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INTENDED USE

Lyphochek Tumor Marker Gontrol is intended for use as an assayed quality control serum to monitor the precision of laboratory
testing procedures for the analytes listed in this package insert
SUMMARY AND PRINGIPLE
The use of quality control materials 1s indicated as an objective assessment of the precision of methods and techniques in use
and is an integral part of good laboratory practices Two levels of controf are avariable to allow performance monitorng within
the climical range.
REAGENT
Ttus product ss prepared from human serum with added constituents of human and arvmal origin, pure chemicals and
stahilizers The control is provided in iyophlized form for increased stability
STORAGE AND STABILITY
This product wilt be stable until the expiration date when stored unopened at 2 to 8°C. Once the control 1s reconstituted, all
analytes will be stable for 14 days when stored tightly capped at 2 to 8°C, with the foliowing exceptions: Ferritin and CA 27 29
will be stable for 6 days. ACTH, Free PSA, PSA, and Calcitonin should be assayed immediately folfowing reconstitution For
optimum precision of Ferntin, allow vial to equilibrate for a mimmum of 2 hours prior to assay
After reconstituting and freezing the control, al analytes will be stabie for 30 days when stored fightly capped at —10 to ~20°C
Once thawed, do not refreeze the control; discard remaining matenal
RECONSTITUTION
Using a volumetric pipet, reconshiute sach viat with 2 0 mb of distifed or detonized water Replace the stopper and atiow the
control to stand at room temperature (18 to 25°C) for approximately 15 minutes, swiring occastorially Before sampling, gently
Invert the vial several times to ensure homogenerty
PROCEDURE
This product should be treated the same as patient specimens and run In accordance with the instructions accompanying the
mstrument, kit or reagent heng used
Dispose of any discarded matenals in accordance with the requirements of your local waste management authonties. In the
event of damage to packaging, contact the iocal Bro-Rad Laboratortes Sales Office or Bio-Rad Laboratories Techmical Services
LIMITATIONS

1 This product should not be used past the expiration date.

2 If there 1s evidence of microbial contamination or excessive turbidity in the reconstituted control, discard the vial,

3. Twus product 1s not intended for use as a standard
ASSIGNMENT OF VALUES
The mean values printed n this msert were denved from replicate analyses and are speciic for this fot of product, The lests
listed were performed by the reagent manufacturer and/or independent laboratones using manufacturer supported reagents
and a representative samphing of this ot of control Indvidual laboratory means should fali within the corresponding acceptable
range, however, faboratory means may vary from the hsted vaiues dunng the e of this control. Vanations over tmg and
between laboratories may be caused by differences in laboratory techmgue, instrumentation and reagents, or by manufacturer
test method modifications. it is recommended that each laboratory establish its own means and acceptable ranges and use
those provided only as guides
SPECIFIC PERFORMANCE CHARACTERISTICS
This product 1s & freeze-dried product manufactured under ngid quality controf standards, To obtam consistent vial-to-wial assay
values, the control requires proper storage and handling as descnbed

JEUTSCH

VORGESEHENER VERWENDUNGSZWECK

Die Lyphochek Tumor Marker Controf ist e Qualittskontroliserum fur die quantiative Bestimmung der in dieser
Patkungsbellage angegebenen Analyte, mit Ziglwertangaben

EINLEITUNG UND ZUSAMMENFASSUNG

Die Verwendung entsprechender Kontrollmaterialien dient der objektiven Beurtellung der Qualitat von inn Labor durchgefuhrten
Untersuchungen und 1st ein uneridsshicher Bestandted der guten Laborpraxs. Die zwer Leve! dieser Kontrolie ermaghichen eine
umfassende Qualitatssicherung uber den gesamten Kinisch relevanten Bererch.

REAGENZ

Dieses Produkt wurde aus Humanserum hergestelit und enthalt Zusatze menschlichen und tenschen Ursprungs sowse reine
Chermiskalien und Stabiisatoren Die Kontrolle wurde zur Verbesserung der Stabilitat lyophilisiert

LAGERUNG UND HALTBARKEIT

Digses Produkt ist bis zum angegebenen Haitbarkeitsdatum stabil, wenn es ungeoffnet ber 2 bis 8°C gelagert wird. Nach
Rekonstitutton der Kontrolte sind alle Analyte 14 Tage stabil, sofern die Kontrolle dicht verschlossen bei 2 bis 8°C authewahrt
wird Ausnahmen Fernitin und CA 27 29 sind 6 Tage stabil ACTH, freies PSA, PSA und Galcrtonin mussen sofort nach der
Rekonstitution bestinmt werden Um eine optimale Prazision bet der Ferrtinbestimmung zu erzielen, solite das Fldschchen
mindestens 2 Stunden vor der Bestimmung equihibriert werden

Nach Rekonstttution und Einfrieren der Kontrofle sind afle Analyte 30 Tage statul, sofern das Matenal dicht verschiossen be:
~10°C bis -20°C aufhewahrt wird Die Kontrolle nach dem Auftauen nicht erneut emfneren; restliches Material verwerfen
REKGNSTITUTION

In jedes Fidschchen mit einer Volipipette genau 2,0 mi destiliertes oder deionisiertes Wasser pipeftieren Mit dem Stopfen
verschiieBen und die Kontrolle etwa 15 Minuten ber Raumntemperatur (18°C bis 25°C} stehen lassen; gelegenthich schwenken.
Vor Entnahme emer Probe den tnhalt des Flaschehens vorsichtig durchnuischen, um die Homogenitat sicherzustelien.

HANDHABUNG
Das Produkt ist genau wie eine Patientenprobe zu behandeln und in Uberemshmmung mit den Vorschriften des Gerate-, Kit-
oder Reagenzhersiellers anzuwenden.
Die Entsorgung aller Abfalie 1st nach den geltenden ortlichen Bestimmungen vorzunehmen Falls die Verpackung beschadigt ist,
nehmen Ste bitte Kontakt zur Bio-Rad-Niederfassung auf.
EINSCHRANKUNGEN

1. Dieses Produkt nach Ablauf des Haltbarkertsdatums nicht mehr verwenden,

2. Ber Anzeichen ener mikrobielien Kontamination oder emer starken Trisbung der rekonsttuierten Kontrolle 1st das

Fldschchen zu verwerfen

3 Dieses Produkt ist richt zur Verwendung als Standard geengnet
WERTEERMITTLUNG
Die in dieser Packungsheilage angegebenen Mittelwerte stammen aus Viefachbestimmungen und gelten speziel! fur diese
Produkicharge Die angegebenen Tests wurden vom Reagenzherstefier und/oder von unabhangigen Laboratorien mit vom
Hersteller unterstitzten Reagenzien durchgefiihrt, dazu wurde eine reprasentative Stichprobe von Flaschchen dieser
Produktcharge eingesetzt Die einzelnen Werte sollten m entsprechenden Akzeptanzbereich hegen, die tatsachich erzetten
Werte konnen (edoch wahrend der Lebensdauer dieser Kontralie von den angegebenen Zielwerten abweichen. Abweichungen
im Laufe der Zeit und zwischen verschiedenen Laboratorien sind moglicherwesse auf unterschiediiche Labortechniken, Gerate
und Reagenzien oder auf Modifikationen der Testmethoden durch den Hersteller zuruckzufuhren Jedem Labor wird empfohlen
eigene Mittelwerte und Akzeptanzbereiche zu ermitteln und die hier aufgefiihrten Werte als Richtwerta zu betrachten
SPEZIFISCHE EIGENSCHAFTEN
Dieses gefergetrocknete Produkt wurde nach strengen Qualitdtsstandards hergestelit. Um reproduzierbare Ergebmsse von
Flaschehen zu Flaschohen sicherzustetien, muss die Kontrotie sachgerecht gelagert und wie angegeben gehandhabt werden,

FRANGAIS
UTILISATION
Lyphochek Tumor Marker Control est un sérum titré de contrdle de la qualdé permettant de surveilier la précision des tests
réalisés en laboratawre pour les analytes dont la iste figure sur cette notice
INTRODUCTION ET PRINCIPE
Lutthsation de produits de contrdle de fa quakté est indiquée pour évaluer de fagon objective la précision des méthodes et des
‘echnigues utifisées, et fat parhe ntégrante des bonnes pratiques de laboratorre. Deux concentrations sont disponibles afin de
permettre un contrdie de fa qualité sur F'ensemble de ia plage de valeurs ciinigues
REACTIF
Ce produtt est préparé a partir de sérum humain auquel ont 6t€ ajoutés des constituants d'origine humaine et animale, des
produits chimiques purs et des stabilisants Le contrble est fourni sous forme lyophilisée pour assurer une meilleure stabilité
CONSERVATION ET STABILITE
Ce produit restera stable jusqu'a la date de péremption en flacon non ouvert et conservé entre 2 et 8°C Une fois le contrle
reconstitué, tous les analyles resteront stables pendant 14 jours en flacon convenablement fermé et conservé entre 2 et 8°C
Excephions . La ferriine et le CA 27 29 seront stables pendant 6 jours. L'ACTH, e PSA itbre, 1e PSA et la caicroning dowent &tre
titrés immédiatement aprés reconstitution Pour obtenir une précision optimale de fa ferntine, laisser le flacon s'équilibrer
pendant au moms 2 heures avant fe titrage
Une fois e contrble reconstitué et congelé, tous les analytes resteront stables pendant 30 jours en flacon convenablement fermé
et conservé entre ~10 et -20°C Une fois le contrdle décongelé, ne pas le recongeler et hminer le produit restant
RECONSTITUTION
A faide d'une mpette volumétrique, reconstituer chaque flacon avec 2,0 mi d'eau distillée ou désionisée Replacer le bouchon
et laisser le produit reposer & température ambiante (entre 18 et 25°C) pendant environ 15 minutes, en 'agitant de temps en
temps Avant utihsation, homogénéiser le produrt en agitant plusieurs fois e flacon
MODE OPERATOIRE
Ce produtt dort étre traité comme les &chantillons de patients, en respectant les instructions accompagnant 'appareil, le kit ou
fe réactif uthsés
Tout déchet doit &tre éiminé conformément aux régiementations en vigueur dans le laboratoire pour le trartement des déchets
Si le conditionnement est endommagé, contacter votre service technique Bio-Rad local
LIMITES

1 Ne pas utibser ce produrt aprés la date de péremption

2. Encas de contamination microbrenne ou de trouble excessif du contrdle reconstitug, éhminer I8 flacon

3 Ce produt nest pas congu pour &tre utilisé comme étalon
DETERMINATION DES VALEURS
Les valeurs moyennes indiquées sur cette notice ont 61€ déterminées a partir d'analyses répétées et concernent spécifiquement
ce numéro de ot du prodint. Les essais ndiqués ont été réalisés par e fabnicant du réactif etiou par des laboratoires
indépendants & l'aide de réactfs acceptés par le fabricant et sur un échantlionnage représentatif de ce lot de contrle Les
moyennes obtenues par un laboratorre donné dowvent se trouver sur la plage de valeurs acceptables correspondante |
cependant, les moyenngs obtenues par le laboratoire peuvent varier par rapport aux vateurs indiquées pendant la durée de vie
de ce contrdie Les vanations dans le temps et entre laboratoires peuvent &tre dues 3 des drfférences de méthodes, d'apparerls
et de réactifs employés par chague laboratorre ou & des modifications de la méthode d'analyse employée par le fabricant 1l est
recommandé & chaque faboratoire d'établir ses propres moyennes et plages de valeurs acceptables et de n'utihser les valeurs
fourmies qu'a titre indicatif
CARACTERISTIQUES
Ce produit lyophiisé est fabnqué selon des normes ngoureuses de contrdle de fa qualité Pour obtenir des résuitats
reproductibles d'un flacon a lautre, le contrGle doit étre convenablement conservé et manipuié, tel que décrt dans cette notice
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Lyphochek® Tumor Marker Control Levels 1 and 2

TALIAND
US0 PREVISTO
Il Lyphachek Tumor Marker Control @ un siero di controllo di qualita, dosato, formufato per monitorare la precisione delle
procedure di analist di laboratorio per ghi analitr elencati nel presente inserto
SOMMARIO E PRINCIPIO
L'uso dr materiah per il controflo di quanta & indicato come valutazione oggettiva della precisione del metod e delle tecruche in
us0, e costitusce parte integrante defie buone pratiche di laboratorio Per permettere di controltars le prestazion: nelfambito ot
tutto Mintervallo clhinico sone disponibil due livell di controfio
REATTIVD
Quasto prodotto & stato preparato da siero umano con aggiinta di componenti Gt origine umana e animale, sestanze chimiche
pure e stabilizzanti Questo controlic & fornito n forma hofila per aumentarne lz stabdita
CONSERVAZIONE E STABILITA
Questo prodotto & stabile fno alla data ¢ scadenza quando viene conservato, non aperto, a 2-8°C Una valta rcostiturto, tuttt
git anahtr sono stabill per 14 giorny quando it controlo & conservate ben chiuse a 2-8°C, con le seguent: ecceziont Ferriting e
CA 27 29 sono stabii per 6 giormi ACTH, PSA Libero, PSA e Calcitonina vanno dosati immediatamente dopo la ricostituzione,
Per ottenere una precisione offtimale defla Ferntina, prima det dosaggio, lasciare che if controlic raggiunga Pequilibrio per
almeno 2 ore
Dopo ricosttuzions e congelamento, tutt gh analit sono stabih per 30 gromi se 1t controllo & conservato ben chiuso a
-10/-20°C Non ricongelare il controlio una volta scongelato, gettare | materiale rimasto
RICOSTITUZIONE
Con una pipetta volumetrica, neostituire ogni flacone con 2,0 mi dr acqua distifata o desonizzata Chiudere e fasciare nposare f
controllo per circa 15 minut a temperatura ambiente (18-25°C), agitando i tanto in tanto. Prima dell’uso, agitare delicatamente
il flacone diverse volte per garantirne ['omogenerta
PROCEDURA
Quasto pradotta deve essere trattata alio stesso mado des campions i esame ed Usato seconda le istruzany che accompagnanc
fo strumento, d kit o 4 reattivo 1n uso
Eliminare eventuali materialt residui nel rispetto delle norme locali sullo smaltimento dei rfiuti Nef caso di danmi alia confeztone,
contattare gli uffict Bio-Rad o f'agente di zona
LMt
1 Questo prodotto non deve essere usata dopo Ja data dr scadenza
2 Incaso di evidente contaminazione microbica o dr una eccessiva torbidezza nel controlio ricostiturte, ehiminare i flacone
3 Questo prodotto non & concepito per 'uso come standard di nfertmento
ASSEGNAZIONE DE! VALOR!
| valori medi nportaty in questo inserto sono il nsultato di analis) in replicato e sono specificl per quasto lotio di prodotto Le
analisi sono state effeftuate dai produtton dei reattivi e/o da laboratorr indipendentt utilizzando reattvi fornitt dal produttore ed
una campionatura rappresentativa di questo lotto di controlio Le medie dt crascun laboratorio dovrebbero nentrare nel
cornspondente intervalio di accettabiiita, tuttavia 1 valon medi del laboratonio possono vanare rispetto a quell dichiaratr per o
periodo di validda def presente controlic Le vanazion: nel tempo e tra laboratorr possono essere causate da differenze neile
metodologie, strumentazionr o reattivi di ogri laboratorio o da miodifiche metedologiche der prodution der reativi Ogni
laboratono dovrebbe stabilire ie propne medie e i relativi intervall dr accettabilita ed utihzzare 1 valor pubblicats sullinserto solo
come guida
CARATTERISTICHE
Questo e un prodotto hofio stabiizzato preparato sotto un rigido controlio standard di qualitd Per oftenere una consistente
umiformit df risuitats da flacons a flacone, St raccomanda una cosretia conservazione & un corretto uso, come descritto

