche
altamente esplosive. Far scorrere acqua in abbondanza quando si gettano i residui dei reagenti.

Poiché nessun metodo puo offrire la totale sicurezza dell’assenza di agenti infettivi, questo prodotto deve essere
manipolato con precauzione.”

Depositare tutti i materiali utilizzati in recipienti idonei per materiale biocontaminante.

Preparazioni dei Reagenti

- C4 (Il) R1 (Tampone): Pronto alluso. Porre il contenitore sul piatto portareagenti.
- C4 (Il) R2 (Reagente): Pronto all’'uso. Porre il contenitore sul piatto portareagenti.
Se necessario, trasferire il materiale nel contenitore adeguato.

Conservazione e stabilita dei reagenti

| reagenti contenuti in flaconi sigillati sono stabili a 2-8°C fino alla data di scadenza stampata sull'etichetta. Non
congelare.

Dopo I'apertura dei flaconi, i reagenti rimangono stabili per 30 giorni nello strumento.

Per una migliore stabilita del prodotto, si consiglia di rimuovere i reagenti dallo strumento e di conservarli a 2-8°C
nel flacone originale ben chiuso.

Campioni

Usare siero fresco o plasma (EDTA, eparina). Altri anticoagulanti dovranno essere valutati prima dell’'uso. |
campioni possono essere conservati a 2-8°C per non piu di 2 giorni. Per tempi piu lunghi il siero pud essere
congelato (-20°C). Non procedere a ripetuti congelamenti e scongelamenti. Miscelare i campioni prima dell’analisi.

Calibrazione

Utilizzare il quantex PROTEINS standard multipunto 3000-2128. Le concentrazioni in mg/dl e g/l sono
indicate nel foglio allegato. Ricalibrare ogni 60 giorni, quando viene introdotto un nuovo lotto di reagente, quando il
valore di controllo é fuori range o quando vengono eseguiti degli interventi di manutenzione sullo strumento

Controllo di qualita

Si raccomanda di utilizzare due livelli di controllo come il le quantex PROTEINS controllo I/l 3000-2122.
Analizzare i controlli almeno una volta al giorno. | valori attesi sono reperibili sui relativi fogli illustrativi. | valori dei controlli
devono trovarsi nell'intervallo corrispondente. In caso contrario, I'utente dovra adottare le opportune misure correttive.
Per I'identificazione di situazioni anomale, si raccomanda di fare riferimento a studi come quello di Westgard et al.’

Se non si ottengono i risultati sperati, scartare il kit.
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Interferenze

Nessuna interferenza da bilirubina fino a concentrazioni di 50 mg/dl, da emoglobina fino a concentrazioni di
500 mg/dl e neanche da fattore reumatoide fino a concentrazioni di 500 Ul/ml. Per un esame completo delle
sostanze che provocano interferenza, fare riferimento alla pubblicazione di Young et al.’

Valori di Riferimento
Sono attesi valori di C4 (Il) tra 10 e 40 mg/dl (0,1 - 0,4 g/l).”

Precisione
ILab 600 Campioni/ | Media | CV | Campioni/ | Media | CV
Runs (mg/dl) | (%) Runs (mg/dl) | (%)
Nel-run 5/10 17,2 | 3,7 5/10 36,7 | 2,2
Totale 5/10 17,2 | 33 5/10 36,7 1,9

Comparazione di Metodi

Reagente de prova (y) quantex C4 (1)
Reagente de comparazione (x) guantex C4
Strumento utilizzato ILab 600
Slope 1,094
Intercetta -3,2
Intervallo (mg/dl) 14,1 — 89,2
Media X (mg/dl) 43,0
Media Y (mg/dl) 43,9

r 0,9947

n 50

Linearita
ILab 600/650: 1,5 a 100 mg/dl senza la funzione di "re-run".
1,5 a 500 mg/dl con la funzione di "re-run" attivata.

Se anche dopo il “re-run” automatico la concentrazione del campioni risulta superiore al range di linearita diluire il
campione 1:20 con soluzione salina, rianalizzare e moltiplicare il risultato ottenuto per il fattore di diluizione.
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quantex C4 (Il)
3000-2341

1 x 58 ml C4 (II) R1 (Tampéao)

LER ALTERACOES DESTACADAS 2 x 4,5 ml C4 (Il) R2 (Reativo)

Utilizacdo

Os reativos quantex C4 (Il) sédo utilizados para a determinacdo quantitativa do complemento 4 (C4) em soro ou
plasma humano, utilizando os sistemas de quimica clinica ILab™. Contactar seu distribuidor ou o Departamento
Técnico de BIOKIT, S.A. para outras aplicagcbes disponiveis. Consultar o artigo “Effects of Disease on Clinical
Laboratory Tests™, onde existe uma recompilacdo das diversas causas que determinam o aumento ou diminui¢&o
na concentracdo de complemento 4.

Sumario/Principio

O processo esta baseado na turbidimetria.’

