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MAS® OmnisCORE™

Liouip Assavep INTEGRATED CHEMISTRY CoNTROL

InTeEnDED UsE

Thermo Scientific MAS® OmnieCORE™ is intended for use as an assayed control for monitoring assay
conditions in many clinical laboratory determinations. Include OmnieCORE with patient serum specimens
when assaying for any of the constituents.

Proouct DEescripTion

OmnieCORE is a liquid stable control material prepared from human serum. Analyte levels are adjusted
with various animal extracts and non-protein materials including drugs, drug metabolites and purified
chemicals. Amylase, ALT/GPT, AST/GOT, CK and lipase are obtained from porcine tissue; alkaline
phosphatase and GGT are from bovine tissue; LDH is from avian tissue. Preservatives and stabilizers are
added to maintain product integrity.

CAUTION: OmnieCORE is prepared from human source material. Components of the control which are
derived from human source materialhave beentested using FDA accepted methods and found non-reactive
for Hepatitis B Surface Antigen (HBsAg), Hepatitis C (HCV), HIV-1 and HIV-2. However, no test method can
offer complete assurance that products derived from human source material are free of infectious agents.
This control must be handled in accordance with recommendations from Centers for Disease Control/
National Institutes of Health manual, “Biosafety in Microbiological and Biomedical Laboratories,”2009.
The packaging of this product contains dry natural rubber.

DANGER: Omni®CORE control contains <8.9% Antistreptolysin, <2.8% Rheumatoid factor (RF) and <0.3%
bovine serum albumin (BSA)

H317 - May cause allergic skin reaction.

H334 - May cause allergy or asthma symptoms or breathing difficulties if inhaled.

Avoid breathing mist or vapor. Contaminated work clothing should not be allowed out of the workplace.
Wear protective gloves/eye protection/face protection. In case of inadequate ventilation wear respiratory
protection. If on skin: Wash with plenty of soap and water. [F INHALED: If breathing is difficult, remove
victim to fresh air and keep at restin a position comfortable for breathing. If skin irritation or rash occurs:
Get medical advice/attention. If experiencing respiratory symptoms: Call a POISON CENTER or doctor/
physician. Wash contaminated clothing before reuse. Dispose of contents/container to location in

accordance with local/regional/national/international regulations.

ConsTiTuenT List

The following constituents are contained in Omni«CORE:

Acetaminophen

Alanine Aminotransferase (ALT/GPT)
Albumin

Alkaline Phosphatase (Alk. Phos.)
Alpha-1-Acid Glycoprotein (AAG)*
Alpha-1-Antitrypsin (AAT)*
Alpha-2-Macroglobulin (AMG)*
Amikacin

Amylase

Amylase (Pancreatic)*
Antistreptolysin 0 (ASO)
Apolipoprotein A1 (APO A)*
Apolipoprotein B (APO B)*
Aspartate Aminotransferase (AST/GOT)
Beta-2-Microglobulin

Bile Acids*

Bilirubin, Conjugated @

Bilirubin, Direct®

Bilirubin, Neonatal

Bilirubin, Total

Bilirubin, Unconjugated @

Blood Urea Nitrogen (BUN)

C3 Complement*

C4 Complement*

Caffeine

Calcium

Carbamazepine

Carbon Dioxide (C02)
Ceruloplasmin (CER)*

Chloride

Cholesterol

Cholesterol, HDL

Cholesterol, LDL

Copper*

Cortisol

Creatine Kinase (CK)

Creatinine

C-Reactive Protein (CRP)

Digoxin

Disopyramide

Ethanol

Ethosuximide

Ferritin
Gamma-Glutamyltransferase (GGT)
Gentamicin

Glucose

Haptoglobin*

Immunoglobulin A (IgA)*
Immunoglobulin E (IgE)
Immunoglobulin G (IgG)*
Immunoglobulin M (IgM)

Iron

Lactate Dehydrogenase (LDH)
Lactic Acid

Lidocaine

Lipase

Lipoprotein A (Lp(a))*

Lithium

Magnesium ©

Methotrexate
N-acetylprocainamide (NAPA)
Osmolality

Phenobarbital

Phenytoin

Phosphorus ®)¢

Potassium

Prealbumin

Primidone

Procainamide
Pseudocholinesterase
Quinidine

Rheumatoid Factor (RF)
Salicylate

Sodium

T-Uptake

Theophylline

Thyroid Stimulating Hormone (TSH)
Thyroxine (Total T4)
Tobramycin

Total Iron Binding Capacity (TIBC)
Total Protein

Transferrin®

Tricyclic Antidepressants ¢!
Triglycerides *

Unsaturated Iron Binding Capacity (UIBC)*
Uric Acid

Valproic Acid

Vancomycin

Zinc

(a), (b), (c), (d) Please refer to package insert ranges for additional information.

*These constituents have not been adjusted but are at levels found in the source material. Lot to lot variation may

be observed.

STORAGE AND STABILITY

Once opened and stored tightly capped at 2-8°C, constituents of Omni®CORE other than Bilirubin are stable
for 30 days; Bilirubin is stable for 15 days. Constituents of OmnieCORE in unopened vials stored at 2-8°C
other than Bilirubin are stable for 60 days; Bilirubin is stable for 30 days. This product is stable until the
expiration date on the box when stored at -25 to -15°C. For optimum stability and performance DO NOT
store in self-defrosting freezers and maintain at -25 to -15° until thawing for use.

Bacterial contamination produces an increase in turbidity and/or a characteristic odor. Discard vial if
evidence of microbial contamination is observed.

ControL RANGES

The published control ranges are based upon a combination of replicate assays of representative samples
by participating laboratories, instrument/reagent manufacturers and direct correlation with other analytical
systems in accordance with established protocol. Instrument values provided in the attached data tables
are specific to this lot of control and are intended as guidelines only. Laboratories should establish internal
mean and range criteria based upon local test system evaluation and tolerance limits. All values have been
assigned with instruments and reagents available at the time of assay and expected values may vary with
different reagents and/or methodologies. Laboratory established means should fall within the assigned
ranges although subsequent instrument, reagent or calibration modifications may invalidate assigned
values.

Peer comparison data and latest QC lot specific updates are available online through LabLink® xL Quality
Assurance Program at www.maslablink.com. Refer to the Technical Assistance section for contact
information.

InsTrRucTIONS For UsE

Thaw control at room temperature (18-25°C) on a rocker or with periodic gentle inversion until liquid and
then immediately store at 2-8°C. Once opened, do not allow the vial to come to room temperature. Maintain
the control at 2-8°C at all times and minimize exposure to light. Thoroughly mix the contents of the vial
before each use by gently inverting for several minutes. Once the control is removed from 2-8°C open the
vial and transfer the required quantity of control into a clean sample cup. Replace cap immediately and
store the opened vial at 2-8°C. Assay the aliquot of control in accordance with the reagent manufactures
instructions. Do not return unused sample to the vial.

ONCE THAWED, DO NOT REFREEZE THE CONTROL.

Dropper tips are available to help minimize exposure of control samples to air. DO NOT use a syringe
needle to withdraw sample through the control bottle cap.

Quauiry ConTRoL
All quality control requirements should be performed in conformance with local, state and/or federal
regulations or accreditation requirements.

Limitations oF PROCEDURES
Compatibility of OmnieCORE has been demonstrated only with methods shown in this insert. Caution
should be employed when using these controls with methods for which values have not been printed.

The specificity of antibodies used in immunoassay procedures may vary between lots. As with patient
specimens, cross-reactivities between certain constituents in this control serum may occur with some
reagents. Consult reagent manufacturer’s package insert regarding possible interferences.

Minimize exposure to strong light for optimum bilirubin stability. Bilirubin values may drop-off following
exposuretooxygen. ltisrecommendedthatvial caps are replaced immediately following productsampling.
Bilirubin may decrease over the product shelf life.

For best results when measuring C02, handle with the same care given patient samples. Avoid prolonged
exposure of samples to air. Withdraw sample and replace cap immediately. Maintain the vial at 2-8°C.
Assay the sample without delay.

Iflow values are observed for Phosphorus and/or Magnesium assay results uponinitial thaw, an additional
equilibration at 2-8°C for 18-24 hours may be necessary for full recovery.

Phosphorous, Salicylate and Triglycerides may increase over the product shelf life.

Accurate andreproducibleresults are dependentupon properly functioninginstruments, reagents, and good
laboratory technique. This productisintended for use as anassayed control for quantitative assays of listed
constituentsin human serum. This productis notintended for use as a calibrator. For professional use only.

TecHNICAL ASSISTANCE

Inthe USA, for technical assistance, call 800-232-3342 or 510-979-5417. For insert updates and information, if
your laboratory subscribes to LabLink xL, visit www.maslablink.com and select LabLink Extra. Alternatively,
to subscribe to LabLink xL call 800-232-3342 or 510-979-5451.

Outside of the USA, if laboratory subscribes to Lablink xL, visit www.maslablink.com and select LabLink
Extra. Alternatively, please contact your local sales office or authorized distributor.

Cat. No. Description Size

0CR-101 MAS®Omni-CORE™, Level 1 6x5mL
0CR-202 MAS®0mni-CORE™, Level 2 6x5mL
0CR-303 MAS®0mni-CORE™, Level 3 6x5mL
286-606 Dropper Tips Pkg. 100
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MAS® OmnisCORE™

FLUSSIGE ANALYSIERTE INTEGRIERTE CHEMISTRY-KONTROLLE

ANWENDUNGSBEREICH

Thermo Scientific MAS® OmnieCORE™ ist fiir den Gebrauch als analysierte Kontrolle zur Uberwachung von
Testdurchfiihrungen bei vielen Bestimmungen im klinischen Labor vorgesehen. Setzen Sie Omni®CORE bei der
Testung auf einen der aufgefiihrten Parameter begleitend zu den Patientenserumproben ein.

PRODUKTBESCHREIBUNG

Bei OmnieCORE handelt es sich um ein fliissiges stabiles Kontrollldsungsmaterial, das aus Humanserum
hergestellt wird. Die Level der Analytkonzentration werden durch den Einsatz von unterschiedlichen
Tierextrakten und Nicht-Protein-Materialien, einschlieBlich Arzneimitteln, Arzneimittelmetaboliten und
Reinchemikalien, erzeugt. Amylase, ALT/GPT, AST/GOT, CK und Lipase werden aus Schweinegewebe
gewonnen; alkalische Phosphate und GGT aus Rindergewebe und LDH aus Gefliigelgewebe. Es wurden
Konservierungsmittel und Stabilisatoren beigefiigt, um die Intaktheit des Produkts zu wahren.

ACHTUNG: OmnieCORE wird aus Material humanen Ursprungs hergestellt. Bestandteile der Kontrolle, die
aus Material humanen Ursprungs hergestellt sind, sind nach von der FDA anerkannten Verfahren gepriift
worden und haben sich als nichtreaktiv auf Hepatitis B-Oberfldchenantigen (HBsAg), Hepatitis C (HCV), HIV-1
und HIV-2 erwiesen. Kein Testverfahren kann jedoch garantieren, dass Produkte aus Materialien humanen
Ursprungs génzlich frei von Infektionserregern sind. Diese Kontrolle muss gemaR der Empfehlungen des
2009 erschienenen Handbuchs ,Biosafety in Microbiological and Biomedical Laboratories” der Centers fiir
Disease Control/National Institutes of Health durchgefiihrt werden. Die Verpackung dieses Produkts enthalt
trockenen Naturkautschuk.

GEFAHR: Die Omni®CORE Kontrolle enthélt < 8,9 % Antistreptolysin, < 2,8 % Rheumafaktor (RF) und < 0,3 %
Rinderserum-Albumin (BSA)

H317 — Kann allergische Hautreaktionen verursachen.

H334 — Kann bei Einatmen Allergie, asthmaartige Symptome oder Atembeschwerden verursachen.

Einatmenvon Nebel oder Dampfvermeiden. Kontaminierte Arbeitskleidung nichtauRerhalb des Arbeitsplatzes
tragen. Schutzhandschuhe/Augenschutz/Gesichtsschutz tragen. Bei unzureichender Beliiftung Atemschutz
tragen. BeiBeriihrung mitder Haut: Mitviel Wasser und Seife waschen. BEI EINATMEN: Bei Atembeschwerden
an die frische Luft bringen und in einer Position ruhigstellen, die das Atmen erleichtert. Bei Hautreizung
oder -ausschlag: Arztlichen Rat einholen/arztliche Hilfe hinzuziehen. Bei Symptomen der Atemwege:
GIFTINFORMATIONSZENTRUM oder Arzt anrufen. Kontaminierte Kleidung vor erneutem Tragen waschen.

Entsorgen Sie den Inhalt/Behélter gemaR der lokal/regional/national/international geltenden Vorschriften.

PARAMETERLISTE

Omni°eCORE enthilt die folgenden Parameter:

Acetaminophen
Alanin-Aminotransferase (ALT/GPT)
Albumin

Alkalische Phosphate (ALP)
Alpha-1-Acid Glycoprotein (AAG)*
Alpha-1-Antitrypsin (AAT)*
Alpha-2-Makroglobulin (AMG)*
Amikacin

Amylase

Amylase (Pankreas)*
Antistreptolysin 0 (ASO)
Apolipoprotein A1 (APO A)*
Apolipoprotein B (APO B)*
Aspartat-Aminotransferase (AST/GOT)
Beta-2-Mikroglobulin

Bilirubin, Direkt?

Bilirubin, Gesamt @

Bilirubin, Konjugiert'®

Bilirubin, Neonatal

Bilirubin, Unkonjugiert®
Harnstoff-N (BUN)

C-reaktives Protein (CRP)
C3-Komplement*
C4-Komplement*

Carbamazepin

Ceruloplasmin (CER)*

Chloride

Cholesterin, gesamt

Cholesterin, HDL

Cholesterin, LDL

Cortisol

Creatinin

Creatinkinase (CK)

Digoxin

Disopyramid

Eisen

Ethanol

Ethosuximid

Ferritin

Gallenséuren®
Gamma-Glutamyltransferase (GGT)
Gentamicin
Gesamteisenbindungskapazitét (TIBC)
Gesamteiweill

Glukose

Haptoglobin*

Harnséure

Immunglobulin A (IgA)*
Immunglobulin E (IgE)
Immunglobulin G (IgG)*
Immunglobulin M (IgM)
Kalium

Kalzium

Koffein

Kohlendioxid (C02)

Kupfer*
Laktatdehydrogenase (LDH)
Laktat

Lidocain

Lipase

Lipoprotein A (Lp(a))*
Lithium

Magnesium ©

Methotrexat
N-acetylprocainamid (NAPA)
Natrium

Osmolalitat

Phenobarbital

Phenytoin

Phosphat

Prealbumin

Primidon

Procainamid
Pseudocholinesterase (CHE)
Quinidine

Rheumafaktor (RF)

Salicylat

T-Uptake

Theophyllin
Thyreoidea-stimulierendes Hormon (TSH)
Thyroxin (Gesamt-T4)
Tobramycin

Transferrin*

Triglyceride ®

Trizyklische Antidepressiva ¥
Ungesittigte Eisenbindungskapazitét (UIBC)*
Valproinsdure

Vancomycin

Zink

(a), (b), (c), (d) Auf der Packungsbeilage sind zusétzliche Informationen zu den Bereichen vermerkt.
*Diese Parameter wurden nicht erzeugt, sind aber in den Wertebereichen, die in Quellmaterialien gefunden werden.
Zwischen einzelnen Chargen kann es zu Variationen kommen.

LAGERUNG UND STABILITAT

Wird Omni®CORE nach dem (ffnen wieder fest verschlossen und bei 2-8°C gelagert, sind die Parameter auBer
Bilirubin 30 Tage stabil, Bilirubin ist 15 Tage stabil. Parameter von OmnieCore auRer Bilirubin in ungedffneten
Kontrollflaschen, die bei 2-8°C gelagert werden, sind 60 Tage stabil, Bilirubin ist 30 Tage stabil. Dieses Produkt
ist wahrend der Lagerung bei -25°C bis -15°C bis zu dem auf der Verpackung angegebenen Verfallsdatum
stabil. Zur optimalen Stabilitdt und Performance KEINE Gefrierschrénke mit Abtauautomatik verwenden und
bei -25°C bis -15°C lagern, bis das Produkt zum Gebrauch aufgetaut wird.

Bakterienkontamination verursacht eine stérkere Triibung und/oder einen charakteristischen Geruch.
Kontrollflaschen mit Anzeichen mikrobieller Kontamination entsorgen.

KKONTROLLBEREICHE

Die verdffentlichten Kontrollbereiche basieren auf einer Kombination von Wiederholungstests und
repréasentativer Proben, die von teilnehmenden Laboren, Gerate-/Reagenzienherstellern durchgefiihrt
wurden, und auf der direkten Korrelation von anderen Analysensystemen gemal dem festgelegten Protokoll.
Die angegebenen Geratewerte gelten nur fiir diese Charge der Kontrolllosung und dienen nur als Richtlinie.
Labore sollten interne Mittelwert- und Bereichskriterien einfiihren, die auf lokalen Testsystembeurteilungen
und Toleranzgrenzen basieren. Alle Werte sind mit Gerdten und Reagenzien zugewiesen worden, die zum
Zeitpunkt der Durchfiihrung des Tests vorhanden waren, und bei der Anwendung anderer Reagenzien und/
oder Verfahren kann es zu Abweichungen von Sollwerten kommen. Die im Labor erhobenen Mittelwerte sollten
in den zugewiesenen Bereichen liegen, wenngleich spatere Anderungen an Geréten, Reagenzien oder der
Kalibrierung zugewiesene Werte ungiiltig machen kénnen.

Peer-Vergleichsdaten und die neuesten chargenspezifischen QK-Aktualisierungen finden Sie im LabLink®
xL Qualitatssicherungsprogramm unter www.maslablink.com. Kontaktinformationen finden Sie im Abschnitt
zum technischen Service.