2$PANOL
USD INTENCIONADO
Lyphochek Tumor Marker Control tiene un uso intencronado como suero valarado para el control de (a catdad v con et fin de
supervisar fa precision de los procedimientos de analisis del laboratonio y para los analitos que se enumeran en este prospecto
INTRODUCCION Y PRINCIPIO
El uso de mateniales para el control de fa calidad estd indicado para fa evaluacin objetiva de a precisidn de los metodos y las
téoricas en uso, y forma parte integral de fas buenas practicas del laboratorio Existen dos mveles de control para permitir
supervisar el funcionamiento dentro del rango clinico
REACTIVOS
Este producto estd preparado a partir de suero humano al que se aftaden constituyentes de ongen humano y animal, sustancias
quimicas puras y estabiizadores £l control se suministra hiofihzado para aumentar su estabilidad
CONSERVACION ¥ ESTABILIDAD
Este producto permanecerd estable hasta la fecha de caducidad, siempre que esté aimacenado sin abnr a una temperatura entre
2y 8°C Una vez reconstittdo el contral, si se almacena bien tapado entre 2 v 8°C, todos 1os analitos permangcerdn estables
durante 14 dias, con fas sigwentes excepciones Fermtina y CA 27 29 permanecerdn estables durante 6 dias. ACTH thormoria
adrenocorticotrépica), PSA Libre, PSA y Calcrtonina deben ser valorados inmediatamente despugs de la reconstitucion Para
lograr una precisién dptima con Ferritina, permita que el vial alcance el equiibric durante al menos 2 horas antes def ensayo
Una vez reconstituido y congelado et control, siempre que se almacens bien tapado entre —10 y ~20°C, todos tos anakitcs
permanecerdn estables durante 30 dias No vuelva a congelar el controf una vez descongelado Deseche ef material sobrante
RECONSTITUCION
Utitzando una ppeta graduada, reconstituya cada vial con 2,0 mi de agua destlada o desionizada Vuelva a tapario y deje
reposar ef control a temperatura ambiente (entre 18y 25°C) durante unos 15 minutos, girdndofo en cfrculos de vez en cuando.
Antes def muestreo, invierta ef vial con suavidad para garantizar s homogeneidad
PROCEDIMIENTO
Este producto debe tratarse de la rmsma forma que las muestras de pacientes y debe ser ensayado conforme a las instrucciones
includas con el nstrumento, kit o reactivos utilzados
Elimine todo material desechable de acuerdo con fas normativas locales vigentes sobre la gestion de residuos En ef caso de
que el envoltorio haya sufrido dafios, péngase en contacto con a oficina de ventas o con el Servicio técnico local de Bio-Rad
LIMITACIONES

1 Este producto no debe utiizarse después de fa fecha de caducidad

2. Sihubiese indicios de contaminacin microbrana o exceso de turbidez en el producto reconstiturde. deseche el vial

3 Este producto no esté previsto para ser utilizado como estandar
ASIGNACIGN DE VALORES
Los valores medios que figuran en este prospecto se obtuviercn a partir de fa replicacién de andlisis y son especificos de este
fote def producto Las pruebas fueron realizadas por ef fabncante del reactivo o por laboratorios mdepentientes que utilizaron
reactivos admitidos por el fabncante y una muestra representativa de este lote de control Las meghias de cada laboratono deben
estar comprendidas en el correspondiente rango aceptable, pero pueden apartarse de los valores indicados mientras dure este
control Las variaciones a fo largo def iempo v entre laboratonos pueden deberse a dhferencias en las técnicas del laboratorio,
su instrumental y sus reactivos, 0 a modificaciones introducidas en el métode de medida del fabnicante Se recomienda gue
cada laboratorio establezca sus propias medias y rangos aceptables v utlicen los gue aqui se proporcionan sdlo
como orentacin
CARACTERISTICAS ESPECIFICAS DE FUNCIONAMIENTO

PORTUGUES

UTILIZAGAG

0 Lyphochek Tumor Marker Gontrol destina-se a ser utilizado como sore de controfo da qualidade ensaiado para controlar 2
precisdo dos procedimentos laboratoriais de andlise para os analitos fistados neste folheto informativo

SUMARIO E PRINCIPIO
A utlizagio de matenais de cantrolo da qualidade é indicada como uma avaliagio objectiva da precis3o de métodos e técnicas
aplicados e ¢ parte integrante das boas praticas laboratonais Encontram-se disponiveis dois nivers de controlo para permitir
afenr 0 desempenho dentro dos limites clinicos
REAGENTE

Este produto & preparado a partir de soro humano acrescido de conshituimtes de ongem humana € ammal, substincias quinicas
puras e estabitizadores Q controls € fernecido sob forma liofilizada para maior estabihdade
ARMAZENAMENTO E ESTABILIDADE
Este produto permanecerd estivel até a0 fm do prazo de vatidads desde que seja armazenado por abrr 2 uma temperatura de
23 8°C Depors de o controlo ter sido reconstituido, todos os analitos permanecerdo estvers durante 14 dias desde que 0
produto seja armazenado com a tampa firmemente apertada a uma temperatura de 2 a 8°C, com as seguintes excepgdes a
Ferntina e 0 CA 27 29 permanecerdo estévers durante 6 dias. A AGTH, 0 PSA Livre, o PSA ¢ a Calcitonina devem ser ensaiados
imedhatamente apds a reconstituicdo. Para obter a melhor precisdo em relagdo a Fernting, deixe o frasco repousar para atingir
um equifbrio durante um minimo de 2 horas antes do ensaio
Deposs de reconstituido e congelade o controlo, todos 0s analitos permanecerdo estaveis durante 30 dias quando o contralo
& armazenado com a tampa firmemente apertada a uma temperatura de —10 a —20°C Depois de o controlo ter sido
descongelado, ndo deve voitar a ser congelado, ehmine qualquer matenal restante
RECONSTITUIGAD
Utiizando uma pipeta volumétrica, reconstitua cada frasco com 2,0 mlL de 4gua desblada ou desionizada Reponha 4 tampa &
depe ¢ controlo repousar & temperatura ambiente {18 a 25°C) durante cerca de 15 minutos, agrtando o frasco de vez em
quando Antes de efectuar 2 recalha da amostra, inverta suavemente o frasco vanas vezes para assegurar a homogeneidade
PROCEDIMENTO
Este produto deve ser tratado da mesma forma que as amostras de pacientes e ubizado de acordo com as mstrugdes que
acompanham o instrumento, dispositivo ou reagente que esta a ser utlizado
Elimine tedos os mateniais descartados de acorda com as disposigBes locals em vigor para a elminagdo de residuos bioldgicos
Na eventualidade de observar danos na embalagem, contacte a Bio-Rad Laboratories,
umimacies

1 Este produto ndo deve ser utilizado apds 0 fim do prazo de validade

2 Se existir evidéncla de contaminagdo nmcrobiana ou turvagao excessiva no controlo reconstituido, eltmine o frasco

3. Este produto ndo deve ser ulilizado como um calibrador
VALDRIZAGOES
Os valores médios impressos neste folheto denvam de andhises repetidas ¢ $30 especificos para este lote do produte Os testes
histados foram executados pelo fabricante do reagente efou por faboratdrios independentes que utlizam os reagentes de acerdo
com as espectficagdes do fabricante e uma amostra significativa deste lote de controlo As médias faborateriais Individuais
devem estar dentro dos limites correspondentes acertavers, no entanto, as médias laboratoriais podem varar dos valores
listados durante o tempo de duragdo deste controlo. VariagBes ac longo do tempo e entre faboratonos podem dever-se a
diferengas de tecnicas, mstrumentos ou reagentes, ou a modificagdies nas técricas de teste pelo fabricante Recomenda-se que
cada laboratorio estabelega as suas proprias medias e himites aceitdvers e utifize as que sdo fornecidas apenas como guras
CARACTERISTICAS ESPECIFICAS DE DESEMPENHO
Este produto é ihlizado e fabricado de acordo com os mars rigidos padrdes de controlo da qualidade Para obier valonizagbes
conststentes de frasco para frasco, o controlo deve ser manuseado e armazenado de acordo com o descrito

SVENSKA
AVSEDD ANVANDNING
Lyphochek Tumer Marker Contral ar eft analyserat kvalitetskontroliserum avsett for kontroll av precisionen 1 testforfaranden pa
laboratonium for de analyter som anges 1 denna bipacksedet
SAMMANFATTNING QCH PRINGIP
Anvandning av kvalitetskontrolimatenal ar indicerad for objektiv utvardering av precisionen 1 anvanda metoder och tekmiker och
ingér god laboratonepraxis. Tvi kontrolinvaer finns tilgangliga f8r kontroll av prestantan tnom dat kiiniska matomradet
REAGENS
Denna produkt ar framstalid av humant serum med bllsatser av humant och animahskt ursprung, rena kemikalier ach
stabikseringsmede! Kontrolien tillhandahdlles ( frystorkad form for okad h&libarhet
FORVARING DCH HALLBARHET
Denna produkt ar hatibar fram tll utgdngsdatum vid forvanng 1 ooppnad forpackning vid 2-8°C Efter att kontrolien har
rekonstituerats och vid forvanng 1 tatt forsluten flaska vid 2-8°C ar aila analyter hailbara 1 14 dagar, med foljande undantag
Ferntm och CA 27 29 &r endast hitibara 1 6 dagar ACTH intt PSA, PSA oth kalottonin skall analyseras omedelbart efter
rekonstituering For optimal precision for ferrin bor flaskan sté och ekvilibreras minst 2 immar fore analys
Efter att kontrollen har rekonstituerats och frusits och vid forvaring 1 tatt forsluten flaska wid ~10 till ~20°C ar afla analyter
tiltbara 1 30 dagar. Efter upptining 1ar kontrotlen & terfrysas wtan resterande matenal skalt kasseras
REKONSTITUERING
Anvand en volumetrisk pipett ooh rekonstituera varge flaska med 2,0 mL destilerat eller aviomiserat vatten Satt pi proppen igen
och 13t kontrolien std 1 rumstemperatur (18 1l 25°C) 1 ca 15 minuter, och sniurra den d& och d3 for hand Vand flaskan upp och
ner forsikngt flera ginger sa att innehdllet blandas ordentligt fore anvandning
FGRFARANDE
Denna produkt skalf behandlas pé samma satt som patientprover och anvandas enligt anvisningarna for de instrument, kit och
reagenser som anvands
Kasserat material skall bortskaffas enligt de avfalisbestammeiser som utfardats av lokala myndigheter. Om f6rpackningen ar
skadad kontaktas narmaste Bio-Rad Laboratories forsaljningsavdeining eller tekmisk serviceavdeining
BEGRANSNINGAR
1 Denna produkt skalt inte anvandas efter utgdngsdatum
2 Vid tecken pd mikrobiel! kontaminering efler om den rekonshtusrade kontrollen ar rycket grumiig skalt flaskan kasseras
3 Denna produkt ar inte avsedd att anvéindas som en standard
TILLDELNING AV VARDEN
Medetvardena som anges 1 denna bipacksede! ar harledda via repiikatanalyser och ar speciiika for denna kontrolibatch De
angivna festerna har utforts av reagenstiliverkaren och/eller pd oberoende laboratorier med anvandning av tiliverkarens
reagenser och &tt representativt prov frdn denna kortrolibatch Medetvardena pd det enskiida laboratoriet bor higga wom
motsvarande acceptabla omdide, faboratonets medelvarden kan dock skilia sig frén de angivna vardena under kontroliens
livstid Vanationer over tiden och frén faboratonum tit laboratorium kan bero pd skilinader 1 laboratorieteknik, instrument och
reagenser, aller pa modifikatoner ¢ tdiverkareng testmetoder Det rekommenderas att vare laboratorium faststaller swa egoa
medelvirden och acceptabla omriden och endast betraktar de har angivna vardena som vagledande.
SPECIFIKA PRODUKTEGENSKAPER
Denna produkt ar en frystorkad produkt som framstalls enligt stikta kvaltetskontrolistandarder For jamna analysresultat frén
flaska till flaska skall kontrolien forvaras och hanteras korrekt enkat anvisningama
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DANSK
TILSIGTET ANVENDELSE
Lyphochek Tumor Marker Control er heregnet td anvendelse som en analyserst kvalietskontrolserum med henbiik pa
overvigning af praecisionen af faboratonets analysemetoder for de analytter, der er angwvet 1 mdizegssedien
RESUME OG PRINCIP
Anvendelsen af kvalttetskantrolmateniale er tisigtet som en objektiv vurdering af de anvendte metoders og teknikkers pracision
og er en integreret del af god laboratoriepraksts Der findes to kontrolnwveauer tilgengehige t overvagning af praestahonen inden
for det kimiske omréade
REAGENS
Dette produkt er fremstillet af human serum tisat bestanddele af human og ammaisk oprindelse og rene kermkalier og
stabilisatorer. Denne kontrol leveres ( fryseterret form for at forege stabilieten
OPBEVARING 0G STABILITET
Dette produkt er holdbart indt! udiabsdatoen ved opbevanng uibnet ved 2-8°C. Efter rekonstituenng vi alle analytter vere
holdbare 1 14 dage ved opbevaring med teet lukket Mg ved 2-8°C, med falgende undtagelser: Ferntin 0g CA 27.29 vil vigre
hotdbare 1 6 dage ACTH, fri PSA, PSA og caloitonin ber analyseres urmddetbart efter rekonstiuering For optimal precision af
ferntin ber amputlen ekvilibrere | mindst 2 tmer inden analysenng
Efter rekonstituering og frysning af kantrolien vil alle analytter viare holdbare + 30 dage ved opbevaring med tat lukket g ved
~10 11 ~20°C Optwet kontrolmateniale m# ikke fryses 1gen, resten af matenalet kasseres
REKONSTITUERING
Hver ampul rekonstiiueres ved hjalp af en automatpipette med 2,0 mi destifieret eller deioniseret vand Sat amgdende iaget ph
igen, og lad kentrolmateratet std 1 stuetemperatur {18-25°C) 1 ca. 15 minutter, et det blandes #ra hid & anden Inden
analysering vendes ampullen forsigtigt flere gange for at sikre homogenutet.
FREMGANGSMADE
Dette produkt skal behandles som patientprover ¢g anvendes iht. de vetledrunger, der felger med det anvendte instrument,
reagensket eller reagens.,
Kasserst materiale skal hortskaffes it geldende affaldsregulativer Hvis emballagen er beskadiget, kontaktes den lokale Bio-
Rad Labaratories forhandler eller teknisk service hos Bio-Rad Laboratories
BEGRANSNINGER

1 Dette produkt ber ikke anvendes efter udlgbsdatoen

2 Huis der er tegn pd mukrobie! kontaminering | det reke

ampuilen kasseres

3 Dette produkt er ikke heregnet tl anvendelse som standard
FASTS/ATTELSE AF VAERDIER
De middelvaerdier, der er trykt « denne indimgsseddel, er udiedt af gentagne analyser og er specifikke for dette produktiot De
angivne analyser er udfert af reagensproducenten og/efler uathangige laboratorier vha producentens reagenser og et
representativt udvalg af dette lot af kontrolmaterale Indwiduelle laboratonemddelvardier ber hage mden for det +
mdieegssedien angivne referenceomrade, men kan dog vanere i forhold il de angivne vardier 1 labet af kontrolmatenalets
levehid. Vanationer over tid ag wmellem laboratoner kan skyides forskellige labaratorieteknikker, nstrumenter og reagenser, eller
modifikationer 1 testmetoder fra producentens side Det anhbefales at laboratorier etablerer deres egne middelverdier og
veferenceomrider og kun betragter de medfpigende veerdier som vejledende
SPECIFIKKE YDELSESEGENSKABER
Dette produkt er et fryseterret produkt, der er praduceret under strenge kvalitetskontrolkray Kontrolmaterialet skal opbevares
korrekt og hindieres som anvist for at give patdelige resuftater

ede kontroly , eller det er meget uklart, skal
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ENGLISH
Bialogical source material. Treat as potentially infectious.