Quando uma amostra que contém complemento 4 é misturada com o reativo, ocorre uma agregacédo. O grau de
agregacao € diretamente proporcional a concentracdo de complemento 4 na amostra e determina-se medindo o
aumento de absorbancia a 340 nm. Os resultados séo expressados em mg/dl o g/l de complemento 4 com base
na Preparacgéo Internacional de Referéncia para 14 Proteinas Séricas (CRM 470).3

Reativos
- C4 (Il) R1 (Tampéo):
Tampéo fosfato 30 mM pH 8,0.
- C4 (I) R2 (Reagente):
Soro de cabra anti-complemento 4 humana en tampao fosfato 10 mM.
Todos os reativos contém azida sédica < 0,1%.

Precaucdes

Os reativos quantex séo para o diagnostico IN VITRO.

Para uso exclusivamente por profissionais.

A azida sbédica pode reagir com os encanamentos e ralos de chumbo ou cobre, originando azidas metalicas
altamente explosivas. Ao descartar os restos de reativos, fazé-lo em abundante volume de agua.

Dado que nenhum método pode oferecer a total seguranca da auséncia de agentes infecciosos, este produto deve
ser manipulado com precaucao.”

Descartar todos os materiais usados em recipientes adequados para material bio-contaminante.

Preparacédo dos Reativos

- C4 (I) R1 (Tampao) : Pronto para usar. Colocar o recipiente no prato de reagentes.
- C4 (Il) R2 (Reagente): Pronto para usar. Colocar o recipiente no prato de reagentes.
Se necessario, passe o0 material ao recipiente adequado.

Conservacdo e Estabilidade dos Reativos

Os reativos em recipientes que ndo tenham sido abertos e tenham sido conservados entre 2-8°C sdo estaveis até
a data de validade indicada no rétulo. Nao congelar.

Depois de abertos os frascos, os reativos s@o estaveis durante 30 dias no equipamento.

Para otimizar a estabilidade, se devem retirar os reativos dos equipamentos e se devem conservar a 2-8°C nos
recipientes originais bem tapados.

Amostras

Usar soro fresco ou plasma (EDTA, heparina). Outros anticoagulantes devem ser avaliados antes de serem
utilizados. As amostras podem ser conservadas por 2 dias entre 2-8°C. Para guardar por um periodo de tempo
mais longo o soro deve ser congelado (-20°C). Evitar congelar e descongelar as amostras repetidamente.
Homogeneizar as amostras antes de serem analisadas.

Calibracao

Deve utilizar-se o quantex PROTEINS standard multiponto 3000-2128. As concentracBes em mg/dl e g/l
vém indicadas na folha em anexo. Recalibrar cada 60 dias, cada vez que se mude o lote de reagentes, quando o
controle apresentar um valor fora do limite de aceitacdo ou quando sao feitos ajustes ao equipamento.

Controle de Qualidade

Recomenda-se utilizar dois niveis de controles, tais como quantex PROTEINS controle I/l 3000-2122. Os
controles devem ser analisados pelo menos uma vez por dia. Ver limite de valores na folha anexa ao produto. Os
valores dos controles devem encontrar-se dentro da margem estabelecida. Caso contrario o usudrio devera tomar
medidas corretivas. Consultar a publicacdo Westgard et al.®> para proceder & identificacéo e resolucdo de valores
gue estejam fora do limite de aceitagao.

Se os resultados esperados ndo sdo obtidos, néo utilizar o kit.

- L
m Ml 5ok, sA. - 08186 Liica d’Amunt - Barcelona - SPAIN C € 3000-2341 12.2010 por.doc



Interferéncias

Nao se observa interferéncia por bilirrubina até concentracdes de 50 mg/dl, por hemoglobina até concentracdes de
500 mg/dl nem por fator reumatéide até concentracdes de 500 Ul/ml. Consultar a publicagdo Young et al.® para
mais informag@es acerca das interferéncias.

Valores de Referéncia
Sao consideradas concentracdes normais de C4 (1l) entre 10 e 40 mg/dl (0,1 - 0,4 g/l).”

Precisao
ILab 600 Amostras/ | Média | CV | Amostras/ | Média | CV
Ensaios | (mg/dl) | (%) | Ensaios | (mg/dl) | (%)
Dentro ensaio 5/10 17,2 3,7 5/10 36,7 2,2
Total 5/10 17,2 3,3 5/10 36,7 1,9

Comparacéo de Métodos

Reativo de prova (y) guantex C4 (Il)
Reativo de comparacéo (x) guantex C4
Equipamento utilizado ILab 600
Desvio 1,094
Interseccao -3,2
Limite (mg/dI) 14,1 — 89,2
Média X (mg/dl) 43,0
Média Y (mg/dl) 43,9

R 0,9947

N 50

Lineariedade
ILab 600/650: 1,5 a 100 mg/dl sem ativar a opgéao "rerun”.
1,5 a 500 mg/dl utilizando a opcéo "rerun".