GEBRAUCHSANWEISUNG

Tauen Sie das Kontrollmaterial bei Zimmertemperatur (18-25°C) auf einem Rollenmischer oder durch
gelegentliches vorsichtiges Schwenken vollsténdig auf. Lagern Sie das geldste, fliissige Kontrolimaterial
sofort bei 2-8°C. Verwenden Sie das Kontrolimaterial sofort nach der Entnahme von 2-8°C. Mischen Sie
das Kontrollmaterial vor jedem Gebrauch fiir einige Minuten griindlich. Nicht schiitteln. Offnen Sie die
Kontrollflasche und tiberfiihren Sie die bendtigte Menge an Probe in ein sauberes ProbengefaB. VerschlieRen
Sie nach Entnahme sofort wieder die Kontrollflasche und lagern Sie diese bei 2-8°C. Nicht verwendete
Kontrollldsung darf nicht wieder in die Kontrollflasche zuriickgegeben werden.

DIE KONTROLLLOSUNG DARF NACH DEM AUFTAUEN NICHT WIEDER EINGEFROREN WERDEN.

Es sind Dropper Tips erhaltlich, damit die Kontrollldsung so wenig wie maglich mit Luft in Beriihrung kommt.
Die Kontrolllosung darf NICHT durch den Deckel der Kontrollflasche mit einer Spritze entnommen werden.

QUALITATSKONTROLLE .
Alle Qualitatskontrollen sollten in Ubereinstimmung mit 6rtlichen, Landes- und/oder Bundesvorschriften bzw.
Akkreditierungsbestimmungen durchgefiihrt werden.

VERFAHRENSEINSCHRANKUNGEN

Die Kompatibilitdt von OmnieCORE wurde nur fiir die in dieser Packungsbeilage aufgefiihrten Verfahren
aufgezeigt. Vorsicht ist geboten, wenn diese Kontrollldsungen mit Verfahren verwendet werden, fiir die keine
Werte angegeben sind.

Die Spezifitat der in Inmunoassays verwendeten Antikdrper kann sich von Charge zu Charge éndern. Wie bei
Patientenproben kann es zu Kreuzreaktionen zwischen verschiedenen Parametern in diesem Kontrollserum
und manchen Reagenzien kommen. Mégliche Beeintréchtigungen finden Sie in der Packungsbeilage des
Reagenzienherstellers.

Vermeiden Sie starken Lichteinfluss, um die Stabilitdt von Bilirubin optimal zu halten. Bilirubinwerte konnen
abfallen, wenn das Kontrollmaterial Sauerstoff ausgesetzt wird. Nach Entnahme der Probe wird empfohlen,
die Kontrollflasche mit dem Deckel sofort wieder zu verschlieRen. Bilirubinwerte kdnnen im Laufe der
Produkthaltbarkeit abfallen.

Die besten Ergebnisse bei der Messung von CO2 werden erzielt, wenn mit der gleichen Vorsicht wie bei
Patientenproben vorgegangen wird. Vermeiden Sie langeren Kontakt der Proben mit Luft. Entnehmen Sie die
Probe und verschlieRen Sie diese sofort wieder mit dem Deckel. Lagern Sie die Kontrollflasche bei 2-8°C.
Testen Sie die Probe umgehend.

Werden nach dem ersten Auftauen niedrige Testergebnisse fiir Phosphor und/oder Magnesium beobachtet,
ist eventuell eine weitere Aquilibrierung zur Regenerierung bei 2-8°C fiir 18-24 Stunden erforderlich.

Phosphat-, Salicylat- und Triglyzeridwerte kdnnen im Laufe der Produkthaltbarkeit ansteigen.

Genaue und reproduzierbare Ergebnisse sind von ordnungsgemaR arbeitenden Geréten, Reagenzien und
einer guten Laborpraxis abhéngig. Dieses Produkt ist fiir die Verwendung als analysierte Kontrolllésung
fiir quantitative Tests der aufgefiihrten Parameter in Humanserum bestimmt. Dieses Produkt ist nicht zur
Verwendung als Kalibrator bestimmt. Nur zum Fachgebrauch.

TECHNISCHER SERVICE

Technischen Service erhalten Sie in den USA unter den Telefonnummern 800-232-3342 oder
510-979-5417. Falls Ihr Labor LabLink xL abonniert, konnen Sie Aktualisierungen der Packungsbeilage und
Informationen unter www.maslablink.com finden (, LabLink Extra” auswahlen). LabLink xL kdnnen Sie auch
telefonisch unter 800-232-3342 oder 510-979-5451 abonnieren.

AuBerhalb der USA besuchen Sie, sofern Ihr Labor LabLink xL abonniert hat, www.maslablink.com (, LabLink
Extra” auswéhlen). Sie kdnnen sich auch an die nachste Vertriebsniederlassung oder einen autorisierten
Héndler wenden.

Bestellnr: Beschreibung GroBe
OCR-101 MAS®0mni-CORE™, Level 1 6x5mL
0CR-202 MAS®0mni-CORE™, Level 2 6x5mL
0CR-303 MAS®0mni-CORE™, Level 3 6x5mL
286-606 Dropper Tips 100 Stiick
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MAS® OmnisCORE™

CONTROLE DE CHIMIE INTEGRE, DOSE, LIQUIDE

APPLICATION

Le MAS® OmnieCORE™ de Thermo Scientific est un contrdle dosé, destiné a surveiller la performance de
nombreux tests pratiqués en laboratoires cliniques. Intégrer Omni®CORE dans les échantillons de sérum de
patients lors du dosage.

DESCRIPTION DU PRODUIT

Omni*CORE est un produit de contrdle stable et liquide, préparé a partir de sérum humain. Les taux d‘analytes
sont ajustés a l'aide de divers extraits d’animaux et de composés non protéiques, dont des drogues, des
métabolites de drogues et des produits chimiques purifiés. L'amylase, I'’ALT/GPT, I'AST/GOT, la CK et la lipase
sont d‘origine porcine ; la phosphatase alcaline et la GGT sont d'origine bovine ; la LDH est d‘origine aviaire. Des
conservateurs et des stabilisants sont ajoutés pour maintenir I'intégrité du produit.

ATTENTION : OmnieCORE est préparé a partir de substance d'origine humaine. Les composants du contrdle
provenant de substance d'origine humaine ont été testés selon des méthodes approuvées par la FDA et se sont
avérés négatifs pour I'antigéne de surface de I'népatite B (HBsAg) I'hépatite C (HCV) et le HIV-1 et 2. Toutefois,
aucune méthode de test ne peut garantir avec une certitude absolue que des produits d'origine humaine sont
exempts d'agents infectieux. Ce contrdle doit étre manipulé conformément aux recommandations du manuel
des Centers for Disease Control/National Institutes of Health, « Biosafety in Microbiological and Biomedical
Laboratories », 2009. Lemballage de ce produit contient du caoutchouc naturel sec.

DANGER : Le contrdle Omni®CORE contient < 8,9 % d'antistreptolysine, < 2,8 % de facteur rhumatoide (FR) et
<0,3% d’albumine bovine (AB)

H317 - Peut provoquer une allergie cutanée.

H334 - Peut provoquer des symptomes allergiques ou d'asthme ou des difficultés respiratoires par inhalation.

Eviter de respirer les gaz ou vapeurs. Les vétements de travail contaminés ne devraient pas sortir du lieu de
travail. Porter des gants de protection/un équipement de protection des yeux/du visage. Lorsque la ventilation
du local est insuffisante, porter un équipement de protection respiratoire. En cas de contact avec la peau :
laver abondamment a I'eau et au savon. EN CAS D'INHALATION : s'il y a difficulté a respirer, transporter la
victime a |'extérieur et la maintenir au repos dans une position ot elle peut confortablement respirer. En cas
d'irritation ou d’éruption cutanée : consulter un médecin. En cas de symptdmes respiratoires : appeler un
CENTREANTIPOISON ou unmédecin. Laver les vétements contaminés avantréutilisation. Eliminer le contenu/

contenant dans un endroit conforme aux réglementations locales/régionales/nationales/internationales.

LISTE DE COMPOSANTS

Les composants suivants sont présents dans Omni®eCORE :

Acide lactique

Acides biliaires*

Acide urique

Acide valproique

Alanine aminotransférase (ALT/GPT)
Albumine

Alpha-1-antitrypsine (AAT)*
Alpha-1-glycoprotéine acide (AAG)*
Alpha-2-macroglobuline (AMG)*
Amikacine

Amylase

Amylase (pancréatique)*
Antidépresseurs tricycliques @
Antistreptolysine 0 (ASO)
Apolipoprotéine A1 (APO A)*
Apolipoprotéine B (APO B)*
Aspartate aminotransférase (AST/GOT)
Azote uréique du sang (BUN)
Bilirubine, conjuguée @

Bilirubine, directe @

Bilirubine, non conjuguée @
Bilirubine, néonatale @

Bilirubine, totale @
Béta-2-microglobuline

Caféine

Calcium

Capacité de fixation du fer non saturé (UIBC)*
Capacité totale de fixation du fer (TIBC)
Carbamazépine

Chlorure

Cholestérol

Cholestérol, HDL

Cholestérol, LDL

Complément C3*

Complément C4*

Cortisol

Créatine kinase (CK)

Créatinine

Cuivre*

Céruléoplasmine (CER)*

Digoxine

Dioxyde de carbone (C02)
Disopyramide

Facteur rhumatoide (RF)

Fer

Ferritine
Gamma-glutamyltransférase (GGT)
Gentamicin

Glucose

Haptoglobine*
Immunoglobuline A (IgA)*
Immunoglobuline E (IgE)
Immunoglobuline G (IgG)*
Immunoglobuline M (IgM)
Lactate déshydrogénase (LDH)
Lidocaine

Lipase

Lipoprotéine A (Lp(a))*
Lithium

Magnésium ©
Méthotrexate
N-acétylprocainamide (NAPA)
Osmolalité

Paracétamol

Phenytoine

Phosphatase alcaline (Alk. Phos.)
Phosphore !
Phénobarbital

Potassium

Primidone

Procainamide

Protéine C-réactive (CRP)
Protéine totale
Préalbumine
Pseudocholinestérase
Quinidine

Salicylate

Sodium

T-Uptake

Thyroxine (Total T4)
Thyréostimuline (TSH)
Théophylline
Tobramycine
Transferrine*
Triglycérides
Vancomycine

Zinc

Ethanol

Ethosuximide

(a), (b), (c), (d) Pour de plus amples informations, consulter les plages indiquées sur la notice.

*Le taux de ces composants na pas été ajusté : ils sont présents aux mémes taux que dans la substance d’origine.

Une certaine variation entre les différents lots peut étre constatée.

CONSERVATION ET STABILITE

Une fois ouverts, les flacons de OmnieCORE sont stables pendant 30 jours s'ils sont conservés hermétiqguement
fermés entre 2 et 8 °C, sauf la bilirubine qui est stable pendant 15 jours. Les flacons non ouverts de OmnieCORE
sont stables pendant 60 jours s'ils sont conservés entre 2 et 8 °C, sauf la bilirubine qui est stable pendant 30 jours.
Ce produit est stable jusqu'a la date de péremption indiquée sur la boite lorsqu'il est conservé entre -25 et-15 °C.
Pour une stabilité et une performance optimales, NE PAS conserver dans des congélateurs auto-dégivrants et
maintenir entre -25 et -15 °C jusqu’a décongélation pour utilisation.

La contamination bactérienne accroit la turbidité et/ou produit une odeur caractéristique. Eliminer tout flacon
présentant des signes de contamination microbienne.

PLAGES ACCEPTABLES

Les plages acceptables publiées reposent a la fois sur les dosages répétés que les laboratoires participants et
les fabricants d'instruments/de réactifs ont effectués a partir d'échantillons représentatifs et sur la corrélation
directe avec d'autres systémes d‘analyse, conformément au protocole établi. Les valeurs fournies pour les
instruments, indiquées dans les notices jointes, sont spécifiques a ce lot de contréle et sont proposées a
titre indicatif uniquement. Les laboratoires sont tenus d‘établir leurs propres moyennes et plage acceptables
internes d‘apres I'évaluation de leur systéme d‘analyse et ses limites de tolérance. Toutes les valeurs ont été
assignées a l'aide d'instruments et de réactifs disponibles lors du dosage ; les valeurs acceptables peuvent
varier en fonction des différents réactifs et/ou méthodes employés. Les moyennes établies par le laboratoire
doivent se situer dans les plages acceptables, bien que des modifications ultérieures de I'instrument, des
réactifs ou de I'étalonnage puissent des invalider.

La comparaison des données entre laboratoires et les derniéres mises a jour spécifiques au lot CQ sont mises
a disposition dans le cadre du programme d’assurance qualité LabLink® xL, sur le site www.maslablink.com.
Consulter la section Assistance technique pour obtenir nos coordonnées.

MobE p’EmpLOI

Décongeler le contrdle a température ambiante (18 & 25 °C) sur un agitateur ou en retournant délicatement
le flacon réguliérement jusqu’a ce que son contenu devienne liquide, puis le réfrigérer immédiatement entre
2 et 8 °C. Une fois ouvert, ne pas laisser le flacon atteindre la température ambiante. Toujours conserver
le contréle entre 2 et 8 °C et limiter son exposition a la lumiére. Bien mélanger le contenu du flacon en le
retournant délicatement pendant quelques minutes avant chaque utilisation. Dés que le contréle n’est plus
maintenu entre 2 et 8 °C, ouvrir le flacon et transférer le volume de contrdle nécessaire dans un godet a
réaction propre. Reboucher immédiatement et conserver le flacon ouvert entre 2 et 8 °C. Doser I'aliquote de
contrdle selon les instructions du fabricant de réactif. Ne pas remettre d'échantillon non utilisé dans le flacon.

NE PAS RECONGELER LE CONTROLE UNE FOIS QU'IL A ETE DECONGELE.

Des embouts compte-gouttes permettent de limiter I'exposition des échantillons de contréle a I'air. NE PAS
utiliser d'aiguille de seringue pour aspirer I'échantillon a travers le bouchon du flacon de contréle.

CONTROLE DE QUALITE
Toutes les exigences propres aux contrdles de qualité doivent étre appliquées conformément aux reglements
locaux, régionaux et/ou nationaux ou aux exigences d'agrément.

LIMITES DE LA PROCEDURE

La compatibilité de OmnieCORE n'a été démontrée qu‘a l'aide des méthodes indiquées dans cette notice.
Faire preuve de prudence si ces contréles sont utilisés avec des méthodes dont les valeurs de dosage n'ont
pas été publiées.

La spécificité des anticorps utilisés dans les procédures de dosage immunologique peut varier d’un lot a
I'autre. Comme pour les échantillons patients, une réactivité croisée entre certains composants de ce sérum
de contréle peut se produire avec certains réactifs. Consulter la notice du fabricant du réactif en ce qui
concerne les interférences possibles.

Pour une stabilité optimale de la bilirubine, réduire au maximum I'exposition a la lumiére forte. Les valeurs
de la bilirubine peuvent diminuer apres exposition a I'oxygéne. Il est conseillé de reboucher les flacons
immédiatement aprés le prélevement de I'échantillon. Les valeurs de la bilirubine peuvent diminuer au cours
de la durée de vie du produit.

Pour obtenir des résultats optimaux dans le cadre de la mesure du CO2, procéder avec le méme soin que
lors de la manipulation d’échantillons de patient. Eviter toute exposition prolongée des échantillons a I'air.
Prélever I'échantillon et reboucher immédiatement. Conserver le flacon entre 2 et 8 °C. Doser I'échantillon
sans attendre.

Apreés une premiere décongélation, si les valeurs de phosphore et/ou de magnésium sont faibles, il peut étre
nécessaire de laisser la solution s'équilibrer plus longuement (18 & 24 heures) entre 2 et 8 °C afin d'obtenir
une détection complete.

Les concentrations en phosphore, salicylate et triglycérides peuvent augmenter au cours de la durée de
vie du produit.

L'exactitude et la reproductibilité des résultats reposent sur le bon fonctionnement des instruments et des
réactifs, mais aussi sur une bonne technique de laboratoire. Ce produit est destiné a servir de contréle dosé
pour les dosages quantitatifs dans le sérum humain des composants indiqués ; il n’est pas destiné a servir
d’'étalon. Réservé pour un usage professionnel.

ASSISTANCE TECHNIQUE

A partir des Etats-Unis : pour obtenir une assistance technique, composer le 800-232-3342 ou le
510-979-5417. Pour obtenir des mises a jour et des informations concernant cette notice, si le laboratoire est
inscrit a LabLink xL, consulter le site www.maslablink.com et sélectionner la rubrique LabLink Extra. Sinon,
pour s‘inscrire a LabLink xL, composer le 800-232-3342 ou le 510-979-5451.

En dehors des Etats-Unis : si le laboratoire est inscrit 4 Lablink xL, consulter le site www.maslablink.com et
sélectionner la rubrique LabLink Extra. Sinon, contacter le bureau de vente local ou le distributeur agréé.

Réf. Description Conditionnement
0CR-101 MAS®0mni<CORE™, Niveau 1 6x5mL

0CR-202 MAS®0mnisCORE™, Niveau 2 6x5mL

0CR-303 MAS®0mnisCORE™, Niveau 3 6x5mL

286-606 Embouts compte-goutte Conditionnement de 100
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MAS® OmnisCORE™

CONTROLLO CHIMICO INTEGRATO ANALIZZATO LIQUIDO

Uso PREVISTO

Thermo Scientific MAS® OmnieCORE™ trova impiego come controllo analizzato per il monitoraggio delle
condizioni di analisi in numerose determinazioni di laboratorio clinico. Includere Omni®CORE con i campioni
di siero del paziente quando si eseguono dosaggi per uno qualsiasi dei costituenti elencati.

DESCRIZIONE DEL PRODOTTO

Omni*CORE & un materiale di controllo liquido stabile, preparato con siero umano. | livelli degli analiti vengono
regolati con svariati estratti animali e materiali non proteici, tra cui droghe, metaboliti di droghe e sostanze
chimiche purificate. Amilasi, ALT/GPT, AST/GOT, CK e lipasi provengono da tessuto porcino, fosfatasi alcalina
e GGT da tessuto bovino e LDH da tessuto aviario. Conservanti e stabilizzanti sono aggiunti per preservare
I'integrita del prodotto.