Each hurnan donor unit used to manufacture this control was
tested by FDA accepted methods and found nan-reactive for
Hepatiis B Surface Antigen (HBsAg), antibody 1o Hepatis ©
(HCV) and antibody to HiV-1/HIV-2 This product may also
contan other human source material for which there are no
approved tests {n accordance with good laboratory practice,
all human source matenal should be considered potentially
wnfectious and handled with the same precautions used with
patient specimens

DEUTSCH

Material biologischer Herkunft. Als potentiell infektids zu
behandaln.

Jede zur Herstellung dieser Kontrolle verwendete
menschiiche  Spenderemheit wurde mit von der
amerikanischen Arzneimittelbehorde FDA (Food and Drug
Administration) zugelasseren Methoden getestet und als
mcht-reaktiv bezlighch Hepatitis-B-Oberflachen-Antigen
(HBsAg), Antikdrper gegen Hepatitis C (HCV) und Antikorper
gegen HIV-1/HIV-2 betunden. Das Produkt enthait
moglicherweise auch anders Bestandtelle menschlichen
Ursprungs, fur die keine zugelassenen Tests existieren, In
Ubersinshimmung mit der guten Laborpraxs sollten alle
Materiahen menschlichen Ursprungs als potentielf infektids
betrachtet und mit der gleichen Sorgfalt wie Patientenproben
behandelt werden

RANGAIS
Produit d’origine biologique. A considérer comme
potentiellement infectieux.

Chague unité de produit provenant d’un donneur humamn et
utrh lisé dans la préparation de ce contrdle a été

analysée 4 l'aide de méthodes approuvées par la FDA et a
présenté des résultats négatifs pour Fantigéne de surface de
I'hépatite B (AgHBs), et les anticorps de I'hépatite C (VHC) et
du VIH-TIVIH-2. I est possible que ce produit contienne
dautres substances d'engine humatne pour lesquelles il
mexiste pas de test agréé Conformément aux bonnes
pratiques de laboratoire, toute substance d'onging humaine
dott 8tre considérée comme potentieflement infectieuse et
manipulée avec les mémes précautions que les échantiflons
provenant de patients.

JTALIANO

Materiale di arigine biologica.
potenziatmente infettive.

Crascuna umitd donatore utihzzata per preparare Guesto
controllo & stata testata mediante metod: approvat: dalia FDA
e risultata non reattiva per Mantigene di superficie dell'epatite
B (HBsAg), I'anticorpo contro 'epatite C (HCV) e Fanticorpo
contro IHIV-1/HIV-2 Queste prodotto puo anche contenere
altro materiale di ongine umana per | quale non eststono
pracedure di dosaggic raccomandate Secondo te buone
pratiche di faboratono, tutti + materiali di origine umana
devono essere considerati potenziaimente infettivi, percio s
raccomanda i trattare questo prodotto con le medesime
precauzion: adottate per 1 campiom dei pazient:.

Traftare come

ESPANDL

Material de origen bioldgico.
potencialmente infecciose.

Todas las umidades de donantes humanes utilizadas en la
fabricacion de este controf se han analizado segiin métodos
de andhisis aceptados por la FDA (agencia estadounidense
para ahmentos y f&rmacos) y se ha determinado que no
reaccionan contra ef antigeno superficial de fa hepatits 8
(HBsAg), el anticuerpo de Ja hepatitis C (VHC) y el anticuerpo

Manipular como

del VIH-1VIH-2 Este producto puede contener asmismo
material de origen humano para el que no existen analisis
homologados De acuerdo can las prdcticas de laboratorio
correctas, tedo materal de ongen humanoc se debe
considerar potencialmente mfeccioso y manipular con fas
mismas precauciones que fas muestras de pacientes

PORTUGUES

Material e origem bioldgica. Tratar como potenciaimente
infeccioso.

Cada dédiva humana utdizada no fabrico deste controlo for
testada pelos métodos aprovados pela FOA (Administragdo
dos Aimentos & Farmacos dos Estados Umdos), tendo sido
considerada ndo reactiva em antigénios de superficie da
hepatte B (HBsAg), anticorpo da hepatite G (VHC) ¢
anticorpos HIV-1/HIV-2, Este produto também poderd conter
outros materiais de ongem humana para o5 quals ndo
existem testes aprovados De acordo com as boas praticas
faboratonais, fodo o material de origem humana deve ser
considerado potenciaimente mfeccioso, pelo que deverd ser
manuseado com as mesmas pracaugdes utilizadas com as
amostras dos pacientes

SVENSKA

Material av biologiskt ursprung. Skall behandlas sam
potentielit infeldidst,

Varje enhet frdn humana donatorer til denna kontroll har
testats enligt FDA-godkanda metoder och har visat sig icke-
reakiiv for hepatit B ytantigen (HBsAg), antikroppar mot
hepatit C (HCV)och antikroppar mot HIV-1/HIV-2 Denna
pradukt kan aven ipehdlla annat matenal av humant
ursprung, for wilket godkanda tester sakmas Enligt god
taboratonepraxis bor affa matenal av hurnant ursprung
betraktas som potentisht infektiosa och hanteras enligt
samma forsiktighetsregler som patientprover

DANSK

Biologisk kildemateriale. Bgr behandies som potentie!
smittekilde.

Hver human donorenhed, der er anvendt ved fremstilling af
dette produkt, er blevet testet med metoder, der er godkendte
af FDA, og er fundet ikke-reakty over for hepatis B
overfladeantigen (HBsAg), antistof mod hepatris C (HCV) og
antistof mod HIV-1/HIV-2, Dette produkt kan ogsa indeholde
andet humant kidemateriale, for hviket der ikke findes
godkendte tests. | overensstemmeise med god
laboratonepraksis ber alle materialer af human oprindelse
betragtes som potentiel smittekide og handteres efter
samme forholdsregler som patientprever
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- GLOSSARY GLOSSAR GLOSSAIRE GLOSSARIO GLOSARIG GLOSSARIO ORDLISTA ORDLISTE
ANALYTES | BNALYTE ANALYTES ANALITI ANALITOS ANALITOS ANALYTER ANALYTTER
ACTH ' ACTH ACTH ACTH ACTH ACTH ACTH ACTH
AFP AFP AFP AFP AFP AFP AFP AFP
Aldosterone Aldosteron Aldosterone Aldosterone Aldosterona Aldosterona Aldosteron Aldosteron
Beta-2: g Beta-2: g Béta-2-microglobuling Beta-2- Beta-2- Bata-2 [ Beta-2: bulin Beta-2-mmicroglobutin
CA15-3 GA15-3 CA15-3 CA15-3 CA15-3 CA 153 | CA153 CA15-3
CA 198 CA199 CA199 CA19-8 CA 199 CA19-9 ’ CA19-9 CAT9S
CA2728 CA2729 CAZT28 CA2729 CA2729 CA729 { CA27T29 CA2729
CAS0 CA 50 CAS0 CA S50 CASD CAS50 ' CAS0 CAS0
CA72-4 CA72-4 i CAT2-4 CA72-4 CA 724 CA724 L CAT24 CAT72-4
CA126 v CA125 | CA128 CA125 CAL2S . CAt2S CAlZ8 CA125
CA195 GA 195 J CA 195 CA195 ‘ CA195 CA 195 CA195 CA 195
CA 543 CA 548 | CAB49 CA 549 . CA549 CA 548 CA S48 CAS49
Calcitonin Calcttonin Calctonsne Caleitonna | Calcitonina Calortoning Kalcitorin Calcitonin
CASA CASA CASA CASA | cAsA GASA CASA CASA
CEA CEA CEA ' CEA CEA CEA CEA CEA
CYFRA 21-1 CYFRA 21-1 CYFRA 2141 i CYFRA 21-1 CYFRA 21-1 CYFRA 21-1 CYFRA 211 CYFRA 2141
Ferrtin Ferrtin Fernting ‘[ Ferriting Fernbina Ferntina Ferritin Ferntin
hCG (Human Chorome hCG (Humanes hCG (Gonadotrophine chononigue hCG (Gonadotropina cononica hCG (Gonadotropina coronica hCG (Gonadotropina condrica HCG {hurmant konongonadetropn) | hCG (human
Gonadotropin) Chonongonadotropin) humanne) umana) humana) humana) chonangonadotrapin)
hCG — Beta Subunit hCG-Beta-Unterainhert Sous-umité hCG-béta Sottounita hCG-Beta hCG - Subumdad Beta Subunidade beta hCG HCG-beta-subenhet hCG-beta subunit
Interieukin-2 Receptor (5) Interleukmn-2-Rezeptor (5) Récepteur de ['nterieukine 2 (5) Recettore dellinterteuking 2 (5) Receptor de interleucina-2 (5) Receptor de i 2 {3) -2-receptor (5) -2 receptor (5)
NSE {Neuron Specific Enolase) NSE (Neuronenspezifische Enofase) | NSE (énolase neurospecifique} NSE {enotast neurone specitica) NSE (Enolasa especifica neuronal) NSE (Enolase NSE enolas) NSE (neuronspecifik enclase)
fove2 (5) |02 Love ) 0V2 (5) OV2 (5) ov2 (5) | ov2 @) ov2 (5)
PAP (Prostatic Acd F h: PAP (F saure } PAP (phosphatase acide PAP (Fosfatas( acida prostatica) fosfatasa Acida Prostatica (PAP) | PAP (Fosfatase dcidla prostdtica)  « PAP (prostataspecifikt surt fosfatas) | PAP {prostataspecihik sur
. Phosphatase) prostatique) ! i phosphatase}
Prolactin Proiactin Prolactine Protattina Prolactina { Profactna Prolakdn Prolactin
PSA {Prostate Specific Antigen) PSA (Prostataspezfisches Antigen) | PSA (antigéne prostatiqus specifique) | PSA {Antigene specdico derla prostata) | Antigenc prostatico especifice (PSA) | PSA (Antigenio especifico da préstata) | PSA (prostataspecifikt antigen) PSA {prostataspecitikt antigen)
Free PSA Freias PSA PSA, libre PSA fibero PSA Libre PSA Livre PSA, fritt Frit PSA .
TPA (Tissue Polypeptide TPA (Gewebe-Polypeptid- TPA {antigéne polypeptidique i TPA (Antigene polipeptice TPA {Antigeno pohpeptidico TPA {Antigério pohipeptidico TPA {Tissug polypeptid antigen TPA (vaevspolypeptid antigen) (5)
Antigen) (5} Antigen) (5) tissulaire) (5) [ ssutaie) (5) bisular} (5) tecidual) (5) {vavnadsmiarkdn)} (5)
TERMS BEZEICHNUNG TERMES TERMINDLOGIA TERMINGS REAGCGOES VILLKOR GRAENSER
Mean Mittewert Maoyenne Meda Media Média Medelvarde Gennemsmit
Range ‘i Bereich Plage de valeurs Intervallo Rango Lirnites Omrade Omrade
Units , Enheden Unités Unia Unidades Unidades Enheter Enheder