Caso a concentragdo da amostra exceda o limite de lineariedade depois de ser reanalizada automaticamente,
diluir 1:20 com uma solucéo salina e voltar a analisar a amostra. Multiplicar o resultado pelo fator de dilui¢éo.
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quantex C4 (ll) 1 x 58 ml C4 (1) R1 (PuBpioTiké AiGAupia)
3000-2341 AIABAZTE TIZ @QTIZMENEZ AMATEZ 5, 4 5 i ¢4 (I1) R2 (AviidpaoTripio)

XpAon yia Tnv otroia TpoopigeTal

Ta avmidpacTtipia quantex C4 (Il) xpnoigoTroloUvTal yia TOV TTOOOTIKO TTPOCOIOPIOUO Tou GUUTTAnpwuaTog 4 (C4)
oTov avBpwTTIivo opd 1 To TTAGONA XPNOIPOTTOIWVTAG Toug XnUIKoUg AvaAuTég ILab™. lMa aAAeg diaBéoiueg
EQPAPUOYES GUUBOUAEUTEITE TOV TTPOPNBeUTA gag ) To Texviké TuRua Tng BIOKIT, S.A. lNa 1t ouvoTTikA avagpopd
TWV AITiwv TToU 0dnyouv Oe auénon 1 HEIWON TNG CUYKEVTPWONG TOU GCUUTTANPWHATOG 4, avatpéfte oTn
onuoaoicuan KAivikrg Xnueiag “Effects of Disease on Clinical Laboratory Tests”.”

MepiAnyn/ Apxn

AvoCo0BOAWGTILETPIKN SoKIJaaia.?

“Yotepa amd Tnv avdapeign Tou OeiyuaTog TTOU TTEPIEXEl CUUTTARpwHa 4 pe 1o avTidpAoTAPIO, AvaTTTUCOETAI
oucowpdTwaon. O Babudg TG CUCCWHATWONG Eival avAAOyog TTPOG TH CUYKEVTPWON TOU CUPTTANPWHAOTOG 4 OTO
Ociyda Kal PTTopei va TpocdIopIaTEl TTOCOTIKA PHETPWVTAG ThV augnon Tng atmroppdéenong ota 340 nm. Me Bdon 1o
AiBvég YAIKO Avagopdc yvia mn Métpnon 14 Mpwrteiviov Tou Opol (CRM 470), Ta ammoteAéopata ek@pdalovTal o€
mg/dl i g/l cuPTTAnPWPATOG 47

AvTIdpaoThpia
- C4 (I) R1 (PuBuiomikd AidAupa):
PuBuioTiké d1dAupa pwoopikou 30 mM pH 8,0.
- C4 (II) R2 (AvTidpaaoThpio):
Opdbg¢ aiyag Evavti Tou avBpWITIVOU GUUTTANPWHATOG 4 £vTOG pUBUICTIKOU SIGAUUATOS pwa@opikou 10 mM.
OAa 1a avnidpaoTrpia TTepiExouv < 0,1% adidio Tou vaTtpiou.

Mpo@uAdgeig

Ta avridpacTrpia quantex TpoopifovTal yia IN VITRO diayvwaoTikr) XpAon.

MNa eTayyeApatiki pévov xpAion.

To agidlo Tou varpiou evdéxetal va avTidpdoel Pe TO POAUBOO 1 TO XOAKO TWV CWANVWOEWV Kal TWV
UBPAUAIKWY EYKATOOTACEWY Kal va oxXNUATIOTOUV uwnAd ekpnkTikG adidia. Metd tnv améppiyn Twv
UTTOAEIJUATWY TWV avTIOPAOTNPIWY, EETTAEVETE TIG ATTOXETEUOEIG JE APOOVO vePD.

KaBwg kapia péBodog dev ptropei va eyyunBei ye atrdoAutn BefaidTnTa TNV aTTOUCIO JOAUCUATIKWYV TTAPAYOVTWY,
O XEIPIOYOG auToU TOU TTPOIGVTOG Ba TTPETTEN va yiveTal JE TTPOCOXH.

H améppiyn Twv XPNOIMOTIOINUEVWY UAIKWY Ba TTPETTEl va YiveTal O€ TTEPIEKTN KATAAANAO yia €TTIKivouva
BioAoyikd atTépANnTa.

Mapaokeun avTidpacTnpiwv

- C4 (I) R1 (PuBuioTiké AidAupa) : ‘EToiyo yia xprion. TOTToBeTACTE TOV TTEPIEKTN OTO OIOKO avTIOPACTNEIWV.
- C4 (I1) R2 (AvTidpaacTrpio) : 'EToiyo yia xprion. TOTToBETACTE TOV TTEPIEKTN OTO OIOKO avTIOPACTNEIWV.
> TTePITITWON avaykng, T0 UAIKO va peTa@epBei o1o KatdAAnAo doxeio.