ATTENZIONE - Omni®CORE ¢é preparato con materiali di origine umana. | componenti del controllo provenienti
damateriale di origine umana sono stati testati mediante metodi approvati dalla FDA e sono risultati non reattivi
per I'antigene di superficie del virus dell'epatite B (HBsAg) e per i virus dell'epatite C (HCV), HIV-1 e HIV-2.
Nessun metodo di analisi puo tuttavia offrire una garanzia assoluta che i prodotti provenienti da materiale di
origine umana non contengano agenti infettivi. Questo controllo deve essere maneggiato nel rispetto delle
raccomandazioni del manuale “Biosafety in Microbiological and Biomedical Laboratories” pubblicato nel
2009 dai Centers for Disease Control/National Institutes of Health [Centri per il Controllo e la Prevenzione
delle Malattie/Istituti Nazionali di Sanita]. La confezione di questo prodotto contiene gomma naturale secca.

PERICOLO: il controllo Omni®CORE contiene < 8,9% di antistreptolisina, < 2,8% di fattore reumatoide (RF) e
<0,3% di albumina sierica bovina (BSA)

H317 - Puo provocare una reazione allergica cutanea.

H334 - Puo provocare sintomi allergici o asmatici o difficolta respiratorie se inalato.

Evitare di respirare la polvere o i vapori. Gli indumenti da lavoro contaminati non devono essere portati fuori
dal luogo dilavoro. Indossare guanti protettivi/Proteggere gli occhifil viso. In caso di ventilazione insufficiente
utilizzare un apparecchio respiratorio. In caso di contatto con la pelle: lavare abbondantemente con acqua
e sapone. IN CASO DI INALAZIONE: se la respirazione e difficile, trasportare I'infortunato all’aria aperta e
mantenerlo a riposo in posizione che favorisca la respirazione. In caso di irritazione o eruzione della pelle:
consultare un medico. In caso di sintomi respiratori: contattare un CENTRO ANTIVELENI o un medico. Lavare
gli indumenti contaminati prima di indossarli nuovamente. Smaltire il prodotto/recipiente in apposite aree in

conformita alle norme locali, regionali, nazionali e internazionali.

ELENCO DEI COSTITUENTI
Omni°CORE include i seguenti costituenti:

Paracetamolo

Alanina transaminasi (ALT/GPT)
Albumina

Fosfatasi alcalina (ALP)

Alfa 1-glicoproteina acida (AGP)*
Alfa 1-antitripsina (ATAT)*
Alfa 2-macroglobulina (AMG)*
Amikacina

Amilasi

Amilasi pancreatica*®
Anti-streptolisina 0 (ASO)
ApolipoproteinaA1 (APOA1)*
Apolipoproteina B (APOB)*
Aspartato transaminasi (AST/GOT)
Beta 2-microglobulina

Acidi biliari*

Bilirubina coniugata '
Bilirubina diretta

Bilirubina neonatale !
Bilirubina totale

Bilirubina non-coniugata @
Azoto ureico ematico (BUN
Complemento C3*
Complemento C4*

Caffeina

Calcio

Carbamazepina

Anidride carbonica
Ceruloplasmina (CER)*
Cloruro

Colesterolo

Colesterolo HDL

Colestero LDL

Rame*

Cortisolo

Creatinchinasi (CK)

Creatinina

Proteina C reattiva (PCR)
Digossina

Disopiramide

Etanolo

Etosuccimide

Ferritina

Gamma glutamil transferasi (GGT)
Gentamicina

Glucosio

Aptoglobina*
Immunoglobulina A (IgA)*
Immunoglobulina E (IgE)
Immunoglobulina G (IgG)*
Immunoglobulina M (IgM)
Ferro

L-lattato deidrogenasi
Acido lattico

Lidocaina

Lipasi

Lipoproteina(A) (Lp(a))*
Litio

Magnesio

Metotrexato
N-acetilprocainamide (NAPA)
Osmolalita

Fenobarbital

Fenitoina

Fosforo !

Potassio

Transtiretina (TTR)
Primidone

Procainamide
Pseudocolinesterasi
Chinidina

Fattore reumatoide (FR)
Salicilato

Sodio

Uptake tiroideo

Teofillina

Ormone tireostimolante (TSH)
Tiroxina (T4 totale)
Tobramicina

Capacita ferro-legante totale (TIBC)
Proteina totale
Transferrina*®
Antidepressivi triciclici @
Trigliceridi(b)

Capacita ferro-legante insatura (UIBC)*
Acido urico

Acido valproico
Vancomicina

Zinco

(a), (b), (c), (d) Per ulteriori informazioni, consultare i range indicati nel foglio illustrativo.
*Questi costituenti non sono stati regolati, ma sono ai livelli trovati nel materiale di origine. E possibile osservare

variazioni da un lotto all'altro.

CONSERVAZIONE E STABILITA

Una volta aperti e conservati correttamente tappati a 2-8°C, i costituenti di Omni®CORE diversi dalla bilirubina
restano stabili per 30 giorni; la bilirubina e stabile per 15 giorni. | costituenti di Omni®CORE diversi dalla bilirubina
conservati in fiale chiuse alla temperatura di 2-8°C restano stabili per 60 giorni; la bilirubina e stabile per
30 giorni. Questo prodotto & stabile fino alla data di scadenza indicata sulla scatola quando viene conservato
a temperature comprese fra -25 °C e -15 °C. Per assicurare stabilita e prestazioni ottimali, NON conservare
in un congelatore con shrinamento automatico e mantenere a temperature comprese fra -25 °C e -15 °C fino
al momento di scongelare il prodotto per I'uso.

La contaminazione batterica induce un aumento della torbidita e/o un odore caratteristico. Gettare la fiala
in caso di segni evidenti di contaminazione batterica.

RANGE DI CONTROLLO

I range di controllo pubblicati si basano su una combinazione di analisi replicate dei campioni rappresentativi
eseguite dai laboratori partecipanti, dai produttori di strumenti/reagenti e per correlazione diretta con altri
sistemi analitici in osservanza del protocollo stabilito. | valori strumentali pubblicati nella tabella allegata si
riferiscono specificamente a questo lotto di controllo e devono essere intesi unicamente come linee guida.
Spetta ai laboratori stabilire criteri interni di media e d'intervallo in base alla valutazione del protocollo di
test locale e ai limiti di tolleranza. Tutti i valori sono stati assegnati con strumenti e reagenti disponibili al
momento dell’analisi e i valori attesi possono variare con I'impiego di reagenti e/o metodologie differenti. Le
medie stabilite dai laboratori devono rientrare nei range assegnati; modifiche successive dello strumento,
dei reagenti o della calibrazione possono tuttavia invalidare i valori assegnati.

| dati di confronto paritari e gli ultimi aggiornamenti specifici del lotto CQ sono disponibili online attraverso il
programma di garanzia della qualita LabLink® xL sul sito www.maslablink.com. Per informazioni relative alle
persone da contattare, consultare la sezione Technical Assistance (Assistenza tecnica).

ISTRUZIONI PER L'USO

Scongelare il controllo a temperatura ambiente (18-25 °C) su un agitatore meccanico o capovolgendolo
delicatamente a intervalli regolari fino a liquefarlo, quindi conservarlo immediatamente a 2-8 °C. Una volta
aperta la fiala, non lasciare che ritorni a temperatura ambiente. Mantenere sempre il controllo a 2-8 °C e
ridurre al minimo I'esposizione alla luce. Prima dell'uso, mescolare accuratamente il contenuto della fiala
capovolgendola conattenzione per alcuniminuti. Unavoltarimossoil controllo dalle condizioni di conservazione
a 2-8 °C, aprire la fiala e trasferire la quantita di controllo richiesta in una coppetta per campione pulita.
Richiudere immediatamente la fiala aperta coniltappo e conservarla a 2-8 °C. Analizzare |'aliquota di controllo
in osservanza delle istruzioni dei produttori dei reagenti. Non rimettere nella fiala il campione inutilizzato.

UNA VOLTA SCONGELATO, IL CONTROLLO NON DEVE ESSERE RICONGELATO.

Sono disponibili puntali per ridurre al minimo I'esposizione all’aria dei campioni di controllo. NON usare un
ago da siringa per aspirare il campione attraverso il tappo del flacone di controllo.

CONTROLLO DI QUALITA
Tutti i requisiti di controllo della qualita vanno soddisfatti in conformita alle normative vigenti o ai requisiti
per I'accreditamento.

LiMITI DELLE PROCEDURE
La compatibilita di OmnieCORE ¢ stata dimostrata solo con i metodi specificati nel presente foglio illustrativo.
Usare cautela durante I'uso di questi controlli con metodi i cui valori non sono stati stampati.

La specificita degli anticorpi utilizzati nelle procedure diimmunodosaggio pud variare a seconda deilotti. Come
per i campioni dei pazienti, con alcuni reagenti puo verificarsi reattivita crociata fra determinati costituenti di
questo siero di controllo. Consultare il foglio illustrativo allegato alla confezione dal produttore del reagente
in merito a possibili interferenze.

Per ottimizzare la stabilita della bilirubina, ridurre al minimo I'esposizione a luce intensa. | valori di bilirubina
possono diminuire dopo I'esposizione all’'ossigeno. Dopo il campionamento del prodotto, si raccomanda di
chiudere immediatamente con i tappi le fiale. | valori di bilirubina possono diminuire nel corso della durata
di conservazione del prodotto.

Per ottenere risultati ottimali durante la misurazione della CO2, prestare attenzione come se si trattasse di
campioni dei pazienti. Evitare I'esposizione prolungata dei campioni all’aria. Prelevare il campione e richiudere
immediatamente con il tappo. Mantenere la fiala a 2-8 °C. Non ritardare I'analisi del campione.

Se siosservano valori bassi deirisultati di analisi del fosforo e/o del magnesio al momento dello scongelamento
iniziale, perunrecupero completo potrebbe essere necessaria un’ulteriore equilibrazione a 2-8°C per 18-24 ore.

Fosforo, salicilato e trigliceridi possono aumentare nel corso della durata di conservazione del prodotto.

Laprecisione e lariproducibilita deirisultati dipendono dal corretto funzionamento degli strumenti, dei reagenti
e dall'adozione delle corrette tecniche di laboratorio. Questo prodotto & destinato all'uso come controllo
analizzato per dosaggi quantitativi dei costituenti elencati nel siero umano. Questo prodotto non é destinato
all'uso come calibratore. Esclusivamente per uso professionale.

ASSISTENZA TECNICA

Negli Stati Uniti, per ottenere assistenza tecnica, chiamare il numero verde 800-232-3342 o il numero
510-979-5417. Per aggiornamenti del foglio illustrativo e informazioni, se il laboratorio ha sottoscritto il
programma LabLink xL, visitare il sito www.maslablink.com e selezionare LabLink Extra. In alternativa, per
iscriversi al programma LabLink xL chiamare il numero verde 800-232-3342 o il numero 510-979-5451.

Al di fuori degli Stati Uniti, se il laboratorio ha sottoscritto il programma LabLink xL, visitare il sito
www.maslablink.com e selezionare LabLink Extra. In alternativa, contattare I'ufficio vendite di zona o il
distributore autorizzato.

N. di cat. Descrizione Quantita
OCR-101 MAS®O0mni-CORE™, Livello 1 6x5mL
0CR-202 MAS®0mni-CORE™, Livello 2 6x5mL
0CR-303 MAS®0mni-CORE™, Livello 3 6x5mL
286-606 Puntali Conf. da 100




0CR25111
0CR25112
0CR25113

g 2025-11-30

thermo
scientific

MAS® OmnisCORE™

CONTROL LiQUIDO ANALIZADO PARA ANALISIS QUIMICOS INTEGRADOS

INDICACIONES

Thermo Scientific MAS® OmnieCORE™ est4 indicado para utilizarse como control analizado para supervisar las
condiciones del analisis en un gran niimero de determinaciones clinicas de laboratorio. Cuando analice alguno
de los constituyentes de la lista, incluya Omni®CORE con las muestras de suero de pacientes.

DESCRIPCION DEL PRODUCTO

Omni*CORE es un material de control liquido estable, preparado a partir de suero humano. Los niveles de
analito se ajustan con diversos extractos animales y materiales no proteicos, como farmacos, metabolitos
de farmacos y sustancias quimicas purificadas. La amilasa, la ALT/GPT, la AST/GOT, la CK y la lipasa se
obtienen de tejido porcino; la fosfatasa alcalina y la GGT, de tejido bovino; y la LDH de tejido aviar. Se afiaden
conservantes y estabilizantes para mantener la integridad del producto.

ATENCION: Omni*CORE se prepara a partir de material de origen humano. Los componentes del control que se
obtienen a partir de material de origen humano se analizaron con métodos aceptados por la FDA y resultaron
ser no reactivos para el antigeno de superficie de la hepatitis B (HBsAg), el virus de la hepatitis C (VHC), el VIH-1
y el VIH-2. Sin embargo, ning(in método de anélisis puede ofrecer una garantia completa de que los productos
derivados de material de origen humano estan libres de agentes infecciosos. Este control debe manipularse de
acuerdo con las recomendaciones del manual de Centers for Disease Control/National Institutes of Health (los
Centros para el control de enfermedades/Institutos Nacionales de Salud) titulado «Biosafety in Microbiological
and Biomedical Laboratories» de 2009. El envase de este producto contiene goma natural seca.

PELIGRO: Omni®CORE control contiene < 8,9% de Antiestreptolisina, < 2,8% de Factor reumatoide (FR) y
<0,3% de albimina de suero bovino (BSA)

H317 - Puede provocar una reaccion alérgica en la piel.

H334 - Puede provocar sintomas de alergia o asma, o dificultades respiratorias en caso de inhalacion.

Evitar respirar los vapores o la neblina. Las prendas de trabajo contaminadas no podran sacarse del lugar de
trabajo. Llevar guantes de proteccion/proteccion para los ojos/mascara de proteccion. En caso de ventilacion
insuficiente, llevar equipo de proteccion respiratoria. En caso de contacto con la piel: Lavar la zona con
abundante aguayjabon. EN CASO DE INHALACION: Sila victima respira con dificultad, transpértela al exterior
ymanténgala en reposo en una posicion en la que respire con comodidad. En caso de irritacion o erupcion de
la piel: Buscar asesoramiento o asistencia médica inmediata. En caso de experimentar sintomas de dificultad
respiratoria: Llamar a un CENTRO DE TOXICOLOGIA o a un médico. Lavar las prendas contaminadas antes de
volver a usarlas. Eliminar el contenido/el recipiente en un lugar que esté en conformidad con las normativas
locales, regionales, nacionales e internacionales.

LISTA DE CONSTITUYENTES

OmnieCORE contiene los constituyentes siguientes:

Acido l4ctico

Acido drico

Acido valproico

Acidos biliares*

Alanina aminotransferasa (ALT/GPT)
Albdimina

Alfa-2 macroglobulina (AMG)*
Amikacina

Amilasa

Amilasa (pancreatica)*
Antidepresivos triciclicos ¢
Antiestreptolisina 0 (ASO)
Antitripsina alfa-1 (AAT)*
Apolipoproteina A1 (APO A)*
Apolipoproteina B (AP0 B)*
Aspartato aminotransferasa (AST/GOT)
Beta-2 microglobulina
Bilirrubina conjugada
Bilirrubina directa

Bilirrubina neonatal
Bilirrubina no conjugada
Bilirrubina total

Cafeina

Calcio

Capacidad de fijacion de hierro no saturado (UIBC)*
Capacidad de fijacion de tiroxina
Capacidad total de fijacion de hierro (TIBC)
Carbamazepina

Ceruloplasmina (CER)*

Cloro

Cobre*

Colesterol

Complemento C3*

Complemento C4*

Cortisol

Creatina-cinasa (CK)

Creatinina

Digoxina

Di6xido de carbono (C02)
Disopiramida

Etanol

Etosuximida

Factor reumatoide (RF)

Fenitoina

Fenobarbital

Ferritina

Fosfatasa alcalina

Fosforo !
Gamma-glutamiltransferasa (GGT)
Gentamicina

Glucoproteina acida alfa-1 (AAG)*
Glucosa

Haptoglobina*
HDL-colesterol

Hierro

Hormona tirotrdpica (TSH)
Immunoglobulina A (IgA)*
Immunoglobulina E (IgE)
Immunoglobulina G (IgG)*
Immunoglobulina M (IgM)
Lactato deshidrogenasa (LDH)
LDL-colesterol

Lidocaina

Lipasa

Lipoproteina A (Lp(a))*

Litio

Magnesio

Metotrexato
N-acetilprocainamida (NAPA)
Nitrégeno ureico en sangre (BUN)
Osmolalidad

Paracetamol

Potasio

Prealbimina

Primidona

Procainamida

Proteina C reactiva (CRP)
Proteinas totales

Quinidina

Salicilato
Seudocolinesterasa

Sodio

Teofilina

Tiroxina (T4 total)
Tobramicina

Transferrina*

Triglicéridos ™

Vancomicina

Zinc

(a), (b), (c), (d) Consulte los intervalos indicados en el prospecto para obtener mas informacion.
*Los niveles de estos constituyentes no estan ajustados; son los que se encuentran en el material de origen. Puede

observarse variacién de un lote a otro.

ALMACENAMIENTO Y ESTABILIDAD

Una vez abiertos y si se conservan bien cerrados a una temperatura entre 2 °C y 8 °C, los constituyentes de
OmnieCORE son estables durante 30 dias con excepcion de la bilirrubina, que es estable durante 15 dias. Los
constituyentes de Omni®CORE en frascos sin abrir, conservados a una temperatura entre 2 °C y 8 °C, son
estables durante 60 dias, con excepcion de la bilirrubina, que es estable durante 30 dias. Este producto es
estable hasta la fecha de caducidad indicada en la caja si se almacena a una temperatura de -25 °C a -15 °C.
Para lograr una estabilidad y un rendimiento 6ptimos, NO conservar los frascos en congeladores con auto-
descongelacion, y mantener -25 °C y -15 °C hasta el momento de descongelarlos para su uso.

La contaminacion bacteriana produce un aumento de la turbidez y/o un olor caracteristico. Deseche el frasco
si hay sefiales de contaminacion microbiana.