LEVEL 1 - 44111 LEVEL 2 - 44112" LEVEL 1 - 44111 LEVEL 2 - 44112°
UNITS MEAN RANGE MEAN RANGE St MEAN RANGE MEAN RANGE
ACTH (ADRENGCORTICOTROPIC HORMONE)
Diagnostic Products immulite pg/mL 92 63 121 392 K1Y 472 pmol/L 202 139 26.6 86 69 104
Diagnostic Products Immulite 2000 poimb 111 83 140 426 329 524 pmoii. 244 183 30.3 94 72 115
DiaSorin RIA pg/mL 36 22 51 235 153 317 pmol/L 80 4.8 112 52 34 70
DiaSorn IRMA pg/mL 101 75 127 341 266 416 pmol/L 222 185 278 75 59 92
AFP (ALPHA-FETOPROTEIN)
Abbott Architect ng/mL 28 23 34 120 96 145 ug/lL 28 23 34 120 96 145
Abbott AXSYM ng/mL. 24 19 29 115 92 138 gl 24 19 29 115 92 138
Abbott IMx ng/mt 20 16 23 103 83 124 pg/L 20 16 23 103 83 124
Adaltis BRIDGE (2) 1U/mL 24 19 29 18 67 168 KU 24 19 29 118 67 168
Adaltis SR1 {(Automated System) (2) IU/mL 21 16 26 88 59 17 KlusL 2 16 26 88 59 17
Bayer ACS.180 ng/mL 28 22 33 10 88 132 ug/L 28 22 33 110 88 132
Bayer Advia Centaur ng/mL 27 21 32 110 88 132 ng/ 27 21 32 10 88 132
Bayer Immuno | ngmb 23 18 28 91 73 108 ol 23 18 28 o 73 109
Beckman Coulter ACCESS (WHQ 1st IS 72/225) ng/mlL 25 21 29 107 90 124 ug/t 25 21 29 107 90 124
BioCheck EIA (WHO 1st IS 72/225) (2) ng/mL 20 13 27 91 59 123 g/l 20 13 27 91 59 123
bioMérieux VIDAS (2) U/mL 20 14 26 90 67 113 kiU 20 14 26 90 67 113
Byk-Sangtec iIRMA RIA-mat 280 (1st IS 72/225) (2) Wmb 21 16 25 91 78 104 KU 21 15 25 el 78 104
Byk-Sangtec LIA-mat S300 (1st IS 72/225) (2) {UfmL 21 15 28 92 68 115 KL 21 15 28 92 68 115
Byk-Sangtec LIAISON (1st IS 72/225) (2) U/mL 20 17 23 86 76 96 ki 20 17 23 86 76 96
CanAg EIA (2) ng/mL 26 22 30 118 100 136 po/L 26 22 30 118 100 136
CIS RIA gnost (WHC 72/225) WmL A A KiU/L A A
Diagnostic Products Coat-A-Count IRMA (2) U/mL 20 16 23 84 70 98 KU 20 16 23 84 70 98
Diagnostic Products immulite Iu/mL 18 16 20 78 69 87 KIUL 18 16 20 78 69 87
Diagnostic Products Immulite 2000 WmL 18 16 19 79 72 85 kUL 18 16 19 79 72 85
Diagnostic Products TC Double Antibody IRMA 1U/mL 17 12 22 94 75 112 KiU/L 17 12 22 94 75 112
DiaSorin M-K-S (WHO 72/225) (2) ng/mb 23 16 30 98 74 123 B/l 23 16 30 98 74 123
Irnmunotech IRMA (WHO 72/225) (2) {Ufmb 22 18 27 9 79 118 KL 22 18 27 99 79 118
Ortho Clinical Diagnostic Vitros ECG (1st IRP 72/225) WmtL 19 15 22 75 60 89 kUL 18 15 22 75 60 89
Radim BRIO (WHO 72/225) (2) ng/mL A A pg/l A A
Radim IRMA CT (WHO 72/225) (2) ng/mL A A [ A A
Roche Cobas Core E1A (2) Wb 23 17 28 103 81 124 I 23 17 28 103 81 124
Roche Elecsys W/ml 20 it 26 90 3 1" kiU 20 14 28 30 63 "7
TOSOH AIA-PACK IEMA (IS 72/225) ng/mL 24 19 28 108 92 124 ug/L 24 19 28 108 92 124
UBI Magiwel Quantitative (WHO 72/225) (2) W/mk 20 16 24 70 55 84 KL 20 16 24 70 55 84
ALDOSTERONE
Diagnostic Products Coat-A-Count po/mlL 215 170 260 1145 1005 >1200 pmol/L 596 47 720 3172 2784 »3324
DiaSorin ALDOCTK-2 (2} pg/mlL 248 173 322 >1000 pmol/L 687 480 892 >2770
BETA-2-MICROGLOBULIN
Abbott IMx pg/mL. 11 09 1.3 37 30 45 mg/L 11 09 1.3 37 30 45
Bayer immuno ug/mL 11 09 13 36 29 43 mo/k 11 09 13 36 29 43
BioCheck EIA ug/mb 10 0.8 1.2 40 26 54 mg/t 10 08 1.2 40 26 54
bioMérieux VIDAS (2) pg/mi A A mg/L A A
Byk-Sangtec LIAISON (2} yg/mb 11 0.8 14 38 32 44 mg/l. 1.1 08 14 3.8 32 44
Diagnostic Products Coat-A-Count IRMA jg/mL. A A mo/l A A
Diagnostie Products immulte pa/mb 340 25 34 79 64 93 mo/k 30 25 34 79 64 93
Diagnostic Products immulite 2000 ug/mb 15 1.3 16 41 37 45 mg/l 15 13 16 4.1 37 45
immunotech RIA (WHO 1st IS 185) (2) pg/mL. 13 1.0 1.8 46 37 55 mg/L 1.3 1.0 16 46 37 55
Pharmacia RIA ug/ml. A A mg/L A A
Roche Cobas Core EIA (2) ngfmb 1460 1160 1750 4460 3560 5350 mg/L. 15 12 1.8 45 6 54
TOSOH AIA-PACK BMG ug/ml 14 1.2 16 52 42 62 mg/L 14 12 16 52 4.2 62
UBI Magiwel Quantitative (WHO 1st IS 12/399) (2) pg/mb. 1.1 0.8 14 43 34 5.3 moiL 11 08 14 43 34 53
Wallac AutoDELFIA/DELFIA (2) pg/mL 12 08 16 44 33 55 mg/l 1.2 0.8 16 44 33 55
CALCITONIN
Diagnostic Products Double Antbody pg/mL. 136 100 172 546 483 609 ng/L 136 100 172 546 483 608
Diagnostic Systems Labs Active IRMA (2) pg/mL 13 <10 19 94 60 128 ng/l 13 <10 19 94 60 128
Diagnostic Systems Labs RIA pg/mb 36 28 43 199 151 246 ng/l 36 28 a3 199 151 246
CA15-3 {3) '
Abbott AxSYM Ufmb 12.7 101 152 478 382 574 Uimb 127 101 15.2 478 382 574
Abbott IMx U/mL 12.2 97 146 459 36.7 55.0 UimbL 12.2 97 14.6 459 36.7 550
Adattis BR-Marker (Automated Systern) (2) U/ml <17.3 37.3 308 43.8 U/mL <17.3 373 308 438
Adattis BR-Marker Maiaclone (2) U/mL <194 532 305 759 U/mL <194 532 305 759
Bayer ACS.180 Uimt § § Ufmt § §
Bayer Advia Centaur (BR) U/mL 114 92 13.7 58.1 465 697 U/mb 114 92 137 581 465 697
Bayer Advia Centaur (Centocor) U/mb 12.6 10.1 15.1 511 409 613 U/mt 126 10.1 15.1 511 409 613
Bayer Immuno | Wmt 11.6 87 145 30.3 227 379 Ufml 116 8.7 14.5 303 227 379
BioCheck EIA (2) Ufmt 13.0 6.0 200 368 29.9 438 Wmb 130 50 200 368 299 438
bioMeérisux VIDAS (2) UmL 125 73 17.7 420 30 530 Wmt 125 73 17.7 420 310 530
Byk-Sangtec [RMA-mat/RIA-mat 280 (2) U/mL 113 7.1 155 429 320 538 U/mL 11.3 71 15.5 429 320 538
Byk-Sangtec LIA-mat/LIA-mat S300 (2) UmL 14.9 9.0 20.8 497 330 66.4 U/mL 14.9 9.0 20.8 497 33.0 664
Byk-Sangtec LIAISON (2) Ufmi 14.4 15 16.7 50.2 408 59.6 U/mlL 141 1.5 16.7 502 408 59.6
CanAg EIA (2) Umb 141 7.7 144 383 321 446 Umi 111 77 144 383 321 446
CIS ELSA A A Wmt A A

[ IR S P

U/mL




LEVEL 1 - 44111 LEVEL 2 - 44112" LEVEL 1 - 44111 LEVEL 2 ~ 44112
UNITS MEAN RANGE MEAN RANGE St MEAN RANGE MEAN RANGE
A 15-3 (3} tcontmued)
immunotech IRMA (2) U/mb <150 192 53.2 372 69.2 U/mb <150 182 532 372 69.2
Ortha Glinical Diagnostics Vitros EGu Ufml. 135 92 178 444 315 573 U/ml 135 a2 178 444 315 57.3
Roche Cobas Core EIA (2) U/mi 14.9 99 200 * 454 34.2 56.6 Umb 149 99 200 454 34.2 56.6
Roche Elecsys U/mb 145 101 188 519 363 675 Wmk 145 101 188 519 36.3 675
CA 19-9(3)
Abbott Architect UmL 57 45 6.8 455 364 54.5 U/mt 57 45 6.8 455 364 545
Abbott AxSYM U/mL 78 8.3 94 423 339 50.8 U/mL 78 63 9.4 423 339 50.8
Adaltis SR1 (Automated System) (2) UL 135 13 18.1 305 243 366 Umb 135 110 16.1 305 243 366
Adaltis Maiaclone (2) U/mL <150 25.8 166 34.9 Umt <15.0 258 16.6 349
. Bayer AGS:180 U/mb 14.1 1.3 169 466 373 558 Ufml 141 1.3 169 466 373 559
Bayer Advia Centaur U/mb 96 77 15 42.5 340 510 U/ml. 96 77 115 425 340 51.0
Bayer Immung { UmL 93 70 116 62.8 471 785 Umb 93 740 1186 62.8 471 785
BioCheck EIA (2) U/mL 10.0 7.0 140 29.8 217 380 U/ml 100 7.0 14.0 298 217 380
bioMérieux VIDAS (2) UmbL 74 48 10.0 37.0 23.0 45.0 Uml 74 48 100 370 29.0 45.0
Byk-Sangtec IRMA-mat/RIA-mat 280 (2) U/mL 69 48 89 394 323 46.5 Umt. 6.9 48 8.9 394 323 465
Byk-Sangtec LiA-mat (2) U/mb 33 49 1.7 450 349 55.1 L/mt. 83 49 117 450 349 551
Bvk-Sanglec LIAISON (2) Urmt. 79 48 1.1 401 33.6 46.6 UfmbL 79 48 114 40.1 336 466
CanAg EIA (2) U/mL 8.0 54 105 27.3 227 318 Ul 80 54 10.5 273 27 319
CiS ELSA WmL A A WmL A A
Pragnostic Products immulite (2) Uimt. <8.2 28.7 181 393 Uml <82 287 181 393
Diagnostic Products tmmulite 2000 (2) Ufml 73 56 9.0 299 239 359 U/mb 73 38 ] 29.9 239 359
FUJIREBIO RIA U/mL 92 72 113 402 375 436 U/mtL 9.2 7.2 1.3 40.2 376 436
Immunotech IRMA (2) Uml <150 327 229 425 UfmbL <150 327 229 425
Mtsubishi Kagaku Medical (LP1A) (2) Umb 137 169 185 362 289 435 UmiL 137 109 165 36.2 28.9 435
Mitsubisty Kagaku Medicat (LPIA-F) (2) Ufml. 6.7 53 8.1 513 410 616 Umb 67 53 81 513 410 616
Ortho Clinical Diagnostics Vitros ECi U/mb 93 65 120 496 350 64.2 Umt. 83 65 120 4985 35.0 64.2
Roche Cobas Core EIA If (2) U/ml. 74 47 95 362 313 470 UmL 71 4.7 95 362 313 470
Roche Elecsys U/mL 94 8.9 11.9 355 280 430 t/mb - 84 6.9 19 355 280 43.0
TFB Ranream (2) Umb 113 90 135 455 364 54.6 Ul 13 2] 135 455 364 546
TOSCH AIA-PACK IEMA (2) Ufml 1.0 9.0 130 440 400 48.0 U/mi 110 90 13.0 4.0 40.0 48.0
2729
Bayer ACS.180 U/mL <35 51 50.2 40.1 60.2 Umt <35 51 50.2 40.1 60.2
Bayer Advia Centaur Umi. <35 59 50.4 403 605 U/mL <3.5 59 504 403 60.5
TOSOH AlA-PACK IEMA U/mb. 120 10.0 140 45.0 38.0 520 U/mL 120 100 140 450 38.0 52.0
- 50
0I5 RIA gnost Urmt A A um. | a A
. T2
Bayer Immunoc | YmL 6.3 51 75 211 16.9 253 U/mb 6.3 5.1 75 211 16.9 253
Byk-Sangtec {RMA-mat (2) Uml 55 37 72 39 71 127 Ufmb 55 37 72 93 71 127
Byk-Sangtec LIA-may/LiIA-mat S300 (2) Urml 78 57 99 126 82 170 U/mL 78 57 g9 126 8.2 170
CISELSA Li/mL A A U/mb A A
FUJIREBIO RIA (2) U/mi 54 48 62 94 77 108 UmlL 54 48 6.2 94 77 10.6
Roche Cobas Core EiA (2) Uimb 38 18 5.4 3.9 57 1490 Umb 38 13 54 99 5.7 14.0
Rache Elecsys UmL 59 47 7.2 11.8 93 143 U/mL 59 47 72 11.8 9.3 143
2513
Abbott AxSYM U/mL 35 28 42 90 72 108 U/mL 35 28 42 90 72 108
Abbott IMx UmL § § WmL § §
Adaitis SR1 (Automated System) (2) UmL, 27 21 32 63 49 77 U/mt 27 21 32 63 49 77
Adaltis Maiaclone (2) U/mL 25 16 34 1 54 108 Umt 25 16 34 81 54 108
Bayer ACS:180 /ml. 42 33 50 123 98 147 Ufmb 42 33 50 123 98 147
Bayer Advia Centaur (QV) U/mi 51 40 61 144 115 173 U/mL 51 40 61 144 115 173
Bayer Advia Centaur (Centocor) UfmL 34 27 41 89 71 106 U/mL 34 27 4 89 el 106
Bayer Immuno | t/ml 22 16 28 78 58 93 Wmb 22 18 28 73 58 98
BioCheck EIA (2) U/mb 35 30 41 97 81 13 UmlL 35 0 41 97 8t 113
oioMérieux VIDAS I (2) U/ml 22 16 28 65 51 79 UsmL 22 16 28 65 51 79
Byk-Sangtec IRMA-mat/RIA-mat 280 I} (2) U/mbL 27 23 31 75 64 86 WmL 27 23 3t 75 64 86
Byk-Sangtec LIA-mat/LiA-mat S300 1! (2) U/mL 29 22 36 76 60 93 U/mL 24 22 36 76 60 93
Byk-Sangtec LIAISON 11 (2) Ufmb 37 30 44 101 84 118 mi 37 30 44 101 84 118
JanAg EIA (2) U/mL 30 25 35 78 66 90 U/mL 30 25 35 78 66 90
CISELSAH U/mt A A Ufml A A
Diagnostic Products immuite U/mb 3 28 36 84 K 93 Uil 31 26 36 84 70 98
Tiagnostic Products immulite 2000 U/mb 27 23 3t 72 85 79 Ufmb 27 23 3 72 65 79
UJIREBIO RIA T UmL 27 25 29 70 64 75 W/mL 27 25 29 70 64 75
nmunotech IRMA (2) WmL 25 20 30 72 58 86 WmL 25 20 30 72 58 86
Jrtho Glinical Diagnostics Vitros ECY UfmL 24 19 30 67 52 83 U/mL 24 19 30 67 52 83
loche Cobas Core EIA 1 (2) Ufmb 41 3 49 105 84 126 Urmb 41 3 49 105 84 126
‘oche Elecsys Umb 30 23 36 78 62 94 UL 30 23 36 78 62 94
7B Ranream {i (2) UmlL 30 24 35 86 69 103 UimL 30 24 35 86 69 103
OSOH AIA-PACK IEMA U/mL 35 30 40 93 84 12 Umt 35 30 40 98 84 112
Bl Magiwel (2) Umb 21 16 25 62 50 75 Umi 2 16 25 62 50 75
SRCINCEMBRYONIC ANTIGEN)
o0l Arctutect ng/mb 35 28 42 303 242 364 po/l ‘ 35 28 42 303 242 364
ahott AXSYM ng/mL 44 35 53 351 281 421 nndl R o o