ATroBnkeuon Kai oTalgpdTNTA AVTISPACTNPIWY

Ta avmidpacTipia TTou dev £XOUV avoIxTei, epdoov QUAdaoovTal s Beppokpacia 2-8°C, TTapauévouv oTabepd Ewg
TNV NPEPopNvia AREnG TTou avaypd@eTal oTny €TIKETA TOu @IaAidiou. Mnv KOTaWUXETE.

MeTd 10 Avolyua Twv QIaAIBiWV, Ta avTIOPACTAPIA TTapaPEvVouV oTaBepd eTTi 30 NUEPES EVTOG TOU AVAAUTH.

lMNa tnv emiteugn 16avikig otaBepdTnTag, Ta avTidpacThpla Ba TTEETTEl va agaipolvTal aTTd TOV avaAuTr, vd
METAa@EPOVTAl OTO aPXIKO @IOAIBIO TO oOTToio Ba Trpétel va eival epunTIKA KAEIOTO KAl va QUAGOOOVTAl OfE
Beppokpacia 2-8°C.

Acgiypata

Xpnoiyotroigite Tpdopata culeyuévo opd ) TAGopa (EDTA, nmmapivn). H xprion GAAwv avTITINKTIKWVY Ba TTPETTE
va agloloyeitar Tpiv amméd 1n diadikacia. Ta deiyparta Ytropolv va amobnkeuTouv €TTi 2 nUEPEG o€ BepUOKpaaia
2-8°C. MNa pakpuTePES TTEPIOGOOUG ATTOBNKEUONG, T dEiyUaTa 0poU UTTOPOUV va KaTawuxBouv (-20°C). ATTo@uyeTe
TIG ETTAVEIANUUEVEG KATAWUEEIS Kal TAEEIS. Mpiv atrd Tnv avdAuon OUOYEVOTTOINOTE Ta dEiyuaTa.

Ba@uovounon

Xpnoigotromote 10 quantex PROTEINS standard multipoint 3000-2128. O1 ouykevTpwaeIS avaypdgovTal
OTO QUANO Oedopévwy Tou TTpoTuTTou o€ mg/dl kai g/l. ETravaAapBavete tn Babuovounon kébe 60 nuépeg ) otav
XPnolyoTtroleite  avridpacTipia atmmd Kaivoupyla TTapTida, OTtav ol TIUEG Twv controls PBpiokovrtal €kTOG TOU
QAvVOUEVOUEVOU €UPOUG i OTAV TTPAYHOATOTTOIEITE PUBUICEIG OTOV AVOAUTH.
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MoioTikOg £AeyX0g

ZuvioTaTal n xprion controls duo emmédwy 6TTwg Ta quantex PROTEINS control I/ 3000-2122. H avaAuon
Twv controls Ba TPETTEl va TTPpAyUaTOTIOIEITAI TOUAAYIOTOV pia @opd Tnv nuépa. To avauevouevo €Upog
avaypdgetal oto €vBeto QUAAO Twv controls. O1 Tiuég Twv controls Ba Tpémel va Ppiokovtal evidg Tou
TTPOoKaBopPIoUEVOU €UPOUG. ZTNV avTiBeTn TTEpITTTWON Ba TPETTel va AngBouv S1opBwTIKG PETPA aTTd TO XEIPIOTH.
lNa Tov evTOTTIONO Kal TR IEUBETNON TWV TTEPITITWOEWVY KATA TIG OTTOIEG OI TINEG TWV controls BpiokovTal EKTOG TOU
TTpoKaBopIouévou eUpoug, avaTpéEeTe ae PIBAIOYPAPIKEG avapopég 6TTwg autr Tou Westgard et al.®

Edv dev AngBoUv Ta avauevoueva aTToTEAETUATA, N XPNOIMOTIOINCETE TN OCUCKEUATIa.

MapepBoAég

Agv TTapaTnEOUVTAlI ONPAVTIKEG TTAPEUPOAEG atmd Tn XoAepuBpivn €wg Ta 50 mg/dl, Tnv aiyooaipivn £wg Ta
500 mg/dl kar peupatoeidn TapayovTa éwg Ta 500 IU/ml. MNa Mo avaAuTIKEG TTANPOPOpPIEG OXETIKA UE TIG OUCTIEG
TTOU TTPOKAAOUV TTapeUBOAR, avaTpéfTe 0T dnuoacicuon Tou Young et al.

EUpog avagpopdg
duaioloyiké BewpouvTal ol GUYKEVTPWOEelS C4 (Il) TTou KupaivovTal atméd 10 éwg 40 mg/dl (0,1 - 0,4 g/l).”