INTERVALOS DE CONTROL

Los intervalos de control publicados estan basados en una combinacion de analisis repetidos de muestras
representativas por laboratorios participantes, fabricantes de instrumentos o reactivos y correlacion directa
con otros sistemas analiticos de acuerdo con el protocolo establecido. Los valores de los instrumentos
indicados en las tablas de datos adjuntas son especificos para este lote de control y se deben interpretar
meramente a modo ilustrativo. Los laboratorios deben establecer sus propios criterios de medias e intervalos
sobre la base de la evaluacién del sistema local de ensayo y sus limites de tolerancia. Todos los valores
han sido asignados por medio de los instrumentos y los reactivos disponibles al ir a realizar el anélisis, y los
valores esperados pueden variar segin los reactivos o metodologias empleados. Las medias establecidas en
el laboratorio deberian caer dentro de los intervalos asignados, si bien las modificaciones de instrumentos,
reactivos o calibraciones posteriores podrian invalidar los valores asignados.

Los datos comparativos de expertos y las actualizaciones especificas de los lotes de CC pueden consultarse
a través del programa de garantia de la calidad de LabLink® xL en la web www.maslablink.com. Consulte el
apartado Technical Assistance (asistencia técnica) para obtener informacion de contacto.

INSTRUCCIONES DE USO

Descongele el control a temperatura ambiente (18 °C—25 °C) en un oscilador o mediante inversiones periddicas
suaves hasta que alcance el estado liquido y, a continuacion, almacénelo de inmediato entre 2 °C y 8 °C. Una
vez abierto, no permita que el frasco alcance la temperatura ambiente. Mantenga el control a una temperatura
entre 2 °C y 8 °C en todo momento, y reduzca al minimo la exposicion a la luz. Mezcle exhaustivamente el
contenido del frasco antes de utilizarlo, invirtiendo suavemente el frasco durante varios minutos. Tras extraer
elfrasco de lanevera2°Cy8°C, abralo y transfiera la cantidad necesaria de control a un recipiente de muestra
limpio. Vuelva a tapar el frasco de inmediato y guardelo de nuevo entre 2 °Cy 8 °C. Analice la alicuota del control
de acuerdo con las instrucciones del fabricante del reactivo. No devuelva la muestra sobrante al frasco.

UNA VEZ DESCONGELADO, NO VUELVA A CONGELAR EL CONTROL.

Se ofrecen cuentagotas para ayudar a minimizar la exposicion de las muestras de control al aire. NO utilice
una jeringa con aguja para extraer la muestra a través del tapon del frasco de control.

CONTROL DE CALIDAD
Todos los requisitos de control de calidad deben realizarse de acuerdo con las normas o los requisitos de
acreditacion locales, estatales o federales.

LIMITACIONES DEL PROCEDIMIENTO
La compatibilidad de OmnieCORE sdlo se ha demostrado con los métodos indicados en este prospecto. Si se
utilizan estos controles con métodos para los que no se adjuntan valores, debe ejercerse cautela.

La especificidad de los anticuerpos utilizados en los procedimientos de inmunoanalisis puede variar de un
lote a otro. Aligual que sucede con las muestras de pacientes, puede existir reactividad cruzada entre ciertos
componentes de este suero de control y algunos reactivos. Consulte el prospecto del envase del fabricante
del reactivo para determinar posibles interferencias.

Reduzca al minimo la exposicion a la luz intensa para optimizar la estabilidad de la bilirrubina. Los valores
de bilirrubina pueden disminuir tras la exposicion al oxigeno. Se recomienda volver a tapar los frascos
inmediatamente después de extraer la muestra de producto. Los valores de bilirrubina pueden disminuir
durante el periodo de conservacion del producto.

Para obtener resultados dptimos en la determinacion de C02, manipule el control con el mismo cuidado que
emplea para las muestras de pacientes. Evite la exposicion prolongada de las muestras al aire. Extraiga la
muestra y tape de nuevo el frasco de inmediato. Mantenga el frasco a una temperatura entre 2 °C y 8 °C.
Analice la muestra de inmediato.

Siobtienevaloresbajos enlosresultados del analisis de fosforo o magnesiotrasladescongelacioninicial, puede
sernecesario un periodo de equilibrado adicional a2 °Cy 8 °C durante 18-24 horas para la recuperacion total.

Los valores de fésforo, salicilatos y triglicéridos pueden aumentar durante el periodo de conservacion del
producto.

La exactitud y reproducibilidad de los resultados dependen del funcionamiento adecuado de instrumentos y
reactivos, y de una buena técnica de laboratorio. Este producto esta indicado para utilizarse como un control
analizado para andlisis cuantitativos de los componentes enumerados del suero humano. Este producto no
esta indicado para utilizarse como un calibrador. Sélo para uso profesional.

ASISTENCIA TECNICA

En los EE.UU,, llame al 800-232-3342 o al 510-979-5417 para obtener asistencia técnica. Si su laboratorio
esta suscrito a LabLink xL, consulte la web www.maslablink.com y seleccione LabLink Extra para obtener
el prospecto actualizado y mas informacion. Para subscribirse a LabLink xL, llame al 800-232-3342 (nimero
gratuito desde EE. UU.) o al 510-979-5451.

Fuera de Estados Unidos, si su laboratorio esta suscrito a LabLink xL, visite la web www.maslablink.com y
seleccione LabLink Extra. O bien, pdngase en contacto con su oficina de ventas local o con un distribuidor
autorizado.

N.° de catalogo Descripcion Tamaiio
0CR-101 MAS® 0mni-CORE™, Nivel 1 6x5mL
0CR-202 MAS® 0mni-CORE™, Nivel 2 6x5mL
0CR-303 MAS® Omni<CORE™, Nivel 3 6x5mL
286-606 Cuentagotas Paquete de 100
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MAS® OmnisCORE™

ANALYSERET INTEGRERET KEMIV/ASKEKONTROL

TILSIGTET ANVENDELSE

Thermo Scientific MAS® OmnieCORE™ er beregnet til brug som en analyseret kontrol til monitorering af
analyseforhold i mange kliniske laboratoriebestemmelser. Inkluder OmnieCORE i patientserumpraparater,
nar der analyseres for disse bestanddele.

PRODUKTBESKRIVELSE

Omni*CORE er et stabilt kontrolvaeskemateriale, der er fremstillet af humant serum. Analytniveauer justeres
med forskellige dyreekstrakter og non-protein materialer, inklusive stoffer, metabolitter heraf og oprensede
kemikalier. Amylase, ALT/GPT, AST/GOT, CK og lipase er indhentet fra svineveev; alkalisk fosfatase og GGT
er fra oksevev; LDH er fra fugleveev. Konserveringsmidler og stabiliseringsmidler tilseettes for at bevare
produktets integritet.

FORSIGTIG: OmnieCORE er fremstillet af materiale af human oprindelse. Komponenter af kontrollen, som er
afledt af materiale af human oprindelse, er blevet testet med metoder, der er godkendt af FDA og fandtes at
vaere ikke-reaktive over for hepatitis B overflade antigen (HBsAg), hepatis C (HCV), HIV-1 og HIV-2. Der findes
dogingen testmetoder, der fuldsteendigt sikrer, at produkter, der er afledt af materiale af human oprindelse, er
fri for smittefarlige stoffer. Denne kontrol skal handteres i overensstemmelse med anbefalingerne i manualen
fra Centers for Disease Control/National Institutes of Health, “Biosafety in Microbiological and Biomedical
Laboratories,” 2009. Dette produkts emballage indeholder tar naturgummi.

FARE: Omni®CORE-kontrolmateriale indeholder < 8,9% antistreptolysin, < 2,8% rheumatoidfaktor (RF) og
<0,3% bovint serumalbumin (BSA)

H317 —Kan forarsage allergisk hudreaktion.

H334 — Kan forérsage allergi- eller astmasymptomer eller &ndedraetshesveer ved indanding.

Undgé indénding af tdge eller damp. Kontamineret arbejdstej ma ikke tages med ud fra arbejdspladsen. Brug
beskyttelseshandsker/gjenveern/ansigtsbeskyttelse. | tilfeelde af utilstreekkelig ventilation skal der bruges
andedretsvaern. Ved kontakt med hud: Vask med rigeligt seebe og vand. VED INDANDING: Hvis vejrtreekningen
er besveret, skal den udsatte person flyttes til frisk luft og holdes i ro i en stilling, der letter vejrtraekningen.
Hvis der forekommer hudirritation eller udslet: Seg l&egehjaelp. Hvis der opleves dndedraetssymptomer: Ring
til en GIFTINFORMATION eller en lege. Vask kontamineret tgj, far det bruges igen. Indholdet/beholderen
bortskaffes i overensstemmelse med lokale/regionale/nationale/internationale forskrifter.

LISTE OVER BESTANDDELE

OmnieCORE indeholder falgende bestanddele:

Acetaminofen
Alaninaminotransferase (ALT/GPT)
Albumin

Alfa-1 syre glykoprotein (AAG)*
Alfa-1-antitrypsin (AAT)*
Alfa-2-makroglobulin (AMG)*
Alkalisk fosfatase (alk. fosf.)
Amikacin

Amylase

Amylase (pankreatisk)*
Antistreptolysin 0 (ASO)
Apolipoprotein A1 (AP0 A)*
Apolipoprotein B (AP0 B)*
Aspartataminotransferase (AST/GOT)
Beta-2-mikroglobulin

Bilirubin, direkte

Bilirubin, konjugeret
Bilirubin, neonatalt @

Bilirubin, ukonjugeret '
Bilirubin, totalt @
C3-komplement*
C4-komplement*
Carbamid-nitrogen i blodet (BUN)
Calcium

Carbamazepin

Ceruloplasmin (CER)*
C-reaktivt protein (CRP)
Digoxin

Disopyramid

Etanol

Ethosuximid

Fenytoin

Ferritin

Fosfor ®c!

Galdesyrer*
Gammaglutamyltransferase (GGT)
Gentamicin

Glukose

Haptoglobin*

HDL-kolesterol

Immunoglobulin A (IgA)*
Immunoglobulin E (IgE)
Immunoglobulin G (IgG)*
Immunoglobulin M (IgM)

Jern

Kalium

Kinidin

Klorid

Koffein

Kuldioxid (C02)

Kolesterol

Kobber*

Kortisol

Kreatinin

Kreatininkinase (CK)
Mzelkesyre
Laktatdehydrogenase (LDH)
LDL-kolesterol

Lidokain

Lipase

Lipoprotein A (Lp(a))*
Litium

Magnesium

Metotrexat
N-acetylprocainamid (NAPA)
Natrium

Osmolalitet

Phenobarbital

Praelbumin

Primidon

Procainamid
Pseudokolinesterase
Rheuma-faktor (RF)
Salicylat

Teofyllin

Tobramycin

Total jernbindende kapacitet (TIBC)
Totalprotein

Transferrin*

Tricykliske antidepressiva @
Triglycerider ®

T-optag
Thyroidstimulerende hormon (TSH)
Thyroxin (totalt T4)

Umaeettet jernbindende kapacitet (UIBC)*
Urinsyre

Valproinsyre

Vancomycin

Zink

(a), (b), (c), (d) Se venligst veerdiomraderne i indleegssedlen for at fa yderligere information.
*Disse bestanddele er ikke blevet justeret, men er pa de niveauer, som findes i kildematerialet. Der kan observeres

variation mellem lots.

OPBEVARING 0G STABILITET

Efter abning, opbevaret teet tillukket ved 2-8°C, er bestanddelene i Omni®eCORE, ud over bilirubin, stabile i
30dage; bilirubin er stabilti15dage. OmnieCOREs bestanddele, udover bilirubin, i udbnede hatteglas, opbevaret
ved 2-8°C, er stabile i 60 dage; bilirubin er stabilt i 30 dage. Dette produkt er holdbart indtil udlgbsdatoen pa
a@sken ved opbevaring ved -25 °C til -15 °C. For optimal holdbarhed og praestation mé de IKKE opbevares i
selvafrimende frysere, og de skal holdes pa -25 °C til -15 °C indtil optening og brug.

Bakteriel kontamination giver en gget uklarhed og/eller en karakteristisk lugt. Bortskaf hatteglasset, hvis der
observeres tegn pé bakteriel kontamination.

KonTROLOMRADER

De offentliggjorte kontrolomréder er baseret pa en kombination af gentagne analyser afrepreesentative proverfra
deltagende laboratorier, producenter afinstrument/reagens og direkte korrelationmed andre analysesystemeri
overensstemmelse medfastlagt protokol. Deide vedhaftede datatabeller oplyste instrumentveerdier er specifikke
for dette kontrollot, og er kun beregnet il at fungere som retningslinjer. Laboratorierne skal fastsatte interne
middelveerdi- og omradevardikriterier, baseret pé lokale testsystemevalueringer og tolerancegraenser. Alle
vaerdier er blevet bestemt med instrumenter og reagenser, der var tilgeengelige pé tidspunktet for analysen og
de forventede veerdier kan variere med forskellige reagenser og/eller metoder. Gennemsnitsveerdier fastlagt
af laboratoriet ber falde inden for de bestemte omrader. Efterfalgende modifikationer af instrument, reagens
eller kalibrering kan dog ugyldiggere de bestemte veerdier.

Sammenlignelige data og de seneste opdateringer af lot-specifik QC fas p& nettet gennem
LabLink® xL Quality Assurance Program pa www.maslablink.com. Se afsnittet Teknisk assistance for at fa
kontaktinformation.

BRuGSANVISNING

Opte kontrollen ved stuetemperatur (18-25 °C) pa et rysteapparat eller med periodisk forsigtig inversion, indtil
den er flydende, og opbevar den derneest straks ved 2-8 °C. Nar hetteglasset er dbent, ma det ikke fa
stuetemperatur. Hold altid kontrollen pa 2-8 °C og minimer eksponering for lys. Bland heetteglassets indhold
grundigtinden hver brug ved forsigtigt at invertere heetteglasset i flere minutter. Nar kontrollen fiernes fra 2-8
°C, abnes hztteglasset og den ngdvendige maengde kontrol overfares til en ren prevekop. Set straks laget
pé igen, og opbevar det dbnede hztteglas ved 2-8 °C. Analyser kontrolafmalingen i overensstemmelse med
anvisningerne fra producenten af reagenset. Ubrugt prave ma ikke heeldes tilbage i haetteglasset.

NAR KONTROLLEN ER OPT@ET, MA DEN IKKE NEDFRYSES IGEN.

Drébepipettespidser fas som en hjaelp til at minimere eksponering af kontrolpraver for luft. Brug IKKE en
sprojtendl til at treekke preven gennem kontrolflaskens lag.

KvALITETSKONTROL
Alle kvalitetskontrolkrav ber udferes i overensstemmelse med lokale og/eller nationale regler eller
akkrediteringskrav.

PROCEDURENS BEGRANSNINGER
OMNI*CORE analysens kompatibilitet er kun blevet pavist med de metoder, der er visti denne indleegsseddel.
Der skal udvises forsigtighed, nar disse kontroller bruges med metoder, der ikke har offentliggjorte vaerdier.

Specificiteten for antistoffer anvendt i immunanalyseprocedure kan variere mellem lots. Som det er tilfeeldet
med patientpraver, kan der forekomme krydsreaktiviteter mellem visse bestanddele i dette kontrolserum og
nogle reagenser. Se producentens indlegsseddel for reagenset vedrarende mulige interferenser.

Minimer eksponering for kraftigt lys for at opné optimal holdbarhed for bilirubin. Bilirubin verdier kan falde
til et lavere niveau efter eksponering for ilt. Det anbefales at sette ldgene pa heetteglassene straks efter
prevetagning af produktet. Bilirubin kan falde i lobet af produktets levetid.

Vedmaling af C02opnas de bedste resultaterved athandtere med samme omhyggelighed somved patientpraver.
Undga langvarig eksponering af praver for luft. Treek praven ud og set straks lag pé igen. Hold hatteglasset
pa 2-8 °C. Analyser preven med det samme.

Hvis der observeres lave verdier for analyseresultaterne for fosfor og/eller magnesium ved den farste
optening, kan detvaere nadvendigtatbringe i dem ligeveegt ved 2-8 °C i 18-24 timer for at opna de rette veerdier.

Fosfor, salicylat og triglycerider kan stige i lobet af produktets levetid.

Ngjagtige og reproducerbare resultater er afhaengige af korrekt fungerende instrumenter, reagenser og god
laboratorieteknik. Dette produkter beregnettilbrug som en analyseretkontrol til kvantitative analyser af anfarte
bestanddele i humant serum. Produktet er ikke beregnet til brug som en kalibrator. Kun til professionel brug.

TEKNISK ASSISTANCE

1USA bedes du ringe pa 800-232-3342 eller 510-979-5417 for teknisk assistance. Hvis dit laboratorium abonnerer
pé LabLink xL, kan du ga til www.maslablink.com og vaelge LabLink Extra for at fa opdateringer af indleegssedler
og information. Alternativt kan du ringe pé tIf. 800-232-3342 eller 510-979-5451 for at abonnere pa LabLink xL.

Hvis laboratoriet er uden for USA og abonnerer pa LabLink xL, skal du ga til www.maslablink.com og veelge
LabLink Extra. Du kan ogsé kontakte det lokale salgskontor eller den autoriserede forhandler.

Kat. nr. Beskrivelse Starrelse
0CR-101 MAS®0mni<CORE™, niveau 1 6x5mL
0CR-202 MAS®0mni<CORE™, niveau 2 6x5mL
0CR-303 MAS®0mni<CORE™, niveau 3 6x5mL
286-606 Drabepipettespidser Pakke med 100
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MAS® OmnisCORE™

VLOEIBAAR GEANALYSEERD GEINTEGREERD CHEMIECONTROLEMIDDEL

BEDOELD GEBRUIK

Thermo Scientific MAS® Omni*CORE™ is bedoeld voor gebruik als een geanalyseerd controlemiddel voor het
monitoren van analyseomstandigheden in diverse onderzoeken in klinische laboratoria. Voeg bij het analyseren
van een van de bestanddelen Omni®CORE toe aan serumspecimens van de patiént.