hett My




LEVEL 1 - 44111

LEVEL 2 - 441127

LEVEL 1~ 44111

LEVEL 2 - 441127

UNITS MEAN RANGE MEAN RANGE St MEAN RANGE MEAN RANGE
° JCARCINGEMBRYDONIC ANTIGEN) {eontinued)
Adaltts BRIDGE (2) ng/mb 25 16 34 18.4 135 -~ 234 pg/lL 25 18 34 18.4 135 234
Bayer ACS:180 ng/mL 23 18 27 14.3 114 - 172 g/l 23 1.8 27 143 11.4 172
Bayer Adwia Centaur ng/ml. 20 16 24 126 101 - 151 pgh 2.0 16 24 12.6 10.1 15.1
Bayer tmimuna | ng/mL 1.9 15 2.3 231 185 - 277 ug/l 19 15 2.3 231 185 27.7
Beckman Coulter ACCESS ng/mL 1.7 14 20 121 101 ~ 140 Lol 17 14 20 121 10.1 140
BioCheck EIA (2) ng/mL. 43 40 52 280 287 - 37 pg/l. 43 40 5.2 28.0 26.7 317
bioMéneux VIDAS (2) ng/mL 19 12 26 155 105 - 205 ug/L 19 12 2.6 155 105 205
Byk-Sangtec IRMA-coat/RiA-mat 280 (2) ng/mL 78 58 94 610 511 - 709 ug/t 76 58 94 610 511 709
Byk-Sangtec LIA-mat/LiA-mat 5300 (2) ng/mb. 20 14 27 154 128 - 180 po/l 20 14 27 15.4 12.8 180
Byk-Sangtec LIAISON (2) ng/mi 24 19 28 13.1 1Mt - 151 ug/L 24 1.9 28 134 1141 15.1
SanAg EIA (2) ng/mb 6.8 58 78 56.0 476 - 644 pg/l 6.8 58 7.8 560 476 644
Jiagnostic Products Coat-A-Count IRMA (2) ng/mb. 36 <30 5.0 275 239 - 311 g/l 38 <30 5.0 275 239 311
Jragnostic Products tmmulite ng/mb 39 32 46 351 306 - 396 po/l 39 32 46 351 306 336
Jiagnostic Praducts Immufite 2000 ng/mL. 4.2 36 48 371 322 ~ 420 po/ll 42 36 48 3741 322 420
JaSonn M-K-S (2) ng/mL 5.1 36 67 415 312 - 518 ng/l 5.1 36 87 415 31.2 519
munotech IRMA (2) ng/mL 21 15 28 14.8 118 - 178 pg/L 21 15 28 14.8 118 178
Atsubishe Kagaku Medical (LPIA) (2) ng/ml 35 2.8 43 242 193 - 291 pglt 35 28 43 242 193 294
Atsubishi Kagaku Medical (LPIA-F) (2) ng/mb 15 11 18 103 82 -~ 124 g/l 1.5 11 18 103 8.2 12.4
¥tho Clinical Diagnostics Vitros ECt (1st IRP 73/601) | ng/mlL 80 46 75 53.5 405 - 685 ug/L 8.0 48 75 535 405 865
"ADIM BRIQ (2) ng/mb A A ug/L A A
ADIM IRMA CT (2) ng/mb A A g/t A A
oche Cobas Core EIA I (2) ng/mL 37 28 46 261 189 -~ 334 g/t 37 28 48 261 189 334
oche Elecsys ng/mb 55 42 638 422 333 - 511 Holl 55 42 6.8 422 333 511
DS0H AIA-PACK LEMA (1st IRP 73/601) ng/ml. 93 7.7 109 76.0 630 -~ 830 yglb 93 7.7 109 760 63.0 89.0
Bl Magiwe! Quantitative (2) ng/miL 41 31 5.1 306 243 - 388 pg/t 44 31 5.1 30.6 243 36.8
‘allac AutoDELFIADELFIA (WHO 1stIRP 73/601) (2} |  ng/mL 52 36 6.8 4141 329 -~ 493 Hg/L 52 36 6.8 411 329 493
211 {4)
SELSA(2) ng/mlL A A uglt A A
1JIREBIO RIA (2) ng/mt 3.70 310 4.30 37 3B - 45 po/L 3.70 310 430 37 35 45
xene Eleesys (2) ng/mlL 4,64 367 562 3 28 - 43 ugh 464 367 5.62 35 28 43
"I
hott Architect ng/ml 45 36 54 356 285 - 427 ug/L 45 36 54 356 285 427
altis SR1 {Automated System) (2) ng/mL. 37 23 52 272 183 - 374 polL 37 23 52 272 169 374
ver ACS:180 ng/mt. 46 37 56 323 259 - 388 g/t 46 37 56 323 259 388
Jer Advia Centaur ng/mL. 47 37 56 334 267 -~ 401 pa/ll 47 37 56 334 267 401
Jer Immung 1 ng/ml. 41 3 43 298 253 - 342 polt 41 33 48 298 253 342
Check EIA ng/mi. 44 36 51 269 229 - 310 Ho/l 44 36 51 269 229 310
Mérieux VIDAS ng/ml. 52 R 72 357 272 - 442 pgll 52 32 72 357 272 442
-Rad Quantimune IRMA ng/mi 45 36 55 367 278 - 456 fren 45 36 55 367 278 456
~Sangtec IRMA-mat/RIA-mat 280
2nd 1S 80/578} (2) ng/mt. 49 44 55 335 285 - 381 ugfl 49 44 55 335 289 38t
~Sangtec LIAISON (2nd IS 80/578) (2) ng/mt 47 42 53 382 338 -~ 42 g/l 47 42 53 382 338 426
gnostic Products Coat-A-Count IRMA ng/mL 47 38 56 270 182 - 358 ug/t 47 38 56 270 182 359
Jnostic Products immulite ng/mL 49 40 58 301 254 -~ 348 ug/l. 49 40 58 301 254 48
nostic Products immulite 2000 ng/mL 53 47 59 323 283 - 363 po/t 53 47 59 3R 283 363
wnotech {RMA (2) ng/ml 44 3% 53 261 209 - 313 g/l 44 36 53 261 208 313
"0 Clinical Diagnostics Vitros ECi ng/mt 45 34 56 243 178 - 308 ug/L 45 34 56 243 178 308
JIM BRIO (WHO/MRG 80/602) (2) ng/mi A A g/t A A
31V IRMA CT (WHO/MRC 80/602) (2) ng/mb A A ug/l A A
ne Gobas Core EIA (2) ng/mi 45 37 55 402 322 - 483 po/ll 46 37 55 402 322 483
he Elecsys ng/ml. 52 39 64 329 250 -~ 408 po/l 52 39 64 328 250 408
OH AlA-+.\CK 1EMA (1st IS 80/602) ng/ml 42 35 49 283 261 - 315 pg/t 2 35 49 283 251 315
Magiwel Quantiative (MIBSC 94/572) ng/mb 32 26 38 285 219 - 31t g/l 32 26 38 265 219 3n
. WIAN CHORIONIC GONADOTROPIN}
aft IMx mil/mL 1.0 92 12.8 106 a1 - 12 UL 110 92 128 106 91 121
us SR1 (Automated System) mil/mL 127 8.8 166 127 9 - 175 UL 127 85 16.6 127 79 175
s Masaclone mit/ nL 16.4 109 219 152 100 ~ 204 WA 164 10.8 219 152 100 204
r Advia Centaur mil/mL 10.0 80 120 107 8% - 128 (V8 10.0 8.0 120 107 85 128
7 immuno 1 mil/ml 13.1 1.2 154 128 103 -~ 148 UL 131 11.2 15.1 128 109 148
erigux VIDAS (1st IRP 75/537) mil/mL 120 88 16.0 132 104 ~ 160 UL 120 8.0 160 132 104 160
sangtec LIAISON (1st IRP 75/537) (2} mi/mb 6.3 45 8.1 77 60 - 9 UL 6.3 45 8.1 77 60 93
1A gnost (1st IRP OMS 75/537) milfmL A A L A A
10stie Products Coat-A-Count IRMA miml 14.1 122 16.0 127 115 - 139 UL 144 122 - 160 127 115 139
wstic Products immulite mit/mL 141 115 16.7 150 134 - 166 I 141 115 167 150 134 166
"ostic Products Immuhte Turbo miu/mL 14.2 12.0 16.5 152 133 - 1 WAL 142 120 16.5 152 133 171
‘ostic Products Immulite 2000 mil/mb 14.7 112 18.2 160 138 -~ 182 A 147 11.2 182 160 138 182
notech IRMA {2) miU/mb 90 6.3 17 87 n - 104 UL 9.0 63 1.7 87 70 104
"H AIA-PACK IEMA (3rd IS 75/537) mil/mL 14.3 129 187 145 138 -~ 160 TUA. 143 129 15.7 145 130 160
fagiwe! Quantitative (WHO 3rd IS 75/637) mil/mL 125 103 147 126 102 -~ 149 WL 125 103 14.7 126 102 149
SUBUNIT
t Architect mi/mL 84 67 10.1 83 67 -~ 100 AL 8.4 67 10.1 83 67 100
1 AXSYM miy/mL 130 11.0 150 139 125 - 153 WL 13.0 11.0 15.0 139 125 153
M miU/mL 122 a0 150 136 115~ 157 UL 12.2 9.0 15.0 136 115 157
ACS.180 miU/ml 113 90 135 121 97 - 145 AL 1.3 90 135 121 97 145
Advia Centaur mitimb 111 89 13.3 120 9% -~ 144 UL 111 89 133 120 9% 144
Chinical Diagnostics Vitros EC1 (3rd (S 75/537) | mil/mib. 137 98 176 143 102 -~ 184 U 13.7 g8 176 143 102 184
18RIO (WHO 61/6) (2) milmb A A UL A A




'1Bf Magiwel Quantitative (9)

ol

LEVEL 1 - 44111 LEVEL 2 - 44112" LEVEL 1~ 44111 LEVEL 2 - 44112
UNITS MEAN RANGE MEAN RANGE Sl MEAN RANGE MEAN RANGE
hCG-BETA SUBUNIT [contimed)
RADIM IRMA CT (WHO 75/537) (2) mit/mL A A [LUIR A A
Rache Cobas Core EIA 1 (2) mit/mbL 96 57 134 94 7B - 112 W 9.6 57 - 134 94 75 112
TOSOH AIA-PACK {EMA (3rd 1S 75/537) mil/mL 145 12.0 16.0 143 121 - 165 UL 145 120 - 160 143 121 165
NSE (NEURON SPECIFIC ENOLASE)
Byk Sangtec LIA-mat Prolifigen (2) ng/mL 7.10 4.25 9.95 226 163 - 289 ug/lL 7.10 425 - 995 226 163 289
Byk Sangtec LIAISON (2) ng/mt. 5.47 488 6.05 259 233 -~ 285 ug/L 5.47 488 - 605 259 233 28.5
Byk Sangtec Prolifigen IRMA (2) ng/mL. 5.70 390 750 175 109 - 241 pg/t 5.70 390 - 750 175 10.9 241
CanAg EIA (2) ' ng/mL <500 235 200 - 270 pg/l <5.00 235 20.0 270
CIS ELSA ng/mk A A pg/t A A
Pharmacia RIA (2) ng/mL A A g/l A A
Roche Cobas Core EIA I} (2) ng/mL 2.84 1.10 459 238 182 - 234 ng/L 2.84 110 - 459 238 182 294
Roche Elecsys ng/mb 1.37 108 1.66 210 166 - 254 P/l 137 1.08 - 166 210 166 25.4
PAP (PROSTATIC ACID PHOSPHATASE)
Abbott (Mx ng/mi 0.85 0.68 1.02 23 18 - 27 po/l. 085 068 - 1.02 23 18 27
Diagnostic Products IRMA Coat-A-Count ng/ml. A A g/l A A
Diagnostic Products immulite ng/mt. A A pg/t A A
Diagnostic Products Immulite 2000 ng/mL A A ug/L. A A
TOSOH AIA-PACK IEMA ng/mt. 040 0.20 0.60 15 10 - 20 pg/ 0.40 020 -~ 060 15 0
UBI Magiwe! Quantitative ng/mL <050 13 09 - 15 uglL <050 13 15
ﬁOLACTlN
Abbott Architect ng/mlL 202 16.1 242 127 102 - 153 Ho/L 202 161 ~ 242 127 102 153
Abbott AxSYM ng/mL 21.0 180 2490 144 19 - 169 ug/ 210 180 - 240 144 19 169
Abbott IMx ng/mt. 218 17.0 250 144 120 - 168 ug/l 210 170 - 250 144 120 168
Adalfis SR1 (Automated System) PiU/mL 354 283 425 1751 1391 - 2112 plU/mL 354 283 - 425 1751 1391 2112
Adaltis Maiaclone ng/mL 199 12.8 27.0 123 76 ~ 170 pil/mL 398 257 - 540 2468 1528 3408
Bayer ACS 180 ng/mL 163 13.1 196 109 87 -~ 131 pg/ll 163 131 - 196 109 87 131
Bayer Advia Centaur ng/mL. 16.1 12.1 18.1 97 7 - 116 pgiL 15.1 121 - 181 97 77 116
Bayer Immuno 1 ng/ml. 124 99 149 81 69 - 93 Hall 124 99 - 149 81 69 93
BioCheck EtA ng/mL 285 248 323 170 136 -~ 203 ug/l 285 248 - 323 170 136 203
Byk-Sangtec IRMA-mat/RIA-mat 280
(3rd IS 84/500) (2) wid/mL 404 352 456 2693 2220 - 3166 mit/L 404 352 -~ 456 2693 2220 3166
Byk-Sangtec LIA-mat/LIA-mat S300 (3rd IS 84/500) (2) |  piU/mL 428 358 498 2712 2014 - 3410 miU/L 428 358 - 498 2712 2014 3410
Byk-Gangtec LIAISON (3rd IS 84/500) (2) pil/mi 346 297 395 2244 2004 - 2484 miU/L 346 297 ~ 395 2244 2004 2484
CIS RIA gnost pllfmb A A mil/L A A
Diagnostic Products Coat-A-Count ng/mL 115 96 134 89 8t -~ 97 ug/l 115 96 - 134 89 81 97
Diagnostic Products IRMA Coat-A-Count ng/mL. 15.2 133 171 100 83 - 117 ug/l 15.2 133 - 174 100 83 117
Diagnostic Products Immulite ng/mbL 15.2 136 168 104 93 - 15 wg/l 152 136 - 168 104 93 115
Diagnostic Products Immulite 2000 ng/mb 14.8 132 164 102 87 -~ 117 uglt 148 132 - 164 102 87 17
Immunotech IRMA (WHO 84/500) (2) ng/mt. A A ug/L A A
Ortho Clinical Diagnostics Vitros ECi (3rd 1S 84/500) | uiU/mlL 361 268 454 2273 1673 - 2873 miL 361 268 ~ 454 2273 1673 2873
RADIM BRIO (WHQ 75/504) (2) ng/mL A A ug/l. A A
RADIM IRMA CT (2) ng/mL A A gl A A
Rache Cobas Core EIA (2) yil/mL 494 395 593 3710 2960 - 4450 miUL 494 395 - 593 3710 2960 4450
Roche Elecsys yil/mL 494 376 613 3043 2313 - 3774 miUL 494 376 - 613 3043 2313 3774
TOSOH AIA-PACK IEMA (2nd IS 83/562) ng/mb. 168 14.8 188 112 102 - 122 ug/lL 168 148 - 188 112 102 122
UB! Magiwel Quantitative (NIBSC 81/541) ng/mL 245 19.8 29.2 106 8 - 123 pgll 245 198 ~ 292 106 88 123
~3A (PROSTATE SPECIFIC ANTIGEN)
Abbott Architect ng/mL 18 14 22 22 17 26 g/ 18 14 - 22 22 17 26
Abbott AXSYM (MEIA) (Mono/Mono Kit # 3C19) ng/mL. 17 13 2.0 21 17 - 25 pg/L 1.7 13 - 20 21 17 25
Abbott AXSYM (MEIA) (Mono/Poly Kit # 7A49) ng/mb. 38 3.0 45 46 37 - 55 pg/lL 38 30 - 45 46 37 55
Abbott IMx ng/mL 3.7 30 45 47 38 -~ 5 yg/L 37 30 - 45 47 38 56
Adaltis SR1 (Automated System) (2) ng/mL 17 1.2 2.1 29 2 - 34 ug/ 1.7 12 - 21 29 23 34
Adaltis Maiactone (2) ng/mb 23 14 3.1 26 2t - 3 ug/L 23 14 - 31 26 21 3
Bayer ACS 180 (Equimolar) ng/mL. 22 17 26 24 19 - 29 ug/L 22 1.7 -~ 26 24 19 29
Bayer Advia Centaur (Equimolar) ng/mL 1.9 15 2.2 21 17 - 28 uo/t 19 15 - 22 21 17 26
Bayer Immuno | ng/mL. 2.4 1.7 25 29 23 - 34 pg/t 21 17 - 25 29 23 34
Beckman Coulter ACCESS Hybritech ng/mL 29 24 34 34 28 - 39 ng/t 29 24 - 34 34 28 39
BioCheck EIA (2) ng/mL 50 31 69 69 47 - 9 Hg/l 50 31 - 69 69 47 il
bioMérieux VIDAS ng/mL 28 18 34 29 24 - 34 Ho/L 26 18 - 34 29 24 34
Byk-Sangtec IRMA-mat/RIA-mat 280 (2) ng/ml 2.1 16 26 27 21 - 32 ug/l 21 16 ~ 26 27 21 32
Byk-Sangtec LIA-mat/LIA-mat S300 (2) ng/mL 27 21 32 33 27 - 39 g/l 27 21 - 32 3 27 - 39
Byk-Sangtec LIAISON (2) ng/mL. 2.1 17 25 27 23 - 3 Hg/L. 2.1 17 - 25 27 23 31
CanAg EIA (2) ng/mL 22 17 27 27 23 - 3t ug/ 22 17 - 27 27 23 3
CISRIACT ng/mb A A po/t A A
Dade Behring Dimensian (TPSA) ng/mL 18 12 23 22 15 - 29 g/t 1.8 12 - 23 22 15 29
Diagnostic Products Coat-A-Count IRMA ng/mb 18 <15 23 24 20 - 27 pg/l 18 <15 - 23 24 20 27
Diagnostic Products tmmulite ng/mi. 29 23 35 32 28 - 36 Lg/lL 29 23 - 35 32 28 36
Diagnostic Products immulite 3rd Gen. ng/mbL 22 19 25 >20 ug/L 22 19 ~ 25 >20
Diagnostic Products fmmulite 2000 ng/mL 2.8 24 3.1 ks 29 - 37 ug/l 2.8 24 - 341 33 29 37
Diagnostic Products immulite 2000 3rd Gen. ng/mb 2.3 19 28 >20 ugll 23 19 - 26 >20
Immunotech IRMA (2) ng/mb 18 14 22 22 7 - 26 po/l 18 14 - 22 22 17 26
Ortho Chiical Diagnostics Vitros ECI ng/miL 21 15 2.7 22 17 - 27 pg/l 2.1 15 - 27 22 17 27
Roche Cabas Core EIA 1} (2) ng/mL 22 15 3.0 29 21 - 37 pg/l 2.2 15 - 30 29 21 37
Roche Elecsys ng/mL 26 19 34 31 2 -~ 40 g/l 28 19 ~ 34 Kil 22 40
TOSOH AIA-PACK IEMA ng/mL. 24 21 27 28 4 - 32 pg/l 24 21 - 27 28 24 kY