EmravaAngiyétnta

ILab 600 Aciyuyara/ | Méonmiuny | CV | Aciyyata/ | Méonmiufy | CV

KUkAol (mg/dl) (%) KUkAol (mg/dl) (%)
Evtdg KUKAoU 5/10 17,2 3,7 5/10 36,7 2,2
OAIKA 5/10 17,2 3,3 5/10 36,7 1,9

ZUykpion Tng MegB63ou

AvmidpacTipio (y) quantex C4 ()
AvoAuTAg olykpiong (x) quantex C4
AvVOAUTAG ILab 600
KAion 1,094
2nueio Toung aTov Gova y -3,2
EUpog (mg/dl) 14,1 — 89,2
Méon Tiun X (mg/dl) 43,0
Méon TiuR Y (mg/dl) 43,9

r 0,9947

n 50

FpapHIKOTNTA
ILab 600/650: 1,5 ¢wg 100 mg/dl xwpig Tn duvaTdTNTA AUTOUATNG ETTAVAANWNG KUKAoU Tou ILab.
1,5 éwg 500 mg/dl ye Tn duvaTdTNTa AUTOPATNG ETTAVAANYWNG KUKAOU Tou ILab.

Edv petd tnv autdépatn emavaAnyn Tou KUKAOU N CUYKEVTPWON TOU OEiyuaTog utrepPaivel To OpIo YPAUMIKOTNTAG,
apaiwoTe 1o Ociypa 1:20 pe 1c6Tovo didhupa NaCl, eravaAdBate Tn dokipaagia Kal TTOMATTAACIAOTE TO ATTOTEAECUA
ETTi TO OCUVTEAEDTH apaiwong.
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quantex C4 (Il)
3000-2341

READ HIGHLIGHTED CHANGES

1 x 58 ml C4 (II) R1 (Buffer)
2x 4.5 ml C4 (Il) R2 (Reagent)

ILab 600/650 Test Parameters

Photometric Test Parameters

Testn® 78

Test Name, Test Code C4 (1), C4 (I

Sample Type Serum

Reporting Unit, Decimal Points mg/dl, 1

Reaction Cycle Standard

Twin Analysis OFF

Methodology Type, Measuring Point End point, 17/33

Photometric Methodology 1 Wavelength

Primary/Secondary Wavelength 340

Sampling Conditions

Samplingl  Sample vol. 3
Sample/Diluent vol. 0/0

Sampling2  Sample vol. 3
Sample/Diluent vol. 30/120

Sampling3  Sample vol. 9
Sample/Diluent vol. 0/0

Sampling4  Sample vol. o

Diluent Code Saline

Diluent Warning Limit *x

First Run Sampling 1

Below/Above Normal Range i

Panic L il

Panic H Sampling 2

Non Linear **

Prozone N/A

HIGH!, ABS Sampling 2

Reagent volumes

R1 Code 02781

Rgt/Dil. Vol., Stirring

190/0, ON Buffer

Low Vol. Warning Limit

*k%k

Stability (days)

*%*

R2 Code

02782

Rgt/Dil. Vol., Stirring

35/10, ON Reagent

Low Vol. Warning Limit

*k%k

Stability (days)

*%

Ranges and Evaluation Criteria

Normal Range-Male

*

Normal Range-Female

*

Normal Range-Other

*

Valid Range 0-—100*
Hemolysis/Icterus/Lipemia Limit o

Reaction Slope Positive
Absorbance Limit Above, 3200
Prozone Limit N/A

Non Linear Limit N/A
Slope/Intercept correction 1/0
Qualitative Report OFF

Calibration Conditions

Calibration

5 Points, point to point, 2 Reps

Stability (days)

60

Calibrator, Concentration

PROTEINS Std.****

R-Blank Limit (mAbs) 150
Cal. Reps Range (%) o
Min. Cal. Response (mAbs) il
Cal. Factor Change (%) xxx
M-Paint Curve Fit (%) N/A
Auto R-Blank by Bottle ON

* Operator definable, see the insert.

**  Operator definable.
**x Optional.

***x | ot dependent, see concentration on standard value data sheet.

N/A Not applicable to this test.

ILab is a trademark of Instrumentation Laboratory.

biokit

Ml 510k, s.A. - 08186 Liica d'Amunt - Barcelona - SPAIN c €
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guantex C4 (I)
3000-2341

1 x 58 mL C4 (ll) R1 (Buffer)
2 x 4.5 mL C4 (Il) R2 (Reagent)

ILab 900/1800 Test Parameters

Photometric Test Parameters

Test Name [C411]

Bar Code [ ]

Measuring method [Endpoint]

Calibration method [1 Point]

Unit [mg/dl]

Measuring points [147 (431 1[ 1

Photometric method [Single]

Wavelength 1, 2, 3 [340] [ 1]

Sample Vol. N, D, | [51[2]19]

R1V. - Stir Mode [Nor.] [320] [Yes] [ 0 ] Buffer

R2V. - Stir Mode [Nor.] [60] [Yes] [ 0] Reagent

No. Decimal points [1]

Samples type [Serum]

Normal range MALE L - H [*]1 [*]
FEMALEL -H [*1 [*]