PRODUCTBESCHRIJVING

Omni*CORE is een vloeibaar, stabiel controlemiddel dat is bereid uit menselijk serum. De analietspiegels worden
aangepast met behulp van diverse dierlijke extracten en materialen zonder eiwitten, zoals geneesmiddelen,
metabolieten van geneesmiddelen en gezuiverde chemische stoffen. Amylase, ALT/GPT, AST/GOT, CK en lipase
wordenverkregen uitvarker fsel; alkalische fosf: enGGTzijnafkomstig uitrunderweefsel; LDHis afkomstig
uit vogelweefsel. Er zijn conserveringsmiddelen en stabilisatoren toegevoegd om een goed functioneren van het
product te waarborgen.

LET OP: OmnieCORE is bereid uit menselijk bronmateriaal. Op basis van tests aan de hand van door de FDA
goedgekeurde methoden is vastgesteld dat componenten van het controlemiddel die zjn bereid uit menselijk
bronmateriaal niet reageren op Hepatitis B-oppervlakte-antigenen (HBsAg), Hepatitis C (HCV), HIV-1 en HIV-2.
Er is evenwel geen enkele test op basis waarvan met 100% zekerheid kan worden gegarandeerd dat producten
die zjn bereid uit menselijk bronmateriaal geen infectieverwekkende stoffen bevatten. Dit controlemiddel moet
worden gebruikt in overeenstemming met de aanbevelingen in de handleiding "Biosafety in Microbiological
and Biomedical Laboratories" (Bioveiligheid in microbiologische en biomedische laboratoria) uit 2009,
uitgegeven door Centers for Disease Control (Centra voor ziektebestrijding) en de National Institutes of Health
(Nationale gezondheidsinstituten). De verpakking van dit product bevat droog natuurrubber.

GEVAAR: Omni®CORE-controle bevat < 8,9% Antistreptolysine, < 2,8% Reumafactor (RF) en < 0,3% boviene
serumalbumine (BSA)

H317 - Kan een allergische huidreactie veroorzaken.

H334 - Kan bij inademing allergie- of astmasymptomen of ademhalingsmoeilijkheden veroorzaken.

Inademing van nevel of damp vermijden. Verontreinigde werkkleding mag de werkruimte niet verlaten.
Beschermende handschoenen/beschermende kleding/oogbescherming/gelaatsbescherming dragen. Bij
ontoereikende ventilatie een geschikte adembescherming dragen. Bij contact met de huid: Met veel water
en zeep wassen. NA INADEMING: Bij ademhalingsmoeilijkheden het slachtoffer in de frisse lucht brengen en
laten rustenin een houding die het ademen vergemakkelijkt. Bij huidirritatie of uitslag: Een arts raadplegen. Bij
ademhalingssymptomen: Een ANTIGIFCENTRUM of een artsraadplegen. Verontreinigde kledingwassen alvorens
deze opnieuw te gebruiken. Inhoud/verpakking afvoeren naar een geschikte afvallocatie in overeenstemming

met lokale/regionale/nationale/internationale regelgeving.

(GEREGISTREERDE BESTANDDELEN
Omni-CORE bevat de volgende bestanddelen:

Alanineaminotransferase (ALT/GPT)
Albumine

Alfa-1-antitrypsine (AAT)*
Alfa-1-zuur glycoproteine (AAG)*
Alfa-2-macroglobuline (AMG)*
Alkalische fosfatase (alk. fos.)
Amikacine

Amylase

Amylase (alvleesklier)*
Antistreptolysine 0 (ASO)
Apolipoproteine A1 (AP0 A)*
Apolipoproteine B (APO B)*
Aspartaataminotransferase (AST/GOT)
Beéta-2-microglobuline
Bilirubine, direct @

Bilirubine, geconjugeerd @
Bilirubine, niet geconjugeerd @
Bilirubine, pasgeborenen @
Bilirubine, totaal @

C-reactieve proteine (CRP)
C3-complement*
C4-complement*

Cafeine

Calcium

Carbamazepine
Ceruloplasmine (CER)*
Chloride

Cholesterol

Cholesterol, HDL

Cholesterol, LDL

Cortisol

Creatinekinase (CK)

Creatinine

Digoxine

Disopyramide

Ethanol

Ethosuximide

Fenobarbital

Fenytoine

Ferritine

Fosfor (e

Galzuren*
Gamma-glutamyltransferase (GGT)
Gentamicine

Glucose

Haptoglobine*

IJzer

Immunoglobuline A (IgA)*
Immunoglobuline E (IgE)
Immunoglobuline G (IgG)*
Immunoglobuline M (IgM)
Kalium

Kooldioxide (C02)

Koper*
Lactaat-dehydrogenase (LDH)
Lidocaine

Lipase

Lipoproteine A (Lp(a))*
Lithium

Magnesium ©

Melkzuur

Methotrexaat
N-acetylprocainamide (NAPA)
Natrium

Onverzadigde ijzerbindende capaciteit (UIBC)*
Osmolaliteit

Paracetamol

Pre-albumine

Primidon

Procainamide
Pseudocholinesterase
Quinidine

Reumafactor (RF)

Salicylaat

T-opname

Theophylline

Thyrotropine (TSH)

Thyroxine (totale T4)
Tobramycine

Totaal proteine

Totale ijzerbindende capaciteit (TIBC)
Transferrine*

Tricyclische antidepressiva
Triglyceriden ®

Ureumgehalte van het bloed (BUN)
Urinezuur

Valproinezuur

Vancomycine

Zink

(a), (b), (c), (d) Zie de werkingsgebieden in de pakketbijsluiter voor meer informatie.
*Deze bestanddelen zijn niet aangepast en hebben dezelfde concentratie als in het bronmateriaal. Tussen de diverse

partijen kunnen verschillen bestaan.

OPSLAG EN STABILITEIT

Alle bestanddelen van Omni®CORE (behalve Bilirubine) in reeds geopende flesjes die met een goed
gesloten dop bij 2-8 °C worden bewaard, blijven stabiel gedurende 30 dagen; Bilirubine blijft 15 dagen
stabiel. Alle bestanddelen van OmnieCORE CORE (behalve Bilirubine) in ongeopende flesjes die bij
2-8 °C worden bewaard, blijven stabiel gedurende 60 dagen; Bilirubine blijft 30 dagen stabiel. Dit product is
stabiel tot de op de doos vermelde houdbaarheidsdatum, mits bewaard bij -25 tot -15 °C. Bewaar het product,
voor optimale stabiliteit en prestaties, NIET in een zelfontdooiende vriezer en bewaar het bij -25 tot -15 °C
totdat u het ontdooit voor gebruik.

Bacteriéle besmetting zorgt voor toename van de troebelheid en/of een herkenbare geur. Gooi flesjes waarin
u tekenen van microbiéle besmetting ontdekt direct weg.

CONTROLEBEREIK

De gepubliceerde controlebereiken zijn gebaseerd op een combinatie van gerepliceerde analyses van
representatieve monsters door deelnemende laboratoria, fabrikanten van instrumenten/reagentia en directe
correlatie met andere analytische systemen, in overeenstemming met de geldende protocollen. De door
instrumenten gemeten waarden in de bijgevoegde tabellen gelden uitsluitend voor deze partij controlemiddelen
en zijn uitsluitend bedoeld als richtlijn. Laboratoria moeten op basis van met een lokaal testsysteem verkregen
evaluatiesentolerantiewaarden eigen criteria opstellenvoorhetbepalenvan gemiddelden enwerkingsgebieden.
Allewaardenzijnbepaald metinstrumenten enreagentia die beschikbaarwaren ophetmomentvande analyse, en
de verwachte waarden kunnen bij gebruik van andere reagentia en/of methodologieén hiervan afwijken. Hoewel
de in het laboratorium bepaalde gemiddelden moeten vallen binnen de aangegeven grenswaarden, kunnen
aanpassingen van instrumenten, reagentia of kalibraties ervoor zorgen dat deze waarden niet langer geldig zijn.
Vergelijkingenvande gegevensvanvakgenoten en de meestrecente partijspecifieke kwaliteithorgingsupdates
zijn online beschikbaar in het kwaliteitborgingsprogramma Lab Link® xL op www.maslablink.com. Zie de sectie
Technische ondersteuning voor de contactgegevens.

GEBRUIKSAANWIJZING

Laat het controlemiddel bij kamertemperatuur (18-25 °C) ontdooien op een schudplateau (of keer het flesje
steeds voorzichtig om), totdat het middel vioeibaar is, en sla het vervolgens onmiddellijk op bij 2-8 °C. Laat het
geopende flesje niet op kamertemperatuur komen. Houd het controlemiddel steeds op 2-8 °C en zorg ervoor
dat het zo min mogelijk aan licht wordt blootgesteld. Meng de inhoud van het flesje grondig voor elk gebruik
door het gedurende een aantal minuten steeds om te draaien. Open het flesje met controlemiddel nadat u het
uit de opslagruimte van 2-8 °C hebt gehaald en giet de vereiste hoeveelheid controlemiddel in een schoon
monsterbekertje. Plaats de dop onmiddellijk terug op het flesje en berg het geopende flesje op bij 2-8 °C.
Analyseer de vereiste hoeveelheid controlemiddel overeenkomstig de instructies van de fabrikant van de
reagentia. Giet ongebruikt controlemonster niet terug in het flesje.

EEN ONTDOOID CONTROLEMIDDEL MAG NIET OPNIEUW WORDEN INGEVROREN.

Erzijndruppelaarsbeschikbaaromervoortezorgendatde controlemonsters zo kortmogelijkaande luchtworden
blootgesteld. GEBRUIK GEEN injectiespuit om een monster door de dop van het flesje naar buiten te zuigen.

KWALITEITSCONTROLE
Alle vereiste maatregelen voor kwaliteitscontrole moeten worden uitgevoerd in overeenstemming met de
plaatselijke, regionale en/of landelijke regels of accreditatievereisten.

BEPERKING VAN PROCEDURES

De compatibiliteit van Omni®CORE is uitsluitend aangetoond met de methoden die in deze bijsluiter worden
vermeld. Umoetde nodige voorzichtigheid betrachten bij het gebruik van deze controlemiddelen in combinatie
met methoden waarvoor hier geen waarden worden vermeld.

De specificiteit van de antistoffen die worden gebruikt inimmunoassay-procedures kan per partij verschillen.
Zoals bij patiéntspecimens ook hetgevalis, kunnen erin combinatie metsommige reagentia in dit controleserum
kruisreacties optredentussen bepaalde bestanddelen. Raadpleeg de bijsluiter van de fabrikantvan de reagens
voor informatie over mogelijke interferenties.

Zorg ervoor dat het product zo min mogelijk aan fel licht wordt blootgesteld, voor een optimale stabiliteit van
bilirubine. De bilirubinewaarden kunnen dalen als gevolg van blootstelling aan zuurstof. Het wordt aanbevolen
na bemonstering van het product de dop onmiddellijk weer op het flesje te doen. Bilirubine kan afnemen
gedurende de houdbaarheidsperiode van het product.

Wees bij het meten van CO2 even zorgvuldig als bij patiéntmonsters, om de beste resultaten te verkrijgen.
Voorkom dat de monsters langdurig aan de lucht worden blootgesteld. Neem het monster en plaats de dop
onmiddellijk terug op het flesje. Bewaar het flesje bij 2-8 °C. Analyseer het monster onmiddellijk.

Als de analyseresultaten na eerste ontdooiing lage fosfor- en magnesiumwaarden vertonen, moet het product
mogelijk nogmaals 18-24 uur bij 2-8 °C in evenwichtstoestand worden gehouden voor volledige terugwinning.

Fosfor, salicylaat en triglyceriden kunnen toenemen gedurende de houdbaarheidsperiode van het product.

Accurate enreproduceerbare resultaten zijn athankelijk van goed functionerende instrumenten, de reagentia
en de juiste laboratoriumtechniek. Dit product is bedoeld voor gebruik als een analysecontrolemiddel voor
kwantitatieve analyses van geregistreerde bestanddelen in menselijk serum. Dit product is niet bestemd voor
gebruik als een kalibrator. Uitsluitend voor professioneel gebruik.

TECHNISCHE ONDERSTEUNING

Voor technische ondersteuning in de VS kunt u 800-232-3342 of 510-979-5417 bellen. Voor informatie en
bijgewerkte bijsluiters kunt u, als uw laboratorium een abonnement heeft op LabLink xL, een bezoek brengen
aan www.maslablink.com en LabLink Extra selecteren. Als u een abonnement op LabLink xL wilt afsluiten, kunt
u 800-232-3342 of 510-979-5451 bellen.

Buiten de VS kunt u, als uw laboratorium een abonnement heeft op LabLink xL, een bezoek brengen aan
www.maslablink.com en LabLink Extra selecteren. U kunt ook contact opnemen met het verkoopkantoor of
de geautoriseerde distributeur in uw land.

Cat. nr. Beschrijving Grootte
0CR-101 MAS®0mni<CORE™, niveau 1 6x5ml
0CR-202 MAS®0mni<CORE™, niveau 2 6x5ml
0CR-303 MAS®0mni<CORE™, niveau 3 6x5ml
286-606 Druppelaars Pak van 100
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INTEGROITU KEMIKAALIMAARITYKSEN KONTROLLILIUOS

KivrroTARKOITUS

Thermo Scientific MAS® OmnieCORE™ on tarkoitettu kdytettavéksi maarityskontrollina maaritysolosuhteiden
tarkkailemiseen useissa kliinisissd laboratorioméaéarityksissa. Kéaytd OmnieCORE-tuotetta potilaan
seerumindytteiden kanssa, kun maaritat jotakin aineosista.

TUOTTEEN KUVAUS

OmnieCORE on nestemdinen stabiili kontrollimateriaali, joka on valmistettu ihmisen seerumista.
Analyyttipitoisuuksia on sdadetty useilla eldinperéisilld aineilla ja ei-proteiinimateriaaleilla, kuten laakkeilla,
lddkkeiden metaboliiteilla ja puhdistetuilla kemikaaleilla. Amylaasi, ALT/GPT, AST/GOT, CK ja lipaasi ovat
peraisin sian kudoksesta; alkalifosfataasija GGT ovat perdisin naudan kudoksesta; LDH on lintujen kudoksesta.
Tuotteeseen on lisétty sdilontdaineita ja stabilointiaineita tuotteen eheyden sailymisen vuoksi.

HUOMIO: OmnieCORE on valmistettu ihmisperéisestd materiaalista. Kontrolliliuoksen aineosat, jotka ovat
ihmisperdisesta materiaalista, on testattu FDA:n hyvéksymin menetelmin, ja niiden on havaittu olevan
reagoimattomia hepatiitti B:n pinta-antigeenin (HBsAg), hepatiitti C:n (HCV), HIV-1:n ja HIV-2:n osalta. Mikéan
testimenetelma ei kuitenkaan voi tarjota absoluuttista varmuutta siitd, ettd ihmisperéisista materiaaleista
valmistetut tuotteet eivét sisallad tartuntavaarallisia aineita. Tatd kontrolliliuosta on késiteltdva Centers for
Disease Controlin/National Institutes of Healthin (Yhdysvaltojen tartuntatautien valvonta- ja ehkaisykeskukset
sekd terveysvirasto) oppaan Biosafety in Microbiological and Biomedical Laboratories, 2009 suositusten
mukaisesti. Tamén tuotteen pakkaus siséltaa kuivaa luonnonkumia.

VAARA: Omni®CORE -kontrolliliuos siséltad <8,9 % antistreptolysiinid, <2,8 % reumatekijaa (RF) ja <0,3 %
naudan seerumin albumiinia (BSA)

H317 - Voi aiheuttaa allergisen ihoreaktion.

H334 - Voi aiheuttaa allergisia tai astmaattisia oireita tai hengitysvaikeuksia sisdédnhengitettyna.

Véltettdva sumun tai hdyryn hengittdmistd. Kontaminoituneita tydvaatteita ei saa viedd pois tyopaikalta. Kayta
suojakasineitd/suojalaseja/kasvosuojusta. Mikalituuletus on riittdmatonta, kdytd hengityssuojainta. Jos ainetta
paaseeiholle: peserunsaallasaippuallajavedelld. SISAANHENGITETTYNA: jos hengittaminen onvaikeaa, poista
uhriraittiiseenilmaan ja pidé hénetlevossa asennossa, jossa hén voi hengittda mukavasti. Jos ihodrsytysta tai
ihottumaailmenee: hakeudulddkérinhoitoon. Josilmenee hengitysoireita: soita MYRKYTYSTIETOKESKUKSEEN
tai laékarille. Kontaminoituneet vaatteet on pestéva ennen uudelleenkayttdd. Siséltd/sailio on havitettdva
paikan paalld paikallisten/alueellisten/kansallisten/kansainvalisten sdadosten mukaisesti.

AINEOSALUETTELO

Omni-CORE siséltaa seuraavia aineosia:
Alaniiniaminotransferaasi (ALT/GPT) Kinidiini
Albumiini Kloridi
Alfa-1-antitrypsiini (AAT)* Kofeiini

Alfa-2-makroglobuliini (AMG)*
Alkalifosfataasi (Alk. fos.)
Amikasiini

Amylaasi

Amylaasi (haima)*

Kokonaisproteiini
Kokonaisraudansitoutumiskapasiteetti (TIBC)
Kolesteroli

Kolesteroli, HDL

Kolesteroli, LDL

Antistreptolysiini 0 (AS0) Kortisoli

Apolipoproteiini A1 (APO A)* Kreatiinikinaasi (CK)
Apolipoproteiini B (APO B)* Kreatiniini

Asetaminofeeni Kupari*
Aspartaattiaminotransferaasi (AST/GOT) Laktaattidehydrogenaasi (LDH)
Beeta-2-mikroglobuliini Lidokaiini

Bilirubiini, kokonaisarvo @ Lipaasi

Bilirubiini, konjugoimaton @ Lipoproteiini A (Lp(a))*
Bilirubiini, konjugoitu @ Litium

Bilirubiini, suora® Magnesium

Bilirubiini, vastasyntyneet 12 Maitohappo

C-reaktiivinen proteiini (CRP) Metotreksaatti
C3-komplementti* N-asetyyliprokainamidi (NAPA)
C4-komplementti* Natrium

Digoksiini Osmolaliteetti

Disopyramidi Prealbumiini

Etanoli Primidoni

Etosuksimidi Prokainamidi

Fenobarbitaali Pseudokolinesteraasi
Fenytoiini Rauta

Ferritiini Reumatekija (RF)

Fosfori ®/t) Salisylaatti
Gammaglutamyylitransferaasi (GGT) Sappihapot*

Gentamysiini Saturoimattoman raudan sitoutumiskapasiteetti (UIBC)*
Glukoosi Sinkki

Hapan alfa-1-glykoproteiini (AAG)* T-kertyma

Haptoglobiini* Teofylliini

Hiilidioksidi (C02) Tobramysiini

Transferriini*

Triglyseridit

Trisykliset masennusladkkeet @
Tyroksiini (kokonais-T4)

Immunoglobuliini A (IgA)*
Immunoglobuliini E (IgE)

Immunoglobuliini G (IgG)*
Immunoglobuliini M (IgM)

Kalium Valproiinihappo
Kalsium Vankomysiini
Karbamatsepiini Veren ureatyppi (BUN)
Keruloplasmiini (CER)* Virtsahappo
Kilpirauhasta stimuloiva hormoni (TSH)

(a), (b), (c), (d) Katso lisétietoja tuoteselc merkityistd vaihteluvéleista.