LEVEL 1 - 44111 LEVEL 2 - 44112" LEVEL 1- 44111 LEVEL 2 - 44112

UNITS MEAN RANGE MEAN RANGE St MEAN RANGE MEAN RANGE
-30STATE SPECIFIC ANTIGEN) (sontinued)
ifac AutoDELFIA/DELFIA Prostatus EQM (2) ng/mL 19 156 - 23 22 18 - 26 ug/l 19 15 - 23 22 18 - 26
llac AutoDELFIA/DELFIA Prostatus Total (2) ng/mb. 1.9 15 - 23 21 17 - 25 pg/l 19 15 - 23 21 17 - 25
%A
Jott Architect ng/mL 19 15 ~ 23 24 20 - 29 ug/l 19 15 - 23 24 20 - 29
20tt AXSYM (2) ng/mL 17 13 - 20 22 17 - 26 gl 17 13 - 20 22 17 ~ 26
iitis SR1 (Automated System) (2) ng/mb 16 12 - 20 19 4 - 25 ug/ll 16 12 - 20 19 14 - 25
‘kman Coutter ACCESS Hybritech ng/mL 25 21 - 29 >20 ug/l 25 21 - 29 >20
Check EIA (2) ng/mL 60 50 - 70 >25 pgll 6.0 50 - 70 >28
Mérieux VIDAS (2) ng/mb. 20 15 - 25 >10 ug/L 20 15 - 25 >10
Ag EIA (2) ng/mbL 16 12 - 20 >10 ug/l. 16 12 - 20 >10
gnostic Products Coat-A-Count IRMA ng/mL A A o/l A A
gnostic Products Immulite ng/mbL 1.7 15 - 19 2 19 - 24 pg/L 17 15 - 19 22 19 - 24
gnoste Products Immuiite 2000 ng/mL 18 15 - 21 21 16 -~ 25 ugh 18 15 - 21 21 16 - 25
nunotech IRMA (2) ng/mL 16 11 - 21 20 14 - 26 gl 16 11 - 21 20 14 -~ 26
she Cobas Core EIA (2) ng/mL 18 14 - 22 21 6 - 27 ug/L 18 14 - 22 21 16 - 27
:he Elecsys ng/mL 1.9 14 - 25 23 16 - 29 ug/t. 19 14 - 25 23 16 - 29
Magiwel Quantitative (2) ng/mb 11 08 - 14 >15 uo/l 11 08 - 14 >15
flac AutoDELFIA/DELFIA Prostatus Free (2} ngfmb 16 13 - 18 18 4 - 2 gt 18 13 - 18 18 4 - 22
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diution should be made prior 10 running those tests
nere the value listed exceeds the highest standard

*st kt/instrument has not been cleared by the FDA for
s analyte Please refer to 21 §CFR 809 30 for additional
formation regarding the regulatton of analyte specific
agents

4 15-3, CA 72-4, CA 19-9 & CA 125 are trademarks of
Jirebio Diagnostics, a diviston of Fuprebro, ine, 200
reat Valley Parkway, Malvern, PA 19355

YFRA 21-1 RIA 15 based on the KS 191 and BM 1921
hbody system ficensed to Fujirebio, Inc , s distributars
1d hicensees, by Roche GmbH

cn-spiked analyte No claim 1s made for performance
- stability

ata not available at the time of printing Please inquire
ne data required to estabbsh the means and
sceptable ranges for this assay were not obtained due
> himded assignment participation i your facibty 1s
terested 10 participating n the Value Assignment
-ogram for this assay, please contact your local
'0-Rad Sales or Techmieal Services Group

o

or der Durchfuhrung von Tests, bel denen der
gegebene Zietwert die Konzentraton des hachsten
tandards ubersteigt, 1t eine Verdunnung verzunehmen
eser(s) Test /Gerat hat keine FDA Zulassung fur diesen
qalyten  Weitere Informahonen  bezuglich  der
orschriften fur Reagenzien mit spezifischen Analyten
sfinden sich in den FDA-Vorschriften 21 CFR §809 30

A 15-3, CA 72-4, CA 19- und CA 125 sind
farenzeichen  der  Fugrebio  Diagnostics, emem
nternehmensbereich von Fugrebio, tnc., 200 Great Valley
arkway, Malvern, Pennsyivania 19355, USA

YERA 21-1 RIA baseert auf dem KS 19,1 und BM 1921
atkorpersyx.em, das von Roche GmbH an Fuyrebio, Inc
~d deren Distributoren und Lizenznehmer hizensiert
yrde

it zugesetzter Analyt Es konnen kene Angaben
nsichtlich der Leistungsmerkmale oder der Stabilnat
amacht werden

aten zum Zepunkt des Drucks micht verfughar
1te nachfragen

4~ die Ermettiung der Zielwerte fur dresen Test standen
cht genugend Sollwertermutiler zur Verfugung
eswegen ist die Anzahl der vorliegenden MeBergebrisse
wcht ausreichend,  um Sichere Mittelwerte und
azugehorige zulassige Bereiche fur diesen’

Jern lhre Ennchtung interessiert ist, ber kinftigen
soltwertermittiungen fur diesen Test teilzunehmen,
ann bitten wir Ste fhre lokale Bio-Rad Nrederlassung
der unser Kundendienst-Tearn zu kontaktieren.

FRANGAIS

(1) Une dilution dort Btre effectude avant de procéder & ces

assais s ta valeur indiguée dépasse fa valeur étalon la plus

élevée

Ce kit/instrument d'analyse n'a pas 46 autonsé par la FDA

pour cet analyte Se reporter a 21 §CFR 809.30 pour des

renseignements complémentaires sur la réglementation

des réactifs d'analyses spécifiques

(31 CA15-3, CA 72-4, CA 19-9 et CA 125 sont des marques

commerciales de Fuprebio Diagnostics, une division de

Fuprebio, inc, 200 Great Valfley Parkway, Malvern,

PA 19355, USA

Le CYFRA 21-1 RIA est basé sur le systéme d'anticorps

KS 19.1 et BM 19 21 hcencié auprés de Fujirebio, inc., ses

distnbuteurs et ses concédants par Roche GmbH

Le produit n'est pas ennchi de cet amalyte Aucune

revendicatian n'est fate concernant les performances et

a statniité

A Données non disponibles & la date dimpression Pnére
de S8 renseigner

§ Le nombre de données n'a pas été suffisant pour
définic la moyenne et les iimites acceptables pour ce
dosage en raison du manque de laboratoires pour
&tablir ces valeurs. St votre laboratoire souhaite
participer & V'élaboration de ces valeurs, veuiliez
contacter votre correspondant Bio-Rad

2

{TALIANG

(1) Procedere alla dilwizione pnma dell'esecuzione dei test |

cur ¢ valon elencat superanc ia concentrazone dello

standard p afo

i ki/strumento non ¢ stato approvato dalia FDA per

questo analita Per ultenor informaziont sulla normativa

nguardante 1 reattive specifict per I'analita fare rferimento

a21 §CFR 809 30

CA 153, CA 72-4, CA 19-9 & CA 125 sono march:

registratr della Fujirebio Diagnostics, una dwisione

Fujirebio, Inc, 200 Great Valley Parkway, Malvern,

PA 19355, Stati Und.

CYFRA 21-1 RiA s1 basa sul sistema anticorpale KS 131

e BM 1921 dato mn licenza a Furebio, Inc,, al suo

distributort e concessionar, dalia Roche GmbH

Analita non aggiunto Non vengono forpiti dat sulle

restazioni, né dati i stabilita

A Jab non disporbii al momento della stampa
Richiedere informaziont

§ A causa della bassa o nulla partecipazione
nelfassegnazione valors, la media ¢ gh intervalli &
nfenmento per questo dosaggio non song stat definit:
Contattare git uffict locali per maggron chianment

2

ESPANGL

m

@

G

Debe efectuarse una dilucion antes de Nevar a cabo las
pruebas cuando el vaior mccado excede el estdndar
mas alto

El kitinstrumento de prueba no fia Sido homologado por
12 FDA para este aralito Consulte 21 CFR §808 30 para
obtener mas informacton sobre (a regulacién de reactivos
espacificos para el analto

CA 15-3, CA 72-4, CA 199 y CA 125 son marcas
comerciales de Fuprebic Diagnostics, dwisisn de
Fuprebio, Inc., 200 Great Valley Parkway, Malvern,
PA 19355 (Estados Unidos)

CYFRA 21-1 RIA se basa en et sisterna de anticuerpos
KS 19.1y BM 19 21, cuya ficenca Roche GmbH oforga a
Fuprebio, Inc, sus distribuidores ¥ ficenciatancs.

Analito no afladido al control No se garantiza of
comporiamiento nt fa estabilidad,

No se disponia de mformacion en et momento en que
se mpnmid este prospecto. Consulte cualquier duda
Debido a I baja o nula partcipasion en la asignacion de
valores, no se ha podido establpcer los valares medics
y rangos aceptables de este ensayo St su cenfro de
trabajo estd interesado en participar en fa valoracidn de
este ensayo, por favor copfacle con su oficina loca)
de Bio-Rad

PGRTUGUES

M

Deve ser efectuada uma diluicdo antes de se efectuarem
as andhises nas guass o valor listaco ultrapassa o padrdo
mais glevado

O dispositvo de testefinstrumento amda ndo foi
autorizado pela FOA relativamente a este analito, Para
obter mass informagdes sobre a regulamentacao relativa a
reagentes especificos de analtos, consuite a secqio
21 §CFR 802 30 do codigo de regulamentos feaerals

CA 15-3, CA 724, CA 19-9 & CA 125 s3o marcas
comerciais da Fujirebio Diagnbstics, uma divisdo da
Fujireio, Inc, 200 Great Valley Parkway, Maivern,
PA 19355 )

0O CYFRA 21-1 RIA basera-se no sistema anticorpos
KS 181 e BM 18,21 licenciado & Fuprebio, Inc, seus
distribuidores & ligenciados pela Roche GmbH

Analito sem picos NEo for feita qualquer afirmagdo em
relagdo ao desempenho ou & estabiidade

0s dados nZo se encontravam disponivers na aitura da
wmpressdo co folheto Por favor, efectue os dewdos
NQuertos.

Os dados necessdrios para a obtengo da média e do
wtervaio de referéncia para este anafito ndo foram
obtidos dada a Wmiada parbiipagdo na atribuigdo de
valores Se sstiver inferessade em participar no nosso
Programa de Atnbuigdo de Valores, por favor entre em
contacto com 0 seu representante local

SVENSKA

{1

=

Produlten skal} spadas innan tester vars angwna varden
ligger dver hogsta standardvérde utfors
Testkittet/instrumentet har inte godkants av FDA for denna
anaiyt Se punkt 21 i CFR (Code of Federal Regulations)
§ 80939 for yterkgare information om bestammetser
anglende analytspecifika reagenser

CA15-3, CA 72-4, CA 19-9 & CA 125 &r varumarken som
tidthor Fujirebic Diagnostics, en avdelning av Fuprebio,
inc, 200 Great Valley Parkway, Malvern, PA 18355, USA
CYFRA 21-1 RIA dr baserat pd antikroppssystemet
KS 191 och BM 1921 som anvands av Fupirebio, Inc,
dess distnbutorer och licensinnghavare pa hicens frén
Roche GmbH

) Epnvagd anaiyt Inga utfastelser avseende prestanda eller

halibarhet utfardas.