Valid range LL - HH [0] [100]

Correction const. 1, 2 [1.000] [ 0]

W1-Abs Inc/Dec, Limit [Inc] [2500]

Hemolysis limit [*]

Icteric limit [*]

Lipemic limit [*]

Calib. Replicates [2]

Replicates, Sens. Limit [2500] [ 0]

Slope - Offset limits [999] [2500]

Partner Test, Const. [++] [0.000]

Prozone, Limit [++] [++]

Calibration Parameters

Multipoint Calibration [Multilinear]

Calibrator N° 1 Conc. [*]

Calibrator N° 2 Conc. [*]

Calibrator N° 3 Conc. [*]

Calibrator N° 4 Conc. [*]

Calibrator N° 5 Conc. [*]

*  Operator definable.
++

Not applicable to this test.

ILab is a trademark of Instrumentation Laboratory.

biokit

BIOKIT, S.A. - 08186 Lliga d’Amunt - Barcelona - SPAIN
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Quantex C4(ll)
Code : 3000-2341

R1:
R2:

1x 58 mL
2x4,5mL

i

Description:
Unit:
Decimals:
LIS Code:
Unit Factor:
Slope:
Intercept:

N
&

Reaction Type:
Direction:

E.P. Limit (abs):
Depl Limit (abs):
First Limit (abs):
Linear Factor:
Fit:

Lin Limit. Low:
High:
Rerun when Over:

22

Calculation Model:
Factor:
Sample Blank:

ca
mg/dL
1

C4
1,0
1,00
0,00

End Point
None
1,0000

0

0
0
0

100
No

Point to point
0
Yes

Preliminary

Male:
Female:
Children:
Low Alert
Rerun:

Times (sec):
Dil./Rgt. Code:
Lot Number:
Ratio/Vol. (ul):
Rinse (ul):
Sample (ul):

RBL Min (abs):
Max (abs):

§a"f.

Calibration Stab. (days): 15
Dinamic Controls (min): None

Chemistry Definition
Reference Range
LOW VALUES | HIGH VALUES
0 0 0 10 40 100 100 100
0 0 0 10 40 100 100 100
0 0 0 10 40 100 100 100
Low Alert | Very Low Low Normal Values High Very High | High Alert
No No No No
Parameter

Predilut.-> [S.+R. 1-> [Reag. 2 -> |Reag. 3 -> Incubation -> Read

0 90 0 296 0

C4 C4ltx *) = kinetic

Filter 1 (nm): 340

320 58 0 Filter 2 (nm): (none)

0 0 0 Bicr. Factor: 1,00

5
-0,500
2,5000

C4 (Il
RBL Stability (days): 15
i Operator definable
N/A Not applicable to this test

rev. : 02/12/10

R1 Preparation :

R2 Preparation :

REAGENT PREPARATION

Ready to use

Ready to use




biokit

ILAB 350/ BQA

c4 (1)
Kits:

Reagents: quantex C4 (ll) reagent+buffer COD. 3000-2341
Std/s: quantex PROTEINS standard multipoint COD. 3000-2128
Ctrl/s: quantex PROTEINS control I/Il COD. 3000-2122

For more extensive information, please refer to the package insert

Rev.: 12/10

C€

Assay Settings

Kit Components

Reagent form

Reagent Reconstitution

Reagents:

Buffer 1x58 mL Ready to use

Reagent 2x4,5mL Ready to use

Std/s: 5x1mL Ready to use

Ctrol/s: 3 x 1 mL(lyoph) Reconstitution: 1 mL of distilled water

3 x 1 mL(lyoph)

Reagents not included in the kit Sample
Distilled water Serum
Saline Solution on board for sample dilution (rerun) Plasma

Bar code 1,2,3,4,6

Reagent code

R1 02781 C4 Buffer 0278
R2 02782 C4 Reagent 0278
Calibration

Standard multipoint 5 levels. Ready to use.
Use saline solution as Std. for concentration 0.

Performance Characteristics |

Precision

Sample
ng/mL

Within Series
CV% n

Total
CV% N

Detection Limit

Calibration

Stability

Interferences

Refer to the package insert

Method Co

mparison

Slope

Intercept r

Ref. Method

mean X

mean y n

Measuring Range normal run
[5- 100 mg/dL |

Measuring Range with automatic rerun
[5- 500 mg/dL |

Prozone

Reference Range
10-40 mg/dL. Refer to the Package Insert for more
information

Calculation
Patient values are calculated automatically by
comparison with the calibration curve

Stability 2-8°C in original vials

Reagent : up to expiration data
Buffer : up to expiration data
Calibrator/s : up to expiration data
Control/s: up to expiration data

15 days after reconstitution
Notes

pag. 1/2




biokit

ILAB 350/

BQA

c4 (1)
Kits:

Rev.: 12/10

Reagents: quantex C4 (ll) reagent+buffer COD. 3000-2341
Std/s: quantex PROTEINS standard multipoint COD. 3000-2128
Ctrl/s: quantex PROTEINS control I/Il COD. 3000-2122

Ce

For more extensive information, please refer to the package insert

Instrument Settings

Chemistry Parameters R1
Method Reagent Name C4 Volume 190 pL
Name C4 (1) R2 | enable
Reagent Name C4 Volume 35 uL
Wash disable Reagent Name
Unit mg/dL Reagent Type
Assay Type End Diluent enable Reagent Name Saline
Measuring Points 1 enable start 12 Decimal Points EI
end 13
2 start 25 Normal Range
end 26
Wave Lenght
Prim sec [ ] Technical Range (Conc) 0] [ 100
mAbs/10 -30000 / 30000
Sampling Volume
Dilution disable RPT Wash (R1) [Sys Water
ul ul | (R2) [Sys Water
Rerun (High) 3 puL
Dilution enable Instrument Factor a 1 b 0
30 pL 120 pL |Stirring Speed R1 |high R2 |high
Rerun ( Low) 9 pL
Calibration Checks
Limit Checks
Duplicate Limit 50({mAbs/10 Sampling Method for Standards
Sensitivity Limit 350 |mAbs/10 X |Duplicate
Tripicate
Linearity Limit | 30 |®» Blank measurement
[ x_]Enable Reagent blank
Prozone Limit 0,00 upper
SL1-s I v
SL2-S 23|SL2-F 26 Reagent blank measurement at calibration
Sens 250|mAbs/10 Reagent blank (system water)
Absorbance Limit |:|Multiplex measurement is the same as stds.
Reaction [Increase Reagent Blank Limit Checks
Limit 25000(mAbs/10 Duplicate limit mAbs/lO
Calibration
Calculation Point to point
Conc WORK MASTER Lot
S1
S2
S3
S4
S5
S6
S7

*This calibration is only an example

pag. 2/2
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& biokr

Werfen Group

DECLARACION CE DE CONFORMIDAD
CE DECLARATION OF CONFORMITY

q3

Don Pau Planas Almazan, en calidad de Director de Biokit S.A.
Mr. Pau Planas Almazan, as Director of Biokit S.A.

DECLARA / DECLARES:

Que el producto / That the product: quantex C4 (ll)

Caédigo / Code: 3000-2341

cumple con las exigencias mencionadas en el Anexo | y los Requisitos
Esenciales de la Directiva 98/79/CE.

meets the provisions referred to in Annex | and Essential Requirements of the
Directive 98/79/CE.

Pau\Planas

Llica dAmunt, a 2 de &MENG ge 201

Biokit S.A.

Can Malé, s/n. 08186 Lliga d’Amunt
Barcelona, Spain

Tel. +34 93 860 90 00

Fax +34 93 860 90 09
www.bickit.com




BIOKIT S.A.
08186 Llissa d’Amunt SAFETY DATA SHEET

(Barcelona) Spain

Phone: (34) 93 860 9000
Fax: (34) 93 860 9029 Code: 3000-2341
e-mail: biokit@biokit.com

Date: 29-11-10 Rev.: 00

Pag.: 1 of 3

1. Identification of preparation

Product name: Quantex C4 (ll)

2. Composition/information on ingredients

Kit components:
C4 (1) R1: Contains potassium phosphate buffer / PEG, sodium chloride, surfactant and 0,09 % w/w of sodium azide.

C4 (II) R2: Contains sodium phosphate buffer / Anti-human C4 polyclonal antibody (goat), sodium chloride and 0,09 % of
sodium azide.

3. Hazards identification

The reagents contain less than 0.1% wt of Sodium Azide (NaNs) as preservative.
CAS-N°: 26628-22-8 EINECS-NC°: 247-852-1

4, First aid measures

Inhalation: Remove from exposure and move to fresh air immediately. If breathing is difficult, give oxygen. SPEED IS ESSENTIAL,
OBTAIN MEDICAL AID IMMEDIATELY. Do not use mouth-to-mouth resuscitation if victim ingested or inhaled the substance;
induce artificial respiration with the aid of a pocket mask equipped with a one-way valve or other proper respiratory medical device.

Eye contactimmediately flush eyes with plenty of water for at least 15 minutes, occasionally lifting the upper and lower eyelids. Get
medical aid immediately.

Skin contact: Get medical aid immediately. Immediately flush skin with plenty of water for at least 15 minutes while removing
contaminated clothing and shoes. SPEEDY ACTION IS CRITICAL!

Ingestion: POISON material. If swallowed, get medical aid immediately. Only induce vomiting if directed to do so by medical
personnel. Never give anything by mouth to an unconscious person.