*Néitd aineosia ei ole séédetty vaan niité esiintyy Iahdemateriaalin pitoisuuksina. Erien vélilld voi olla vaihtelua.

SAILYTYS JA STABIILIUS

Avaamisen jalkeen ja tiukasti suljettuina 2-8 °C:n lampdtilassa Omni®CORE-tuotteen aineosat bilirubiinia lukuun
ottamatta ovat stabiileja 30 péivan ajan. Bilirubiini on stabiili 15 pdivén ajan. Avaamattomissa ampulleissa ja
sdilytettyind 2-8 °C:n lampGtilassa OmnieCORE-tuotteen aineosat bilirubiinia lukuun ottamatta ovat stabiileja
60 paivan ajan. Bilirubiini on stabiili 30 paivén ajan. Tama tuote on stabiili pakkauksessa mainittuun viimeiseen
kéyttopdivaan asti, kun se séilytetaan lampotilassa —25..—15 °C. Optimaalista stabiiliutta ja toimintaa varten
tuotetta El SAA siilyttad itsesulattavissa pakastimissa, ja tuotetta on séilytettdva —25..—15 °C:ssa, kunnes se
sulatetaan kaytt6a varten.

Bakteerikontaminaatio lisdd sameutta ja/tai ominaista hajua. Ampulli on havitettavé, jos siind nakyy merkkeja
mikrobikontaminaatiosta.

KKONTROLLIEN VAIHTELUVALIT

Julkaistutkontrolliliuoksen vaihteluvilit perustuvat osallistuvien laboratorioidenjainstrumenttien/reagenssien
valmistajien suorittamaan edustavien naytteidentoistuvien maaritystenyhdistelmaan sekd suoraan korrelaatioon
muiden analyyttisten jarjestelmien kanssa vallitsevan kdytannon mukaisesti. Oheisissa tietotaulukoissa
olevat instrumenttiarvot ovat kontrolliliuoserakohtaisia, ja ne on tarkoitettu vain ohjeellisiksi. Laboratorioiden
on madritettdva sisdiset keskiarvo- ja vaihteluvélikriteerit paikallisten testausjarjestelmien arvioinnin ja
toleranssirajojen mukaan. Kaikki arvot on méaéritetty instrumenteilla ja reagensseilla, joita oli saatavana
médrityshetkelld, ja odotetutarvotvoivatvaihdella erireagenssejaja/taimenetelmid kaytettdessé. Laboratorion
méadrittdmien keskiarvojen pitéisi osua maaritetyille vaihteluvaleille, vaikka myshemmétinstrumentin, reagenssin
tai kalibroinnin muutokset voivat mitétdida maéritetyt arvot.

Vertailuryhméntiedotja viimeisimmatlaatukontrollien erdkohtaiset paivitykset ovat saatavilla verkossa LabLink®
xL-laadunvarmistusohjelman kautta osoitteessa www.maslablink.com. Katso yhteystiedot osasta Tekninen tuki.

KAvYTT00HJEET

Sulata kontrolliliuos huoneen lampétilassa (18-25 °C) keinutelineessé tai varovasti kdantelemélla sdanndllisesti,
kunnes kontrolliliuos on nestemaisté. Siirré liuos sen jalkeen valittdmasti sailytykseen 2-8 °C:een. Kun ampulli
onavattu, dld anna senldmmetd huoneenldmpaiseksi. Yllapida 2-8°C:n lampéatila koko ajan ja minimoivaloaltistus.
Sekoita ampullin siséltd perusteellisesti ennen jokaista kayttokertaa kaantelemalla ampullia varovasti useiden
minuuttien ajan. Kun kontrolliliuos otetaan pois 2-8 °C:n lampdtilasta, avaa ampulli ja siirré tarvittava maara
kontrolliliuosta puhtaaseen néyteastiaan. Aseta korkki vélittomasti takaisin ja palauta avattu ampulli 2-8 °C:n
lampétilaan siilytykseen. Madrita kontrollindyte reagenssin valmistajan ohjeiden mukaisesti. Al palauta
kayttamatonta néytettd takaisin ampulliin.

KUN KONTROLLILIUOS ON SULATETTU, ALA PAKASTA SITA UUDELLEEN.

Kontrollingytteiden ilmanaltistuksen minimoimiseen on saatavana pipetteja. ALA kayta ruiskuneulaa naytteen
ottamiseen kontrolliliuospullon korkin lapi.

LAADUNVALVONTA
Kaikkien laadunvalvontatoimien on noudatettava paikallisia, valtiollisia ja/tai kansallisia maéaréyksia tai
akkreditointivaatimuksia.

ToOIMENPITEIDEN RAJOITUKSET

OmnieCORE-tuotteen yhteensopivuus on osoitettu vain tdssd tuoteselosteessa mainittujen menetelmien
kanssa. Kun néitéd kontrolliliuoksia kéytetaan sellaisten menetelmien kanssa, joista ei ole annettu arvoja, on
oltava varovainen.

Immunomaaritystoimenpiteissé kaytettyjen vasta-aineiden spesifisyys voi vaihdella erésté toiseen. Kuten
potilasnéytteiden kohdalla, ristireagointia voi ilmeté tiettyjen tdmén kontrolliseerumin aineosien ja joidenkin
reagenssien vililld. Katso reagenssin valmistajan tuoteselosteesta mahdolliset vuorovaikutukset.

Minimoi altistus voimakkaalle valolle, jotta bilirubiinin stabiilius on optimaalinen. Bilirubiiniarvot voivat laskea
happialtistuksenseurauksena. Ampullinkorkkia ei ole suositeltavaa asettaa vlittdmasti paikoilleen ndytteenoton
jalkeen. Bilirubiini voi véhentya tuotteen séilytysaikana.

Jotta saat parhaita tuloksia CO2:n mittauksissa, késittele potilasnéytteitd varoen. Valtd néytteiden
pitkdaikaista altistusta ilmalle. Poista ndyte ja aseta korkki vélittoméasti takaisin. Sailytd ampulli
2-8 °C:ssa. Tee néytteelle immunomédritys viipymatta.

Jos havaitaan alhaisia fosfori- ja/tai magnesiummaaritystuloksia alkusulatuksen yhteydess4, lisdtasapainotus
2-8 °C:ssa 18-24 tunnin ajan voi olla tarpeen tdytta talteenottoa varten.

Fosfori, salisylaatti ja triglyseridit voivat lisdantya tuotteen séilytysaikana.

Tarkat ja toistettavat tulokset ovat riippuvaisia oikein toimivista instrumenteista, reagensseista ja hyvésta
laboratoriokéytédnndstd. Tama tuote on tarkoitettu kédytettdvéksi maarityskontrollina lueteltujen ihmisen
seerumin aineosien kvantitatiivisissa maarityksissa. Tatd tuotetta ei ole tarkoitettu kdytettavéksikalibraattorina.
Vain ammattikayttoon.

TEKNINEN TUKI

Yhdysvalloissa teknistd tukea saa numerosta 800 232 3342 tai 510 979 5417. Tuoteselosteen pédivitykset ja tietoja
saat, jos laboratoriosi on LabLink xL -tilaaja, kdymall& osoitteessa www.maslablink.com ja valitsemalla LabLink
Extra. Vaihtoehtoisesti voit tilata LabLink xL:n numerosta 800 232 3342 tai 510 979 5451.

Yhdysvaltojen ulkopuolella, jos laboratorio on Lablink xL -tilaaja, kdy osoitteessa www.maslablink.com ja valitse
LabLink Extra. Vaihtoehtoisesti voit ottaa yhteytta paikalliseen myyntitoimistoon tai valtuutettuun jalleenmyyjaan.

Tuote nro Kuvaus Koko

0CR-101 MAS®0mni<CORE™, taso 1 6x5ml
0CR-202 MAS® 0mniCORE™, taso 2 6x5ml
0CR-303 MAS®0mni-CORE™, taso 3 6x5ml
286-606 Pipetit Kpl 100
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ANAAYTIKOZ, OAOKAHPOMENOE MAPTYPAZ XHMEIAZ IE YTPH MOPOH

TPOOPIZOMENH XPHIH

To Thermo Scientific MAS® Omni-CORE™ mpoopiletat yia xprion w¢ avahuTikdg pdptupag yia Ty mapakololbnon twv
ouvBnkwv mpoadioptopov o€ moAEC alohoynaeig KAvikwy epyactnpiwv. ZupmepihdBete 1o Omni-CORE pe deiypata opol
TwV a0Bevev Katd Tov mpoadioplopd omolwvdnmoTe amo Ta 6UOTATIKA mou mapatifevtal.

MEepirpAoH TOY NPOTONTOX

To Omni-CORE amotehei uypd otaBepd Nikd pdptupa mapackevaopévo amd avbpwmvo opo. Ta emimeda avahitny
nipocappdloval pe diagopa ekxuliopata {Hwv Kat pn mpweivoiya uNikd oupmephapBavopévawy pappakwy, petafolTwv
Qappdkwv kat kaBapwv xnpikav ovatkv. H Apuhden, to ALT/GPT, to AST/GOT, o CK kat n Amdon Aappdvovtat and 1010
Xoipwv, n aAkahiki pwogatdon kat To GGT mpoépyovtal and 10T0 Booctdwv Kat To LDH amd 10t6 minvav. TuvnpnTikd kat
oTabepomoinTikd mpooTifevtal yia T S1aTAPNON TG AKEPAIOTTAS TOU TIPOTOVTOC.

MPOXOXH: To Omni-CORE napaokevdetal amd avBpamivo mmyaio UAKO. Ta GUGTATIKG TOU PAPTUPA TTOU TTPOEPKOVTAL Ao
avBpwmvo mnyaio UAko £xouv eheyyBei pe yprion peBodwv amodextwy amd Ty Ymnpeoia Tpogipwv kat Gappdkwv Twv
H.M.A. (FDA) kat éyouv Bpebei un avidpacTikd yia To mavelako avyovo tou 100 e natitdag B (HBsAg), Tov 10 g
natitidag C (HCV), kaBwg kattoug 1oo¢ HIV-1 kat HIV-2. Qatooo, kapia péBodog eAéyyou Sev pumopei va empBeBaicoel mipwg
T Ta TPai6VTa o PoépyovTal amd avBpamivo myaio UNKO ivat eheuBepa Aotpoyovwy mapayoviwv. 0 mapwv pdptupag
TIPEMEL Va UPIOTATAL EIPIOUO GUPPWVA |iE TIC BUOTATEIC Tou EyXelpdiou Twv Centers for Disease Control/National Institutes
of Health (Kévtpa EAéyxou Noonpdrwv/EBvikd Ivotitodta Yyeiag twv H.M.A.), “Biosafety in Microbiological and Biomedical
Laboratories,”2009. H ouokeuacia Tou mapovTog mpoiovtog mepLéyel Npo QUOIKO KAOUTOOUK.

KINAYNOZ: 0 pdptupac Omni-CORE mepiéyel <8,9% avtiotpentoduaivn, <2,8% pevpatoetdn mapdyovra (RF) kat <0,3%
aABoupivn opou Booetdwv (BSA)

H317 - Mnopei va mpokahéaet alepyikr deppatiki avtidpaon.

H334 - Mmopei va mpokaléaet alepyia i supmtwpata deBpatog i doomvota o€ mepintwon elomvonc.

Anogelyeteva avanvéete atayovidian atpoug. Ta poluopéva evoipata pyaciag Sevmpémetva Byaivouv amd Toxwpo epyaciag.
Na (popdte TPOOTATEUTIKG YAVTIA/ P00 ATOIKIG TPOOTAGIAG yia Ta PATIa/Mp6OWTO. L MEPIMTWOn AVEMAPKOUC AEPIOHOU, Val
(QOPATE P00 ATOIKIG TPOOTAGIAC TN avamvor|c. Z€ mepimtwon enagng pe 1o déppa: Movere pe dpBovo samoivt Kat vepo.
YENEPINTQZH EIXNINOHY: Edv 0 maBav éxet S0omvola, petagepeTe Tov aTov KaBapo aépa Kal apnoTe Tov va EekoupaoTei oe
otdon mou dieukohdvel v avanvor. Edv mapatnpnBei epebiopog Tou éppatog i eppaviotei e§avlnpa: TupBovleuBeite/
emoke@Beite ylatpo. Eqv mapouaid{ovtar avanveuotika oupmtapata: Kaléote 1o KENTPO AHAHTHPIAZEQN 1 évav tatpo.
M\Overe Ta poluopéva pouxa mpwv Ta §avaypnatpomoljoete. AidBeon Tou meplexopévou/mepéktn oe Tomodeaia supwva e
Tou TomKoU¢/mepipepelakolc/eBvikouc/dieBueic kavoviapou.

NISTA SYSTATIKON

Ta akoAouBa cusTatika mepiéyovrat 6o Omni-CORE:

Al1-AviBpuiivn (AAT)*

Alwro Oupiag Aiparog (BUN)
AiBavoln

AiBogoupion

Axetapvopaivn

Aavivn Apwotpavagepdon (ALT/GPT)
ANBoupivn

Alkahik) Qwogatdon (ANk. Owag.)
ANga-1 080 Mukonpwreivn (AAG)*
ANga-2-Makpoopatpivn (AMG)*
Apikagivy

Apudon

AvAdon (Maykpeatiki)*
Avoooopaipivn A (IgA)*
Avoooopatpivn E (IgE)
Avoooogaipivn G (IgG)*
Avoooogatpivn M (IgM)

Avuidpwoa mpwreivn C (CRP)
Avuotpemtohuaivy 0 (ASO)
Anohimonpwreivn A1 (APO A)*
AnoNimonpwreivn B (APO B)*
Antoogaipivn®

Aopéotio

Aomaptikn Apvotpavogepaon (AST/GOT)
B2-Mikpoogapivn

Bahmpoikd 0§y

Bavkopukivn
[-Mhoutapuhotpavonemmiddon (GGT)
Tahakikn Aeoudpoyovdon (LDH)
Tahaktiko 080

Tevtapikivn

Mwkoéln

Mio€eidio Tov AvBpaka (C02)
Aiwomupapion

DAoyo€ivn

0e0guMivy

Qupeogidotpomog Oppovn (TSH)
Oupoivn (0N T4)

Ikavotnta mpdadeanc akopeatou atdripou (UIBC)*
Kaho

KapBapalenivy

Kapeivn

Kwidivn

Kopriohn

Kpeatwiki kwvdon (CK)

Kpeatvivn

Midokaivn

AiBlo

Aindon

Amompuwreivn A (Lp(a))*
Mayvroto

MéBotpesam
N-aketulo-mpokaivayion (NAPA)
Nétpio

OMKi mpwreivn

O} o18npodeapeutikr ikavotnta opov (TIBC)
Oupkd 00

Npuudovn

NpoahBoupivn

Mpokaivapion

MpdoAnyn T

Pevparogi6ric mapdyovrag (RF)
ZaMkuAko

Tepouhomhacpivn (CER)*
Zidnpog

Tupmipwpa (3*
Tupmipwpa (4%
Topmpapukivn
Tpavopeppivn*

Tptyhukepidia ®

Tpikukhika AviikataBhorikd ©
OawopapPrrain

Oawuroivn

Oepprrivny

Owogopog @

Xahkoc*

Xhwpidio

XohepuBpivn, Apeon ©
XohepuBpivn, Mn oulevypévn @
XohepuBpivn, Neoyvikr ©
XohepuBpivn, O\ ©
XoepuBpivn, Zulevypévn @
XoAnatepohn

XoAnotepohn, HDL
XoAnotepon, LDL

Xohikd oééa*

Weuddpyupog
Yeudoxohveatepdon
QopwtikétnTa

(a), (B), (v), (8) Avatpée ota évBeta ouakevaoiag yia mpooBete mnpogopie.
*Ta ouotatikd autd dev éxouv mpooappootel ald eivat ota enimeda mou evroniCovtat oto myaio MKO. EvoéxeTat va mapatnprioete Slagopéc

and naptida oe maprida.

(OYAAZH KAl STAOEPOTHTA

Ago0 avorxBolv kat gulayBov Ta eppnTikd KAewoTd o€ Beppokpacia 2-8 °C plahidia, Ta ovotatika tou Omni=CORE extoq
an6 ™ XohepuBpivn mapapévouy otadepd yia 30 npépec. H XohepuBpivn mapapével otabepn) yia 15 nuépec. Ta ovotatika
Tou Omni-CORE g 6ppayiopéva giahiota mou pulacoovtat o€ Beppokpacia 2-8 °C, extoc amo T XohepuBpivn mapapévouvy
otabepd yia 60 npépec. H XohepuBpivn mapapével atabepn yia 30 npépeg. Autd to mpoidv mapapével 0tabepd €wg Ty
npepopnvia Aéng mou avaypagetat oTn cuokevasia epocov guldacetat og Beppokpacia petagl -25 kat-15 °C. Na kahotepn
otaBepotnta kat emdooel;, MHN amobnkevete oe katapikteg pe autopatn amoyuén kai dlatnpeite o€ Beppokpacia
-25 €w¢ -15 °C péxpt va amopuyBei yia va To XpNGIHOMOINOETE.

H Baktnpiakn poAvvon mpokahei abénon e BohotnTag fi/kat pia xapaktnplotikn oopr. Amoppiyte To glahidio
av mapatnpnBolv aTotyeia pikpoplakrc poAuvang.