Data finris inte tliganghga wid tidpunkten for tryckning
Var god kontakta Bio-Rad Laboratories

Nodvandig data for att faststalla medelvarden och
acceptabla matomriden for denna analys kunde
nte msamfas pd grund av et allifar begransat
deltagarantal wid tdidelning av varden Om din
institution/ditt  laboratorium  onskar  deltaga  +
programmet for  tildelming  av varden (Value
Assignment Program) for denna analys, var god
kontakta  Bio-Rads  forsaliningsavdelning  eller
tekniska serviceavdelning

DANSK

U]

Der bar laves en fortynding inden de tests, hvor den
anforte vaerd: er hgjere end den hajeste standard, udferes
Testkit/instrument er ikke godkendt af FDA tl denne
analyt Der hemases il 21 §CFR 809 30 for yderligere
oplysninger om  regulat vedr.  analytspecifikk
reagenser.

CA15-3, CA 72-4, A 18-8 og CA 125 er varemarker, der
tilharer Fujirsbio Diagnosties, en division af Fugrebio, Inc
200 Great Valley Parkway, Malvern, PA 19355, USA
CYFRA 21-1 RIA er baseret pi KS 191 og BM 1921
antistofsystem, hvortil Fuprebio, Inc, deres distributerer
0g hicenshavere af Roche GmbH har faet lrcensret

) Analyt uden tisatning. Der havdes mtet om prastation

og holdbarhed

Ingen tilgengelige data da denne indizgsseddel gik
trykken Oplysning f3s ved henvendelse

Pga for tile tislutmng tl vores “Value Assignment
Program” har det desvarre ikke varet muligt at
have middelvardien og standart vanationenvardien
med pa denne analyse Skulle duft vere interesserst
i at deltage 1 dette program for denne analyse, s&
kontakt venhigst det iokale Bio-Rad




TABLE WITH ASSIGNED VALUES

The ranges provided are calculated using Annex 1a column 7 of the German Medical Association
Directive on Quality Assurance of Quantitative Laboratory Tests for Medical Parposes from 24 August
2001, published in the “Deutsche Arzteblatt’ Vol. 98 / No. 42 / 19 October 2001 / Page A 2747 and
revised on 22 March 2002 by the German Medical Assocration Board in Annex 1 a-d of the above
mentioned Guideline, published in the "Deutsche Arzteblatt’ Vol. 99 / No. 17 / 26 Apni 2002 /
Page A 1187

ZIELWERTTABELLE

Die angegebenen zuldssigen Bereiche wurden nach der Anlage 1a, Spalte 7 der Richtlinie der
Bundesarztekammer  zur  Qualittssicherung  quantitativer  faboratoriumsmedizimischer
Untersuchungen vom 24. August 2001, vercffentiicht im Deutschen Arzteblatt / Jg. 98 / Heft 42 / 19.
Oktober 2001 / Sette A 2747 baw den am 22, Mérz 2602 im Vorstand beschiossenen Anderungen der
Anfagen 1 a-d der 0.g. Richtlinie, verdffenticht im Deutschen Arzteblatt / Jg. 99 / Heft 17 / 26
April 2002 / Seite A 1187 berechnet.

GEBMAN RANGES RILIBAK - BEREICHE
LEVEL 1 - 44111 LEVEL 2 - 441127 LEVEL 1- 44111 LEVEL 2 - 44112"

UNITS MEAN RANGE MEAN RANGE Si MEAN RANGE MEAN RANGE
AFP (ALPHA-FETOPROTEIN)
Abbott Architect ng/mt 28 2 - 3 120 92 - 148 pg/t 28 2 - 35 120 92 - 149
Abbott AxSYM ng/mt 24 18 - 30 115 87 ~ 143 ug/L 24 18 - 30 115 87 - 143
Abbott fMx ng/mL 20 15 ~ 24 103 7% - 128 g/l 20 15 - 24 103 79 - 128
Adalis BRIDGE (2) mL |° 24 18 - 30 118 83 - 148 KU 24 18 - 30 118 83 - 148
Adaltis SR1 (Automated System) (2) U/mlL 21 16 ~ 26 88 67 - 109 KUAL 21 % - 26 88 67 — 109
Bayer ACS.180 ng/mL 28 21 - 34 110 84 - 137 ygh. 28 2t - ¥4 110 84 - 137
Bayer Advia Gentaur * ng/mi 27 2 - R 110 84 - 137 g/l 27 20 ~ 33 110 84 — 137
Bayer immunc | ng/mt. 23 17 - 29 91 69 - 113 po/l 23 17 - 29 91 69 ~ 113
Beckman Caulter ACCESS (WHD 1st IS 72/225) ng/mlL 25 19 ~ 31 107 81 - 133 ug/L 25 18 - 31 107 81 - 133
BioCheck EIA (WHO 1st IS 72/225) (2) ng/ml. 20 15 - 25 91 6% - 113 uglL 20 5 - 25 g1 69 - 113
bioMérieux VIDAS {2) W/mL 20 15 - 25 ] /8 - 112 kU 20 5 - 25 90 68 — 112
Byk-Sangtec IRMA RIA-mat 280 (1st1S 72/225) (2) |  UimlL 21 6 - 26 91 88 - 113 kUL 21 6 ~ 26 91 69 - 113
Byk-Sangtec LIA-mat S300 (1st IS 72/225) (2) itmL 21 16 - 26 92 70 - 114 kiU 21 16 - 26 92 70 - 114
Byk-Sangtec LIAISON (1st 1S 72/225) (2) WmL 20 15 - 25 86 65 - 106 kiU 20 15 - 25 86 65 - 106
CanAg BIA (2) no/mlL 26 20 - 32 118 9 - 146 ug/l 26 20 - 32 18 90 - 146
CIS RIA gnost (WHO 72/225) IW/mL A A KiUA A A
Diagnostic Products Coat-A-Count IRMA (2) jUfmL 20 15 - 24 84 64 - 104 KIu/L 20 15 - 24 84 64 - 104
Diagnostic Preducts Immulite 1U/mL 18 4 - 22 78 5 - 96 kIU/L 18 14 - 22 78 59 - 96
Diagnostic Products Immubite 2000 W/mL 18 13 - 22 79 60 - 97 kiU 18 13 - 22 79 60 - 97
Diagnostic Products TC Double Antibody IRMA IU/mL 17 13 - 21 9% 71~ 116 KIUAL 17 13 - 2t 94 71 - 116
DiaSorin M-K-S (WHO 72/225) (2) ng/mb 23 18 - 29 98 7% - 122 pgt 23 18 - 28 98 7% - 122
Immunotech IRMA (WHO 72/225} (2) U/mL 2 17 - 27 99 75 - 123 KL 22 17 - 27 99 75 - 123
Ortho Clinical Diagnostic Vitros EC (1st IRP 72/225) | IU/mL 19 14 - 23 75 57 - 93 KL 19 4 - 23 75 57 - 93
Radim BRIO (WHO 72/225) (2) ng/mb A A g/l A A
Radim IRMA CT (WHO 72/225) (2) ng/mL A A g/l A A
Roche Cobas Core EIA (2) U/mb 23 17 - 28 103 78 ~ 128 [T 23 17 -~ 28 103 78 — 128
Rache Elecsys W/ml. 20 15 - 24 90 68 - 112 kL 20 15 ~ 24 80 68 - 112
TOSOH AIA-PACK IEMA (IS 72/225) ng/ml 24 18 - 29 108 82 - 134 pgll 24 18 ~ 29 108 82 - 134
UBI Magiwel Quantitative (WHO 72/225) (2) W/mL 20 15 - 24 70 53 - 86 kluL 20 15 ~ 24 70 53 - 86
ALDOSTERONE
Diagnostic Products Coat-A-Count pg/mL 215 118 ~ 312 1145 830 - >1660 | pmoll 596 328 -~ 864 3172 1744 - >4599
DiaSonin ALDOCTK-2 (2) pg/ml 248 136 - 360 >1000 pmolL. 687 378 -~ 99 >2770
FERRITIN
Abbott Architect ng/mb 45 34 - 56 356 211 - a4t ug/lt. 45 34 - 56 356 271 - a4
Adaltis SR1 (Automated System) (2) ng/mb 37 28 - 46 272 206 - 337 g/t 37 28 - 46 272 206 - 337
Bayer ACE 180 ng/mL 46 3% - 57 323 246 - 40 po/l 46 35 - 57 323 246 - 401
Bayer Advia Centaur ng/mb 47 36 - 58 334 254 - 414 g/l 47 36 - 58 34 254 - 414
Bayet mmuno 1 ng/mb 41 31 - 51 298 226 - 369 g/l 41 31 - 51 298 226 ~ 369
BioCheck EIA ng/mt 44 33 - 55 269 204 - 334 ug/lt 4 33 - 55 269 204 -~ 334
bioMérieux VIDAS ng/mL 52 40 - 64 357 21 - 443 ug/ll 52 4 - 64 357 2711 — 443
Bto-Rad Quantimune IRMA ng/mL. 45 35 - 56 367 279 - 485 pall 45 3B - 56 367 279 - 455
Byk-Sangtec IRMA-mat/

RIA~mat 280 (2nd 1S 80/578) (2) ng/mb 49 38 - 6t 335 255 - 415 ugit. 49 38 - 61 335 255 - 415
Byk-Sangtec LIAISON (2nd IS 80/578) (2) ng/mL 47 3% - 59 382 290 - 474 ug/t 47 36 - 59 382 290 - 474
Diagnostic Products Coat-A-Count IRMA ng/ml 47 3% - 58 270 205 -~ 335 o/l 47 36 - 58 270 205 ~ 335
Diagnostic Products Immulite ng/mi 49 37 -~ 61 301 228 - 33 pg/L 49 37 - 61 301 229 ~ 373
Diagnostic Products immulite 2000 ng/mb 53 40 - 66 323 245 -~ 401 g/t 53 46 - 66 323 245 -~ 401
immunotech IRMA (2) ng/mL 44 34 - 55 261 198 ~ 324 pg/l 44 34 - 55 261 198 ~ 324
Ortho Ghinical Diagnostics Vitros EGi ng/mi. 45 34 - 56 243 185 -~ 301 ugh 45 34 -~ 56 243 185 -~ 301
RADIM BRIC (WHO/MRG 80/602) (2) ng/mb A A ug/L A A
RADIM IRMA CT (WHO/MRC 80/602) (2) ng/mi A A ug/L A A
Rache Cobas Core EIA (2) ng/mb 46 3 - § 402 306 -~ 498 g/l 46 35 - 57 402 306 ~ 498
Rache Elecsys ng/mb 52 3 - 64 329 250 ~ 408 ug/l 52 39 - 64 329 250 ~ 408
TOSOH AIA-PACK {EMA (1st 1S 80/602) ng/mL 42 32 - 5 283 215 - 351 ug/L 42 2 - 52 283 215 -~ 351
UB! Magiwel Quantitative (NIBSC 94/572) ng/mL 32 24 - 40 265 201 -~ 328 Lo/l 32 24 -~ 40 265 201 ~ 328

hCG (HUMAN CHORIONIC GONADOTROPIN)

Abhott IMx miU/mb 11.0 70 - 150 106 68 - 144 L 1.0 70 — 150 106 68 -~ 144
Adaltis SR1 (Automated System) miy/mi. 127 81 ~ 173 127 81 ~ 173 (173 127 81 ~ 173 127 81 - 173
Adaltis Maiaclone miu/mL 164 105 - 223 152 97 - 207 UL 164 105 - 223 152 97 ~ 207
Bayer Advia Centaur mi/mL 10.0 84 - 138 107 68 ~ 145 . 10.0 64 - 138 107 68 ~ 145
Bayer Immuno 1 mil/ml. 13.1 84 - 178 128 8 -~ 174 WL 13.1 84 - 179 128 82 ~ 174
bioMérieux VIDAS (1st IRP 75/537) miu/mL 120 77 - 163 132 84 - 180 UL 12.0 77 -~ 163 132 84 ~ 180
Byk Sangtec LIAISON (1st IRP 75/537) (2) mit/mL 6.3 40 ~ 86 77 4 -~ 105 A K] an - R/R 7 0 1ne