5. Fire-fighting measures

General Information: As in any fire, wear a self-contained breathing apparatus in pressure-demand, MSHA/NIOSH (approved or
equivalent), and full protective gear. Containers may explode in the heat of a fire. Forms explosion sensitive compounds with some

metals such as lead and copper. Form hydrazoic acid vapor in contact with acid or water. Hydrazoic acid vapor is highly

toxic and a dangerous explosive. Hydrazoic acid is shock sensitive. Extinguishing Media: Do NOT use water directly on fire. Use
dry chemical.

Flash Point: Not applicable.
Autoignition Temperature: Not available.

Explosion Limits, Lower: Not available.

Upper: Not available.

6. Accidental release measures

General Information: Use proper personal protective equipment as indicated in Section 8.

Spills/Leaks: Vacuum or sweep up material and place into a suitable disposal container. Wear a self contained breathing
apparatus and appropriate personal protection. (See Exposure Controls, Personal Protection section). Avoid generating dusty
conditions. Provide ventilation. Evacuate unnecessary personnel. Do not flush down the drain. Over a period of time, sodium azide
may react with copper, lead, brass, or solder in plumbing systems to form an accumulation of the highly explosive compounds of
lead azide and copper azide.

Do not let this chemical enter the environment.
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7. Handling and storage

Handling: Minimize dust generation and accumulation. Do not get in eyes, on skin, or on clothing. Do not ingest or inhale. Use only
in a chemical fume hood. Acids should not be used around this material unless absolutely necessary and then only after careful
planning.

Contact with acids liberates toxic gas.
Storage: Store in a cool, dry place. Store in a tightly closed container. Keep away from acids. Do not store in metal containers.
Store at 2 to 8 °C.

8. Exposure controls/personal protection

Eyes: Wear appropriate protective eyeglasses or chemical safety goggles as described by OSHA's eye and face protection
regulations in 29 CFR 1910.133 or European Standard EN166.

Skin: Wear appropriate protective gloves to prevent skin exposure.

Clothing: Wear appropriate protective clothing to prevent skin exposure.

Respirators: Follow the OSHA respirator regulations found in 29 CFR 1910.134 or European Standard EN 149. Use a
NIOSH/MSHA or European Standard EN 149 approved respirator if exposure limits are exceeded or if irritation or other symptoms
are experienced.

9. Physical and chemical properties

Appearance:
C4 (1) R1: Transparent solution.
C4 (ll) R2: Transparent solution.

Odour: Odorless

Boiling point: N/A

Melting point: N/A

Flash point: N/A

Ignition temperature: N/A

Explosion limits: N/A

Vapour pressure: N/A

Density: N/A

Viscosity: N/A

Solubility in water: soluble

10. Stability and reactivity

Conditions to Avoid: Incompatible materials, dust generation, moisture, metals, strong acids, temperatures above 250°C.
Incompatibilities with Other Materials: Acids, metals, halogenated hydrocarbons, acid chlorides.
Hazardous Decomposition Products: Nitrogen oxides, sodium oxide, hydrazoic acid.

Hazardous Polymerization: Will not occur.

11. Toxicological information

LD50/LC50:

CAS: 26628-22-8:

Inhalation, mouse: LC50 = 32400 ug/m3;
Inhalation, rat: LC50 = 37 mg/m3;

Oral, mouse: LD50 = 27 mg/kg;

Oral, rat: LD50 = 27 mg/kg;

Skin, rabbit: LD50 = 20 mg/kg;

Skin, rat: LD50 = 50 mg/kg;
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12. Ecological information

Ecotoxicity: Fish: Rainbow trout: LC50 = 0.8-1.6 mg/L; 96 Hr.; 13 degrees CFish:
Bluegill/Sunfish: LC50 = 0.7-0.8 mg/L; 96 Hr.; 18 degrees C No data available.

Environmental: Aquatic Fate: Photolysis of sodium azide may result in metal nitrides initially, with the eventual formation of the
free metal and nitrogen gas.

Physical: No information available.

Other: Harmful to aquatic life in very low concentrations.

13. Disposal considerations

Chemical waste generators must determine whether a discarded chemical is classified as a hazardous waste. US EPA guidelines
for the classification determination are listed in 40 CFR Parts 261.3. Additionally, waste generators must consult state and local
hazardous waste regulations to ensure complete and accurate classification.

Disposal should be made in accordance with existing disposal practices employed for patient serum samples or infectious waste.

14. Transport information

Fragile containers, handle with care. Protect from high temperatures.

15. Regulatory information

According to 1999/45/EC Directive and 91/155/EEC Directive and following modifications.

16. Other information

Intended use: The reagents quantex C4 (ll) are intended for the quantitative determination of complement 4 (C4) in
human serum or plasma using the ILab™ Chemistry Systems.

For IN VITRO diagnostic use.

The reagents contain sodium azide as a preservative. Sodium azide has been reported to form lead or copper azide in
laboratory plumbing which may explode on percusion. Use proper disposal procedures.

The above information is believed to be correct, but does not purpose to be all inclusive and should be used only as a guide.
BIOKIT S.A. shall not be held for any damage resulting from handling or use of the product.
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