EYPH EAErXOY

Tadnpoateupéva bpn ehéyxou faoiCovral oe évav GuvduacH6 mavopoITUNWV TPOGSI0PIOHWY AVTITPOCWTEVTIKWY delypdTwy
QMO TA GUHIETENOVTA EPYOAOTIPIA, TOUC KATAOKEVAOTES TWV 0PYAVWV/QuTISpactnpiwv Kat TG djieong ouayéTiong pe dAAa
ouoTAHATA AVAAUeNG GUUPWVA e To KaBlepwpévo MPWTOKoMo. 0L TIHEC TwV 0pyAVWY TTOU TTAPEXOVTAL GTOUS GUVIIHEVOUC
mivakeq dedopévwv eival E181KEC HOVO yia T GUYKEKPIHéVN TapTida papTlpwy Kat mpoopilovTalyia xprion we kateuBuvrpleg
odnyiec. Ta epyaotrpla mpémel va KaBlepwoouy E0WTEPIKES PEGEC TIPES Kal KPITHpLA EVPOUC Pe Baon TV EKTipnon Tou
TomiKoy oueTAPaTog SoKIp®Y Kat Ta dpia avoxng. OAeg ot TipéC éyouv kaBoploTei pe dpyava Kar avidpacTrpia mov frav
Slabéatpa katd 0 Xp6vo Tou IPOaSIOPLOHOU Kat EvOEXETaL VO UTIApYEL SLAKUPAVON TV QVAEVOHEVWY TIHGV e SLAQOPETIKA
avTidpacTrpla 1i/Kat SlagopeTikée peBodohoyiec. Ot epyaotnplaka kabiepwpéves péoeg TIpéG Ba mpémel va epmintouv ota
ekywpnBévta bpn av kat emakdlouBeg Tpomomotael; Tov opydvou, Twv avtidpactnpiwv i Te fabpovopnong evdéxetat va
AKUPKOOULV TIC KABOPIOPEVES TIHEC.

Opdtipa dedopéva alykpiong kat mhéov mpoogateg evnpepwoeis e1dikd yia Tig maptideg NE dlatiBevat nhektpovika péow
Tou Mpoypappatog draopdhiong mowotntag LabLink® xL, atnv n\ektpovikn dievBuvon www.maslablink.com. Avatpééte oty
£vOTITA TEXVIKAG UTOOTAPIENG Yia Ta TOIEla EMKoWwViag.

OAHIEE XPHEHE

Amoyiéte To pdptupa e Beppokpasia dwpatiou (18-25 °C) oe avadeutipa 1 pe meptodik Ama avakivnon éw¢ 6tou
uyporotneikay, émerta, puAaETe Tov apéowq oe Beppokpacia 2-8 °C. Agol avoryBeito pialidio, invTo agrivete o€ Beppokpacia
Swpariov. Alatnpeite dlapkwe To pdptupa oe Beppokpaocia 2-8 °C kat amoelyete ™V ékBeon Tou 610 Y. Avapeilte
81e€0d1Ka Ta mepiexdpieva Tou plakidiou mptv amé kabe xprion avakvevTag fima yia apketd Aenmtd. AQOTou amopakpivete 1o
udptupa amd  Beppokpacia 2-8 °C, avoite To PLaNidlo Kal pETaQEPETE TV amartodpevn moooTNTa LapTupa ot £va KaBapd
Setypatohnmuikd komeMo. Mwpatiote apéowg T avotypévo elahidio kat puAdTe To o€ Beppokpasia 2-8 °C. 0 mpoadiopiopog
NG KATAMnANG moodTnTag PApTUPA TIPEMEL VAl YiveETal OUPQWVA | TIC 0dNyie¢ TOU KATAOKELaoT Tou avtiépaotnpiov.
Mnv emavatomoBereite o pn pnotponoinpévo deiypa ato elaridio.

MHN KATAYYXETE EK NEOY TO MAPTYPA AOOY ANOYWYXOEIL.

YtayovopeTpikd puyxn SiatiBevtar mpokepévou va elayiotomoleital n ékBeon Twv detypdtwv eNéyxou otov aépa.
MHN pnotpomoteite Behdva auptyyag yia va avappogrioete deiypa péow Tov wpatog Tov elahidiou tov pdptupa.

MoloTiKox EAETXOX
‘O\ecotSradikaoiegmototikod eNéyxou mpémetva akorouBolvTal abpwva e Toug Tomikoug, moAitetakou fy/katopoamovdiakoug
KaVOVIOHOUC 1} TIC AMAITAGELS EPYAOTNPLAKTG TOTOMOINoNG.

TTEPIOPIZMOI TON AIAAIKAZION
H oupBarétnta Tou Omni-CORE éxel katadeiyOei povo pie i peBodoug mov umodeikviovtal aTo mapov éveto. Oampénetva
embeIKvUETaI MPOOOYH KATA TN XPRON TwV HAPTUPWY QUTWY e peBodoug yia Ti omoieg dev Exouv TumwBEi Tipéc.

H &1kétTa Twv avtiswpdtwy mou ypnotponolovtal o€ peBddou¢ avooompoadiopiopol evdéxetal va motkilel petagy
naptidwv. Onwg pe Ta deiypata acBevav, pe oplopéva avidpaotripla evdéxetat va umdpéouv dlaotavpolieves aviidpdoelg
ETadl OUYKEKPIUEVWV GUOTATIKGV TOU TApOvTog 0pou ENéyxou. ZupBoUAeUTEITE To €VBETO TG GUOKEVAGIaG IOV TapPEKETAL
a6 TOV MAPACKEVAGTH TOU AVTI&PAOTNPIOL AVaQopIKa e T SuvnTikéG MapeUBOEC.

Anoguyete Tv ékBeon oTo £vTovo euc yia kahUTepn oTaBepdtnTa Tg ohepuBpivng. Ot Tipég XohepuBpivng evdéxetal va
petwBolv petd amé ékBeon o€ ouyovo. Luviotdrat va emavatomodeTeite apéows Ta TWATa TV QLaNSiwv petd amd T Mun
Tou poidvtog. H XohepuBpivn evoéyetat va petvetat e 0An T Sidpkela {wrg Tou mpoiovTog.

Ta kahUTepa amotehéopata katd T pétpnon tov (02, yeipioteite e v ibla ppovtida mou yelpiCeote Ta deiypata asBevav.
Amoglyete TV mapateTapévn ékBeon Twv delypdTwv oTov aépa. Avappo@note deiypa kat TwpaToTe apéowg To elahidio.
Matnpeirte 1o prahidio o€ Beppokpacia 2-8 °C. AvahvoTe To deiypa xwpi kaBuatépnon.

Edvnpotvtatyapn)éctipéc ota amotehéopatatneavaluong Qwopopouri/katMayvnaiou katd Ty apyki amduén, evdéxetat
va anartnBei mpooBetn e§looppomnoan o€ Beppokpacia 2-8 °Cyia 18-24 wpeg yia mijpn avaxtnon.

0 Owapopoc, To Zahkuhiko kat ta TptyAukepidia evdéxetat va avédvovtat oe 0An T didpketa {wr¢ Tou mpoidvToc.

Ta akpIPA kat avamapaywylpa amoteéopata eEapTwVTAL amo T 6weTH AEToupyia Twv 0pyavwy, amd Ta avidpactipta kat
an6 ™ xprion opBi £pyaoTnpLakic Texvkig. To mapdv mpoiov mpoopiletat yia xprion w¢ avaAuTIKAC HApTUPaC TOGOTIKGY
TIPOOSIOPIOPWY i Ta TAPEYOUEVA GUOTATIKA 0ToV avBpwmvo opd. To mapdv mpoidv dev mpoopiletal yia xpron we uhiko
BaBuovopnang. Mévo yia enayyehpatiki xprion.

TEXNIKH YNOZTHPIZH

Evrog wv H.ILA., yia texviki umootrpién, kahéote Tov aptBpd 800-232-3342 11 510-979-5417. Ta evnpepwogig Tou évBetou
Kat minpoopic, av To pyactipld oa éxel eyypapei oto mpdypappa LabLink xL, emokegBeite v nhektpoviki dievBuvon
www.maslablink.com kat emAé€te LabLink Extra. Evalaktikd, yia va eyypagpeite ato mpoypappa LabLink xL kahéote Tov
apiBpo 800-232-3342 11 510-979-5451.

Exto¢ v H.ML.A., av 1o epyactipto oag éxet eyypagei oto Lablink xL, emoke@Beite v nhektpovik diebBuvan
www.maslablink.com kat emAé€te LabLink Extra. EvalakTikd, EMKOWWVAGTE Jié TO TOMIKG 0a¢ ypageio mwARoewv 1y Tov
£€oualodotnpiévo oa dlavopéa.

Ap. Kat. Nepypagn Méye0oc
0CR-101 MAS® Omni-CORE™, Eninedo 1 6x5mlL
0CR-202 MAS® Omni-CORE™, Eninedo 2 6x5mlL
0CR-303 MAS® Omni-CORE™, Eninedo 3 6x5mlL
286-606 TTayOVOUETPIKA pOyXN Zuok. 100
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MAS® OmnisCORE™

FLYTENDE ANALYSERT INTEGRERT KJEMIKONTROLL

TILTENKT BRUK

Thermo Scientific MAS® OmnisCORE™ er tiltenkt for bruk som en analysertkontroll for overvakning av
analyseforhold for ulike kliniske laboratorieresultater. Inkluder OmnieCORE med pasientserumpraver
nar det analyseres etter noen av konstituentene som er angitt.

PRODUKTBESKRIVELSE

Omni«CORE er et vaeskestabilt kontrolimateriale som er preparert fra humant serum. Analyttnivder
justeres med forskjellige animalske ekstrakter og materialer uten proteiner, inkludert legemidler,
legemiddelmetabolitter og rensede kjemikalier. Amylase, ALT/GPT, AST/GOT, CK og lipase hentes fra
griseveyv, alkalisk fosfatase og GGT hentes fra bovint vev, LDH er fra avieert vev. Konserverings- og
stabiliseringsmidler tilsettes for & bevare produktets egenskaper.

ADVARSEL: OmnieCORE prepareres fra humant kildemateriale. Komponenter i kontrollmiddelet som ikke
stammer fra humant kildemateriale, har blitt testet ved hjelp av FDA-godkjente metoder og er funnet ikke-
reaktive for hepatitt B-overflateantigen (HBsAg), hepatitt C (HCV), HIV-1 og HIV-2. Ingen pravemetoder kan
imidlertid gi full sikkerhet for at produkter avledet fra humant kildemateriale er helt uten smittestoffer. Dette
kontrollmiddelet ma behandles i samsvar med anbefalingene i veiledningen utgitt av Centers for Disease
Control/National Institutes of Health (sentre for sykdomskontroll / nasjonale helseinstitutter), “Biosafety
in Microbiological and Biomedical Laboratories”, 2009. Produktemballasjen inneholder tarr naturgummi.

FARE: OmnieCORE-kontroll inneholder < 8,9 % antistreptolysin, < 2,8 % rheumafaktor (RF) og < 0,3 %
bovint serumalbumin (BSA)

H317 — Kan utlgse en allergisk hudreaksjon.

H334 — Kan gi allergi eller astmasymptomer eller pustevansker ved innanding.

Unnga innanding av tdke/damp. Tilsglte arbeidskleer ma ikke fiernes fra arbeidsplassen. Benytt
vernehansker/vernebriller/ansiktsskjerm. Ved utilstrekkelig ventilasjon skal andedrettsvern benyttes.
VED HUDKONTAKT: Vask med mye sépe og vann. VED INNANDING: Hvis det blir tungt & puste, skal
offeretbeeres utifriskluftogleggesien hvilestilling som gjor detkomfortabelt & puste. Ved hudirritasjon
eller utslett: Sgk legehjelp. Ved symptomer i luftveiene: Kontakt et GIFTINFORMASJONSSENTER eller
lege. Tilsalte kleer mé vaskes for de brukes pa nytt. Innhold/beholder skal avhendes i henhold til lokale/
regionale/nasjonale/internasjonale bestemmelser.

LiSTE OVER KONSTITUENTER
Felgende konstituenter finnes i Omni<CORE:

Acetaminofen Karbondioksid (C02)

Alanin-aminotransferase (ALT/GPT) Kinidin
Albumin Klorid
Alfa-1-antitrypsin (AAT)* Kobber*
Alfa-2-makroglobulin (AMG)* Koffein
Alkalisk fosfatase (Alk. fos.) Kolesterol
Amikacin Kolesterol, HDL
Amylase Kolesterol, LDL
Amylase (pancreaticus)* Kortisol

Kreatinin
Kreatinkinase (CK)
Laktatdehydrogenase (LDH)

Antistreptolysin 0 (ASO)
Apolipoprotein A1 (APO A)*
Apolipoprotein B (AP0 B)*

Aspartat-aminotransferase (AST/GOT) Lidokain
Beta-2-mikroglobulin Lipase

Bilirubin, direkte @ Lipoprotein A (Lp(a))*
Bilirubin, ikke konjugert 2 Litium

Bilirubin, konjugert Magnesium ©

Bilirubin, neonatal @ Melkesyre

Bilirubin, totalt Metotreksat
Blodurea-nitrogen (BUN) N-acetylprokainamid (NAPA)
C-reaktivt protein (CRP) Natrium

C3-komplement* Orosomukoid (AAG)*
C4-komplement* Osmolalitet

Carbamazepin Prealbumin

Ceruloplasmin (CER)* Primidon

Digoksin Prokainamid

Disopyramid Pseudokolinesterase

Etanol Revmatoid faktor (RF)
Etosuksimid Salisylat

Fenobarbital Sink

Fenytoin T-opptak

Ferritin Teofyllin

Fosfor ®)e) Thyreoideastimulerende hormon (TSH)
Gallesyrer* Tobramycin
Gammaglutamyltransferase (GGT) Total jernbindingskapasitet (TIBC)
Gentamicin Totalprotein

Glykose Transferrin®

Haptoglobin*
Immunoglobulin A (IgA)*
Immunoglobulin E (IgE)
Immunoglobulin G (1gG)*

Triglyserider ®

Trisykliske antidepressiver @

Tyroksin (Total T4)

Umettet jernbindingskapasitet (UIBC)*

Immunoglobulin M (IgM) Urinsyre
Jern Valproinsyre
Kalium Vankomycin

Kalsium

(a), (b), (c), (d) Se pakningsvedleggene for ytterligere informasjon.
*Disse innholdsstoffene er ikke blitt justert, men befinner seg pa samme nivéer somi kild
variasjon fra lot til lot.

ialet. Detkan for

OPPBEVARING 0G STABILITET

Nar de er apnet og oppbevares godt lukket ved 2-8 °C, erinnholdsstoffene i OmnieCORE, unntatt bilirubin,
stabile i 30 dager. Bilirubin er stabilt i 15 dager. Innholdsstoffene i OmnieCORE i uapnede praveglass
som oppbevares ved 2-8 °C, unntatt bilirubin, er stabile i 60 dager. Bilirubin er stabilt i 30 dager.
Dette produktet er stabiltinntil utlapsdatoen pé esken nar det oppbevares ved -25til -15 °C. For optimal
stabilitet og ytelse ma det IKKE oppbevares i selvavrimende frysere, og det ma opprettholde en
temperatur pa -25 til -15 °C inntil det tines for bruk.

Bakteriell kontaminasjon gir gkt tilgrumsing og/eller en karakteristisk lukt. Kast proveglasset ved tegn
pa bakteriell kontaminasjon.

KoNTROLLOMRADER

De publiserte kontrollomréddene bygger pa en kombinasjon av reproduserte analyser av representative
prever utfartav deltakende laboratorier, instrument-/reagensprodusenter samtdirekte korrelering med
andre analysesystemer i samsvar med etablerte retningslinjer. De angitte instrumentverdiene i de
medfelgende datatabellene gjelderkunfordenne kontrollserien og er bare mentsomretningslinjer. Alle
laboratorier ber etablere egne gjennomsnitts- og omradekriterier basert pa lokal testsystemevaluering
og toleransegrenser. Alle verdier er fastsatt ved hjelp av de instrumentene og reagensene som var
tilgiengelige pa analysetidspunktet. Forventede verdier kan variere med ulike reagenser og/eller
fremgangsmater. Middelverdier etablertavlaboratorietbarfalle innenfor de fastsatte verdiene, selvom
senere endringerknyttettilinstrument, reagens eller kalibrering kan gjore de fastsatte verdiene ugyldige.

Komparative referansedata og de nyeste oppdateringene av kvalitetskontrollserier (QC lot-er)
er tilgiengelige pa nettet giennom kvalitetskontrollprogrammet Lab Link® xL pa www.maslablink.com.
Du finner kontaktinformasjon i delen Teknisk stette.

BRUKSANVISNING

Tin kontrollmiddelet i romtemperatur (18-25 °C), enten i en vugge eller samtidig som det snus forsiktig
med jevne mellomrom, inntil det blir flytende, og sett det deretter umiddelbart til oppbevaring ved
2-8 °C. Nar den er apnet, ma ikke proveflasken fa nd romtemperatur. Hold kontrollen ved 2-8 °C til
enhver tid, og minimer lyseksponeringen. Bland sammen innholdet i proveglasset grundig far hver
gangs bruk ved a vende det forsiktig i flere minutter. Apne preveglasset og overfar den pakrevde
mengden av kontrollmiddelet il et rent proveglass straks kontrollen fiernes fra 2-8 °C. Sett hetten pa
plassumiddelbart, og settdetdpnede proveglassettiloppbevaringved 2-8°C. Analyserkontrollalikvoten
isamsvarmed reagensprodusentens anbefalinger. Ikke returner ubrukt prevematerialeftil proveglasset.

NAR DET HAR VART TINT, MA IKKE KONTROLLMIDDELET FRYSES PA NYTT.

Drapetuter er tilgjengelige. Disse kan brukes til 8 begrense mengden luft som kontrollpraver utsettes
for. BRUK IKKE kanyle til & trekke ut prave gjennom kontrollflaskelokket.

KvALITETSKONTROLL
Alle pakrevde kvalitetskontroller bar utfares i samsvar med lokale og sentrale forskrifter og vedtak.