RILIBAK - BEREICHE

LEVEL 1~ 44111 LEVEL 2 - 441127 LEVEL 1-44111 LEVEL 2 - 44112"
UNITS MEAN RANGE MEAN RANGE St MEAN RANGE MEAN RANGE
3 (HUMAN CHORIONIC GONADOTROPIN) (continued)
nagnostic Products Immuitte Turbo miU/mL 142 9.1 193 152 97 207 U 142 9.1 19.3 152 97 207
‘agnostic Products Immulite 2000 mil/mL 147 9.4 20.0 160 102 218 L 147 94 200 160 102 218
nmunotech IRMA (2) mi/mL 9.0 58 122 87 56 118 Ut 9.0 58 122 87 56 118
0SOH AIA-PACK IEMA (3rd IS 75/537) oilimb 14.3 g2 194 145 93 197 L 143 92 194 145 93 197
Bi Magiwe! Quantitative (WHO 3rd 1S 75/537) mil/mb 125 80 170 126 80 171 UL 125 8.0 17.0 126 80 171
3~-BETA SUBUN(T
nbott Architect mil/mL 84 54 114 83 53 114 Wi 84 54 114 83 53 114
Shott AXSYM mit/mb 130 83 17.7 139 89 189 UL 13.0 83 177 139 89 189
obott IMx mil/mL 12.2 78 166 136 87 185 U 122 78 166 136 87 185
ayer ACS:180 miU/mb 113 72 15.3 12t 77 165 UL 11.3 72 15.3 121 77 165
ayer Advia Gentaur mil/mL 111 71 151 120 77 163 UL 14 741 151 120 77 163
tho Clinical Diagnostics Vitros ECi (3rd {S 75/537) | miU/mL 13.7 88 186 143 92 194 UL 13.7 88 186 143 92 194
ADIM BRIO (WHO 61/6) (2) miU/mL A A UL A A
ADIM IRMA CT (WHOC 75/537) (2) mil/mL A A UL A . A
sche Gobas Core EIA i (2) mit/mL 9.6 6.1 13.0 94 60 127 U 96 61 13.0 94 60 127
JSOH AIA-PACK {EMA (3rd IS 75/537) miU/mL 145 9.3 197 143 92 194 UL 145 93 19.7 143 92 194
. (PROSTATE SPECIFIC ANTIGEN)
bott Architect ng/mL. 1.8 13 24 22 15 28 gL 18 13 2.4 22 15 28
sbott AXSYM (MEIA} (Mono/Mono Kit # 3C19) ng/mL 1.7 12 22 21 15 27 ug/lL 17 12 2.2 21 15 27
sbott AXSYM (MEIA) (Mono/Poly Kit # 7A49) ng/mlL. 38 26 49 48 32 59 ug/L 38 26 49 46 32 59
sbott IMx ng/ml 37 26 4.8 47 33 61 ug/L 37 26 48 47 33 61
{altis SR1 (Automated System) (2) ng/mb 1.7 12 21 29 20 37 P/l 17 1.2 2.1 29 20 37
altis Masaclone (2) ng/mb. 2.3 16 29 26 18 34 g/l 2.3 16 2.9 26 18 34
ver ACS.180 (Equimotar) ng/mb 22 15 28 24 17 31 ug/lL 22 15 28 24 17 3
ver Adwvia Centaur (Equimolar) ng/mb. 1.9 13 24 21 15 28 ggil 19 13 24 21 15 28
ver fmmuna | ng/ml 2.1 15 27 29 20 37 o/l 2.1 15 27 29 20 37
ckman Coulter ACCESS Hybritech ng/ml. 29 20 37 34 24 44 no/lL 298 20 a7 34 24 44
Check EIA (2) ng/mL 5.0 35 6.5 69 48 90 pe/l 50 35 6.5 69 48 90
"Wérieux VIDAS ng/mk. 26 18 34 29 20 38 gL 26 1.8 34 29 20 38
«Sangtec {IRMA-mat/RiA-mat 280 (2) ng/mL 21 15 27 27 19 34 yg/l 24 15 27 27 19 34
«-Sangtec LIA-mat/LIA-mat S300 (2) ng/mL. 27 1.9 35 33 23 43 g/l 27 19 35 33 23 43
«-8angtec LIAISON (2) ng/mL. 2.1 15 27 27 19 35 B/l 21 15 27 27 19 35
1Ag EIA (2) ng/mt. 22 15 29 27 19 35 ug/l 22 15 29 27 19 35
SRIACT ng/mi A A ugll A A
Je Behning Dimension (TPSA) ng/mL. 18 12 23 22 15 29 uo/l 18 12 23 22 15 29
«gnostic Products Coat-A~Count IRMA ng/mb 18 <13 2.3 24 17 31 ug/L 18 <13 2.3 24 17 31
gnostic Products fmmulite ng/mL 29 2.0 38 32 22 41 ugl. 29 20 38 32 22 41
gnostic Products [mmulite 3rd Gen ng/mt. 22 15 29 >20 poi 22 i5 29 »20
gnostic Products Immulite 2000 ag/ml. 28 19 36 33 23 43 ug/L 28 19 ~ 36 33 23 43
grostic Products Immulite 2000 3rd Gen. ng/ml 23 16 29 >0 yg/t 23 16 29 >20
nunotech 1RMA (2) ng/mb 18 1.3 23 2 15 28 Hg/L 18 1.3 23 22 15 28
1o Climical Diagnostics Vitros ECi ng/mL 21 15 27 22 15 29 v 2.1 15 27 22 15 29
=he Cobas Core EIA It (2) ng/mL 22 16 29 29 20 38 ug/l 22 16 29 29 20 38
she Elecsys ng/mL 26 18 34 31 22 40 ug/l 26 18 34 31 22 40
S0H AIA-PACK IEMA ng/mt. 24 17 3.1 28 20 36 ug/t 2.4 17 3.1 28 20 36
Magrwe ' Quantitative {2) [/ 23 1.6 30 3u & 39 ug/ll 23 16 30 30 21 39
lac AutoDELFIAVDELFIA Prostatus EQM (2) ng/mb 19 1.3 25 22 15 29 ug/ll 19 1.3 25 22 15 29
Jlac AutoDELFIA/DELFIA Prostatus Total (2) ng/ml 19 13 25 21 15 27 ug/l 19 13 25 21 15 27
PSA
20t Architect ng/mL 19 14 25 24 17 32 pg/L 19 14 25 24 17 32
10tt AXSYM (2) ng/mlb 1.7 12 22 22 15 28 po/k 1.7 12 22 22 15 28
tis SR1 (Automated System) (2) ng/mL 16 1.1 20 19 13 25 g/t 16 11 20 13 13 25
kman Coulter ACCESS Hybritech ng/mb 25 17 32 >20 ug/ll 25 17 32 >20
Sheck EIA (2) ng/mb 60 42 7.8 >25 ug/t 6.0 42 78 »25
férieux VIDAS (2) ng/mt 20 14 2.6 >10 ug/L 20 14 26 >10
Ag EIA (2) ng/mt. 16 1.1 21 >10 ug/lL 16 1.1 21 >10
Jnostic Products Goat-A-Count IRMA ng/mL A A ug/ll A A
jnostic Products immulite ng/mb 1.7 1.2 22 22 15 28 ug/t 17 12 2.2 22 15 28
nostic Products immuiite 2000 ng/mb. 18 13 23 21 14 27 Hg/. 18 13 23 21 14 27
wunotech IRMA (2) ng/mlL 16 1.1 21 20 14 26 Hg/L 1.6 11 21 20 14 26
ne Cobas Core EIA (2) ng/mL 1.8 13 23 21 15 27 pg/L 1.8 13 23 21 15 27
e Elecsys ’ ng/mlL 19 13 25 2 16 29 pa/L 19 13 25 23 16 29
‘iagiwel Quantitative (2} ng/mi. 11 08 1.4 »>15 pa/lt 11 08 1.4 >15
ac AutoDELFIADELFIA Prostatus Free (2 ng/mL 16 11 2.1 18 13 23 g/l 16 11 21 18 13 ~ 23 J
TNOTES FUSSNOTEN

“dution should be made prior to running those tests where the value listed exceeds the highest standard.
st kitnstrument has not been cleared by the FDA for this analyte. Please refer to 21 §CFR 809 30 for

{itional information regarding the regulation of analyte specific reagents

:a not available at the Bme of printing. Please inquire

(1) Vor der Durchfuhrung von Tests, bei denen der angegebene Zielwert die Konzentrabion des hochsten

Standards ubersteigt, ist eine Verdunnung vorzunehmen.

(2) Dieser(s) Test /Gerat hat keine FDA Zulassung fur diesen Analyten Weitere Informationen bezliglich der
Vorschriften fur Reagenzien mit spezfischen Analyten hefinden sich 1 den FDA-Vorschriften 21 CFR §809 30
A Daten zum Zeitpunkt des Drucks nicht verfugbar. Bitte nachfragen
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A hurnan serum assayed tumor marker control
Tumormarker-Kontrolie (H um), mit Ziehwertangaben
Contrdle titré de sérum humain pour marguaurs tumoraux

Stero di controflo umano dosato per marcaton tumoral

Suero control humano vatorado para marcadores tumorales

Um soro humano ensaiado para controlo dos marcadores tumaorais.
En analyserad tumormarkorkontroll framstalld av humant serum.
En analyseret human serum tumermarkerkontrot
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Use for Use

‘ UNITED STATES, Bio-Rad Laboratones, Irvine, CA
FRANCE, Bio-Rad, Mames-la-Coqustte
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MANUFACTURERS LISTED // Angegebene Hersteller / Fabricants indiquss // Produtiori elencati ;7 Lista de fabricante /7 Fabrisantes enunciatlos // Angivna tillverkare // Anfarte produsenter

AB Sangtec Medical, Bromma, Sweden

Abbott Laboratories, Abbatt Park, llinois

Adaitis takia S.PA. Italy

Bayer Gorporation, Tarrytown, New York

Bayer Ciagnostics, East Waipole, Massachusetts
Beckman Coulter Inc , Chaska, Minnesota

BioCheck, Burlingame, California

bioMérieux, Lyon, France

Bio-Rad Laboratorigs, Hercules, California
Byk-Sangtec GmbH & Co. K, Deitzenbach, Germany
CanAg Diagnostics AB, Gothenburg, Sweden

CIS BIO Intermational, Bagnols-sur-cez, France
Diagnostic Preducts Corporation, Los Angeles, California
Diagnostic Systems Labs inc, Webster, Texas

UNITED STATES, Bio-Rad Laboratories, Irvine, CA

FRANCGE, Bio-Rad

3 boulevard Raymond Poincaré

92430 Marnes-la-Coquette

Phone: (33) 1-4795-6000 / Fax. (33) 1-4741-9133

DiaSonn, Stilwater, Minnesota

Fujirebio Inc , Tokyo, Japan

Immunotech S A. Marsedie, France

Mitsubishs Kagaku Medical Co , LTD, tharaki, Japan
Ortho-Chnicat Diagnostics Limited, Cardiff, United Kingdom
Pharmacia & Upjohn, Fretburg, Germany

Radim, Pomezia, ialy

Roche Diagnostics, a Division of Hoffman-LaRoche, inc, Branchburg, New Jersey
Roche Diagnostics GmbH, Penzberg, Germany

Roche Diagnostics, indianapokis, indiana

TFB, Tostunra-KU , Tokyo, Japan

TOS0H Medics Inc., South San Francisco, California
United Biotech, tnc., Mountain View, California

Wallac Oy, Turku, Fintand

UNITED STATES CUSTOMER SERVICE: 4000 Alfred Nobe! Drive « Hercules, Califorma 94547 « Phone (800) 2-BIO-RAD = Telefax (510) 741-6373

BIORAD

AUSTRALIA, Bio-Rad Laboratories Pty. Ltd. Unit 1 Biock Y, 391 Park Road, Regents Park NSW 2143 » Phone 61-2-9914-2800 « Telefax 61-2-9914-2888

AUSTRIA, Bio-Rad Laboratories Ges.m.b.H., Auhofstrasse 51-55, A-1130 Vienna « Phone 43-1-877-8901 « Telefax 43-1-876-5629

BELGIUM, Bio-Rad S.A.-N.V. B

§, B-9810

Bio-Rad Laboratories
Diagnostics Group

Eke » Phone 32-9-385-5511 « Telefax 32-9-385-6554

BRAZIL, Bio-Rad do Brasil, Rua dos Invalidos 212, 5 Andar, Lapa CEP 20231-020, Rio de Janeiro * Phone 5521-2507-6191 « Telefax 5521-2224-6524
CANADA, Bio-Rad Laboratories, Ltd., 2403 Guénette Montreal, Québec H4RZEY » Phone 1-514-334-4372 » Telefax 1-514-334-4415

CZECH REPUBLIC, Bio-Rad spol. s.r.0., Nad ostrovem 1119/7, 147 00 Prague 4 » Phone 420-2-41430532 » Telefax 420-2-41431642

CHINA, Bio-Rad China Limited, 18F/0 Hai Li Building, No. 88 Da Pu Road, Shanghai 200023 « Phone 86-21-683052255 « Telefax 86-21-53964775

8500 Jerommo Road
Irvine, Calfornia 92618
(800) 854-6737

(949) 598-1200

Telefax (949) 598-1550

FRANCE, Bio-Rad, 3 boul d Poll
GERMANY, Bio-Rad Lab ies GmbH, .‘ feid

DENMARK, Bro-Rad Laboratorles, Generatorvej 8 C, 2730 Herlev » Phone 45-4452-1000 » Telefax 45-4452-1001

FINLAND, Bio-Rad Labom{ories, Pihatorma 1 A, FIN-02240 Espoo ¢ Phone 358-9-804-22-00 « Telefax 358-9-804-11-10

§ 92430 Marnes-la-Coquette » Phone 33-1-4795-6000 » Telefax 33-1-4741-9133

164, 0-80939 Munich » Phone 49-88-318640 = Telefax 49-89-318-84100

HONG KONG, Bio-Rad Pacific Ltd., Unit 1111, 11F, New Kowioon Plaza 38, Tai Kok Tsui Rd., Tai Kok Tsui, Kowloon » Phone 852-2789-3300 » Telefax 852-2789-1257

INDIA, Bio-Rad Laboratories (India) Pte. Ltd., B&B1, Enkay Towers, Vanijya Nikunj, Udhyog Vihar, Phase-V, Gurgaon, 122016 Haryana » Phone 91-124-6398112 « Telefax 91-124-6398115

ISRAEL, Bio-Rad Laboratories Ltd., 14 Homa Street, New Industrial Area, Rishon Le Zion 75655 » Phone 972-3-8514127 » Telefax 872-3-9514129

Technical Service
(800} 854-6737

ITALY, Bio-Rad Laboratories S.rl., Via Cellini 18/A, 20090 Segrate, Milan + Phone 39-02-216091 » Telefax 39-02-21603-398
JAPAN, Nippon Bio-Rad Laboratories, 7-18, Higashi-Nippori 5-chome, Arakawa-ku, Tokyo 116-0014 » Phone 81-3-5811-6290 » Telefax 81-3-5811-6262

KOREA, Bio-Rad Korea Ltd., B1, Cambridge Building, 1461-15, Seocho-Dong, Seocho-Gu, Seoul, 137-070 » Phone 82-2-3473-4460 « Telefax 82-2-3472-7003
LATIN AMERICA, Bio-Rad Latin America, 14100 Paimetto Frontage Road, Suite 101, Miami Lakes, Florida 33016 + Phone 305-894-5950 » Telefax 305-894-5960
MEXICO, Blo-Rad Laboratorios Mexico, S A. de C.V.,, Adolfo Prieto No 1653, Colonia Del Valle, 03100 Mexico, D.F. » Phone 5255-5534-2552 « Telefax 5255-5524-5555

THE NETHERLANDS, Bio-Rad L

at 10, 3905 KV Veenendaal « Phone 31-318-540666 » Telefax 31-318-542216

NEW ZEALAND, Bio-Rad New Zealand, Unlt B 156 Bush Road, Albany, Auckland * Phone 54-9-415-2280 « Telefax 64-9-415-2284

NORWAY, Bio-Rad Lab ias, Johan S

gs vei 91, N-0694, Oslo » Phone 47-23-38-41-30 « Telgfax 47-23-38-41-39

POLAND, Bio-Aad Laboratories, ul Barburki 8, 04511 Warsaw ¢ Phone 48-22-815-39-51 » Telefax 48-22-812-66-82

PORTUGAL, Bio-Rad Laboratories, Rua do Entreposto Industrial, 3-1° Esq., 2724 - 513, Amadora * Phone 351-21-472-7700 « Telefax 351-21-472-7777

RUSSIA, Bio-Rad Laboratories Ltd., 37A/14 Leningradsky Pr., 125167 Mascow ¢ Phone 7-095-721-14-00 « Telefax 7-095-721-14-12

SINGAPORE, Bio-Rad Laboratorles (Singapore) Pte. Ltd., 211 Henderson Road #03-02, Hendérson industrial Park, 169552 « Phone 65-6272-9877 « Telefax 65-6273-4835
SOUTH AFRICA, Bio-Rad Laboratories (Ply) Lid., 34 Boiton Road, Parkwood, Johannesburg 2193 » Phone 27-11-442-85-08 « Telefax 27-11-442-85-25

SPAIN, Bro-Rad Laboratories S.A.. Lovez de Hovos 945-247 28042 Martvid « Dhnarna 24 01 £0N EO0N o Tajndnn: A4 A4 FARK Fod s