PROSEDYREBEGRENSNINGER

Kompatibiliteten til OmnieCORE har kun blitt pavistved hjelp avmetodene som erangittidette vedlegget.
Man ber utvise aktsomhet nar man bruker disse kontrolimidlene sammen med metoder som det ikke
er publisert verdier for.

Spesifisitetentil antistoffer som brukesiimmunanalyseprosedyrer, kanvariere fra serietil serie. Somved
pasientpraver, kan det forekomme kryssreaksjoner mellom visse konstituenter i dette kontrollserumet
ved noen reagenser. Se i produsentens pakningsvedlegg for den aktuelle reagensen for informasjon
om mulige forstyrrelser.

Minimer eksponering for sterkt lys for 8 sarge for optimal bilirubinstabilitet. Bilirubinverdiene kan falle
etter eksponering for oksygen. Detanbefales athettene pa preveglassene settes tilbake pa plass straks
etter at det er tatt produktprever. Bilirubin kan reduseres i lgpet av produktlevetiden.

Handter med samme forsiktighet som ved héndtering av pasientpraver, for a fa best mulige resultater
ved maling av C02. Unngé forlenget eksponering av pravene for luft. Trekk ut prove, og sett lokket pa
umiddelbart. Hold preveglasset ved 2-8 °C. Analyser praven uten forsinkelse.

Hvis detobservereslave verdier for fosfor- og/eller magnesiumanalyseresultater etter farste opptining,
kan ytterligere uthalansering ved 2-8 °C veere ngdvendig i 18-24 timer for fullstendig gjenvinning.

Fosfor, salisylat og triglycerider kan gke i lepet av produktlevetiden.

Noyaktige og reproduserbare resultater vil avhenge av at instrumenter og reagenser fungerer som
de skal, og av god laboratorieteknikk. Dette produktet er beregnet pa & bli brukt som et analysert
kontrollmiddel for kvantitative analyser av angitte konstituenter i humant serum. Dette produktet er
ikke beregnet pa & bli brukt som kalibreringsmiddel. Kun til bruk i yrkesmiljger.

TEKNISK STOTTE

1 USA far du tilgang til teknisk statte ved & ringe 800-232-3342 eller 510-979-5417. For oppdateringer
og informasjon knyttet til pakningsvedlegg, dersom laboratoriet ditt abonnerer pa LabLink xL, gér du
til www.maslablink.com, og velger LabLink Extra. Du kan ogsé abonnere pé LabLink xL ved a ringe
800-232-3342 eller 510-979-5451.

Utenfor USA, dersom laboratoriet ditt abonnerer pa LabLink xL, gar du til www.maslablink.com og velger
LabLink Extra. Du kan ogsa kontakte din lokale forhandler eller godkjente distributar.

Kat. nr. Beskrivelse Starrelse
OCR-101 MAS®0mni-CORE™, nivé 1 6x5ml
0CR-202 MAS®0mni-CORE™, nivé 2 6x5ml
0CR-303 MAS®0mni-CORE™, nivéa 3 6x5ml
286-606 Drapetuter Pk. 100
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MAS® OmnisCORE™

CIEKLY, PRZEANALIZOWANY MATERIAL DO KONTROLI TESTOW CHEMICZNYCH

PRzEZNACZENIE

Produkt MAS® Omni-CORE™ firmy Thermo Scientific jest przeznaczony do stosowania jako przeanalizowany
materiat kontrolny w celu monitorowania warunkéw testéw w wielu oznaczeniach przeprowadzanych w laboratorium
klinicznym. Produkt Omni-CORE nalezy przeanalizowacz prébkami surowicy od pacjentéw podczas oznaczania sktadnikow
wymienionych na liscie ponizej.

OPIS PRODUKTU

Omni-CORE to ciekty, stabilny materiatkontrolny wyprodukowany z ludzkiej surowicy. Okreslone stezenia analitw uzyskano
7a pomoca Wyciagéw zroznych tkanek zwierzecych i materiatow niebiatkowych, w tym lekéw iich metabolitéw oraz czystych
zwigzkéw chemicznych. Amylaze, ALT/GPT, AST/GOT, CKi lipaze uzyskano z tkanek wieprzowych, fosfataze alkaliczng i GGT
ztkanekbydlecych,aLDHztkanek ptasich. W celuzachowaniaintegralnosci produktu dodawane sa konserwantyistabilizatory.

PRZESTROGA: Omni-CORE jest wytwarzany z materiatu ludzkiego. Sktadniki materiatu kontrolnego wytwarzane
zmateriatu ludzkiego zostaty przebadane metodami zaakceptowanymi przez amerykariska Agencje ds. Zywnosci i Lekéw
(FDA, Food and Drug Administration). Wykazano brak reaktywnosci dla antygenu wirusa powierzchniowego zapalenia
watroby typu B (HBsAg), przeciwciat przeciwko wirusowi zapalenia watroby typu C (HCV) oraz przeciwciat przeciwko
wirusom HIV-11iHIV-2. Jednak zadna metoda testu nie moze da catkowitej pewnosci, ze produkty uzyskane z materiatu
ludzkiego s3 catkowicie wolne od czynnikéw zakaznych. Materiatu kontrolnego nalezy uzywac zgodnie z zaleceniami
ujetymi w podreczniku ,Biosafety in Microbiological and Biomedical Laboratories”z 2009 r. wydanym przez Centers for
Disease Control/National Institutes of Health (Centra ds. Zwalczania Choréb/Narodowe Instytuty Zdrowia). Opakowanie
tego produktu zawiera suchy kauczuk naturalny.

NIEBEZPIECZENSTWO: Materiatkontrolny Omni-CORE zawieraantystreptolizyne wstezeniu <8,9%, czynnik reumatoidalny
(RF) w stezeniu <2,8% i albumine surowicy bydlecej (BSA) w stezeniu <0,3%

H317 — Moze powodowac reakgje alergiczng skory.

H334 — Moze powodowac objawy alergii lub astmy lub trudnosci w oddychaniu w nastepstwie wdychania.

Unikac wdychania mgty lub par. Zanieczyszczonej odziezy ochronnej nie wynosi¢ poza miejsce pracy. Stosowac rekawice
ochronne/ odziez ochronng/ ochrong oczu/ ochrong twarzy. W przypadku niedostatecznej wentylacjistosowacindywidualne
$rodkiochrony drég oddechowych. W przypadku kontaktu ze skéra: umy¢ duzgiloscia wody zmydtem. W PRZYPADKU DOSTANIA
SIE DO DROG ODDECHOWYCH: W przypadku trudnosci z oddychaniem wyprowadzi¢ lub wynies¢ poszkodowanego na $wieze
powietrze i zapewni¢ warunki do odpoczynku w pozycji umozliwiajacej swobodne oddychanie. W przypadku wystapienia
podraznieniaskory lubwysypki: zasiegna¢ porady / zgtosi¢sie pod opieke lekarza. W przypadku wystapienia objawdw ze strony
ukfadu oddechowego: skontaktowacsiez OSRODKIEM ZATRUClub zlekarzem. Wypra¢zanieczyszczon odziez przed ponownym
uzyciem. Zawartos¢ / pojemnik usuwac zgodnie z przepisami lokalnymi / regionalnymi / krajowymi / miedzynarodowymi.

LisTA SkeADNIKOW

W produkcie Omni-CORE znajduja si¢ wymienione ponizej sktadniki:

Acetaminofen

Albumina

Alfa-1-antytrypsyna (AAT)*
Alfa-1-kwasna glikoproteina (AAG)*
Alfa-2-makroglobulina (AMG)*
Amikacyna

Aminotransferaza alaninowa (ALT/GPT)
Aminotransferaza asparaginianowa (AST/GOT)
Amylaza

Amylaza (trzustkowa)*
Antystreptolizyna 0 (ASO)
Apolipoproteina A1 (APO A)*
Apolipoproteina B (APO B)*

Azot mocznikowy we krwi (BUN)
Beta-2-mikroglobulina

Biatko C-reaktywne (CRP)

Biatko catkowite

Bilirubina, bezposrednia @
Bilirubina, catkowita @

Bilirubina, niesprzezona @
Bilirubina, noworodkowa @
Bilirubina, sprzezona @

Catkowita zdoInos¢ wiazania zelaza (TIBC)
Ceruloplazmina (CER)*

Chinidyna

Chlorki

Cholesterol

Cholesterol, HDL

Cholesterol, LDL

Cynk

Czynnik reumatoidalny (RF)
Dehydrogenaza mleczanowa (LDH)
Digoksyna

Dizopiramid

Dopetniacz (3*

Dopetniacz (4*

Dwutlenek wegla (C02)

Etanol

Etosuksymid

Fenobarbital

Fenytoina

Ferrytyna

Fosfataza zasadowa (fosf. zas.)
Fosfor ®@
Gamma-glutamylotransferaza (GGT)

Gentamycyna

Glukoza

Haptoglobina*

Hormon tyreotropowy (TSH)
Immunoglobulina A (IgA)*
Immunoglobulina E (IgE)
Immunoglobulina G (IgG)*
Immunoglobulina M (IgM)
Karbamazepina

Kinaza kreatynowa (CK)
Kofeina

Kortyzol

Kreatynina

Kwas mlekowy

Kwas moczowy

Kwas walproinowy

Kwasy zotciowe*
Lidokaina

Lipaza

Lipoproteina A (Lp(a))*

Lit

Magnez

Metotreksat

Miedz*
N-acetyloprokainamid (NAPA)
Osmolalnos¢

Potas

Prealbumina

Prokainamid

Prymidon
Pseudocholinesteraza
Salicylany

Sod

Teofilina

Tobramycyna
Transferyna*

Trojglicerydy ®
Tréjpierscieniowe leki przeciwdepresyjne
Tyroksyna (catkowita T4)
Utajona zdolnos¢ wiazania zelaza (UIBC)*
Wankomycyna

Wapn

Wychwyt tarczycowy
Zelazo

(a), (b), (c), (d) Informacje dodatkowe znajduja sie w ulotce informacyjnej.
*Stezenia tych sktadnikow nie zostaty dostosowane; s3 to stezenia obecne w materiale Zrédtowym. Moga sie one roznic w zaleznosci od

partii produktu.

PRZECHOWYWANIE | STABILNOSC

Po otwarciu sktadniki produktu Omni-CORE — jesli jest przechowywany w szczelnie zamknigtych fiolkach w temperaturze
0d 2 do 8°C— zachowuja stabilnos¢ przez 30 dni, z wyjatkiem bilirubiny, ktéra zachowuje stabilnos¢ przez 15 dni. Sktadniki
produktu Omni-CORE przechowywanego w nieotwartych fiolkach w temperaturze od 2 do 8°C zachowuja stabilno$¢ przez
60 dni, z wyjatkiem bilirubiny, ktéra zachowuje stabilnos¢ przez 30 dni. Produkt zachowuje stabilnos¢ do daty waznosci
okreslonej na opakowaniu, jesli jest przechowywany w temperaturze od -25°Cdo -15°C. Aby zapewni¢ optymalne wasciwosci
i stabilnos¢ produktu, NIE nalezy przechowywac go w zamrazarkach samorozmrazajacych, lecz utrzymywac w temperaturze
od -25 do -15°C do czasu rozmrozenia przed uzyciem.

Skazenie bakteriologiczne powoduje zwiekszenie zmetnienia i/lub charakterystyczny zapach. Nalezy wyrzuci¢ fiolke,
jesli widoczne s3 oznaki skazenia mikrobiologicznego.

ZAKRESY KONTROLNE

Opublikowane zakresy kontrolne zostaty sporzadzone na podstawie wynikéw powtérzen testow reprezentatywnych probek
przez uczestniczace w programie laboratoria, wytwércow urzadzeni/odczynnikéw oraz bezposredniej korelacji z innymi
systemami analitycznymi zgodnie z ustalonym protokotem. Przedstawione w dotaczonych tabelach wartosci dla urzadzen
obowiazuja wytacznie dla tej partii materiatu kontrolnego i nalezy je traktowac tylko jako wskazéwki. Laboratoria powinny
ustali¢ whasne wartosci Srednie i zakresy na podstawie oceny uzywanych urzadzen testowych i zakresow tolerancji. Wszystkie
wartosci okreslono dla przyrzadéw i odczynnikéw dostepnych w momencie wykonywania testu. Wartosci oczekiwane moga
by rozne przy zastosowaniu réznych odczynnikéw i/lub metod. Wartosci Srednie wyznaczone przez laboratorium powinny
miescic sie w przypisanych zakresach, ale péZniejsze modyfikacje urzadzen, odczynnikéw lub kalibracji moga sprawic,
7e przypisane wartosci beda niewazne.

Dane pordwnawcze od podmiotow dziatajacych w tej samej branzy oraz najnowsze aktualizacje dla danej partii kontroli
jakosci s dostepne online w ramach programu zapewnienia jakosci LabLink® xL pod adresem www.maslablink.com.
Dane kontaktowe zamieszczono w czesci, Pomoc techniczna”.

INSTRUKCJA UZYTKOWANIA

Przeprowadzi¢rozmrazanie materiatu kontrolnego w temperaturze pokojowej (18—25°C) nakotyscez okresowym delikatnym
odwracaniemaz do przejéciaw stan ciekty, anastepnie niezwtocznie przenies¢ do temperatury 2—-8°Cw celu przechowywania.
Nie dopuscic, aby po otwarciu fiolka osiagneta temperature pokojowa. Przy kazdym uzyciu utrzymywac materiat kontrolny
wtemperaturze 2—8°Ci ograniczacjego ekspozycje na swiatto. Doktadnie wymieszac zawartos¢ fiolki przed kazdym uzyciem,
delikatnie odwracajac ja przez kilka minut. Po wyjeciu materiatu kontrolnego z miejsca przechowywania w temperaturze
2-8°Cotworzyc fiolke i przenies¢ wymagana ilos¢ materiatu kontrolnego do czystej miseczki na probki. Niezwtocznie zatozy¢
zatyczke i przechowywac fiolke w temperaturze 2—8°C. Przebadac porcje materiatu kontrolnego zgodnie z instrukcjami
producenta odczynnika. Nie wlewac niezuzytej prébki z powrotem do fiolki.

PO ROZMROZENIU MATERIALU KONTROLNEGO NIE WOLNO GO PONOWNIE ZAMRAZAC.

Dostepne s3 koricowki zakraplacza, aby zminimalizowac kontakt probek materiatu kontrolnego z powietrzem. NIE uzywac
igiet strzykawkowych do pobierania probki przez zatyczke butelki z materiatem kontrolnym.

KonTRoLA Jakoscl
Wszystkie wymagania z zakresu kontroli jakosci nalezy spetnia¢ zgodnie z przepisami lokalnymi i krajowymi oraz
z wymogami akredytacyjnymi.

(OGRANICZENIA PROWADZONYCH PROCEDUR

Zgodnos$¢ produktu Omni-CORE wykazano z zastosowaniem tylko tych metod, ktére wyszczegdlniono w tej ulotce.
Nalezy zachowac ostroznos¢ przy stosowaniu tych materiatdw kontrolnych z metodami, dla ktérych wartosci nie zostaty
przedstawione.

Swoistos¢ przeciwciatstosowanych w procedurach testow immunologicznych moze by¢rozna wréznych partiach. Podobnie
jak w przypadku probek od pacjentéw, w przypadku okreslonych odczynnikdw moze wystapic reaktywnos¢ krzyzowa
miedzy okreslonymi sktadnikami tej surowicy kontrolnej. Nalezy sprawdzi¢ w ulotce opracowanej przez producenta
odczynnika, jakie zaktécenia sa mozliwe.

Nalezy ograniczy¢ do minimum ekspozycje nasilne $wiatto w celu zachowania optymalnej stabilnoscibilirubiny. W kontakcie
z tlenem wartosci bilirubiny moga by¢ obnizone. Zaleca sie zamykanie fiolek od razu po pobraniu probki. Stezenie
bilirubiny moze sig obniza¢ z czasem przechowywania produktu.

Aby uzyska¢ najlepsze wyniki podczas pomiaru stezenia (02, nalezy przeprowadza¢ oznaczenie réwnie starannie, jak
w przypadku probek pochodzacych od pacjentéw. Nalezy unika¢ dtuzszego kontaktu prébek z powietrzem. Pobrac probke
i niezwlocznie zatozy¢ zatyczke. Utrzymywac fiolke w temperaturze 2-8°C. Niezwfocznie przeprowadzi¢ badanie prébki.

W przypadku stwierdzenia niskich wartosci oznaczeri fosforu i/lub magnezu po wstepnym rozmrozeniu, do petnego
odzysku moze by¢ konieczne dodatkowe pozostawienie w temperaturze 2—8°C przez 18-24 godzin w celu osiagniecia
stanu réwnowagi.

Stezenia fosforu, salicylandw i trojglicerydow moga wzrastac z czasem przechowywania produktu.

Uzyskiwanie doktadnych i powtarzalnych wynikéw zalezy od whasciwego funkcjonowania urzadzeri, odczynnikow
i dobrej techniki laboratoryjnej. Ten produkt jest przeznaczony do stosowania jako przeanalizowany materiat kontrolny
do ilosciowych oznaczen wyszczegdlnionych sktadnikow w ludzkiej surowicy. Ten produkt nie jest przeznaczony do
stosowania w funkgji kalibratora. Wytacznie do uzytku profesjonalnego.

Pomoc TECHNICZNA

W Stanach Zjednoczonych pomoc techniczng mozna uzyskac, dzwoniac pod numer 800-232-3342 lub 510-979-5417.
W celu uzyskania aktualizacji i informacji nalezy odwiedzi¢ witryne www.maslablink.com i wybrac opcje LabLink Extra,
o ile laboratorium jest zapisane do systemu LabLink xL. W przeciwnym razie mozna zapisa si¢ do systemu LabLink xL,
dzwoniac pod numer 800-232-3342 lub 510-979-5451.

Poza obszarem Stanéw Zjednoczonych nalezy odwiedzi¢ witryne www.maslablink.com i wybra¢ opcje LabLink Extra,
o ile laboratorium jest zapisane do systemu LabLink xL. W przeciwnym razie nalezy skontaktowac sie z lokalnym biurem
sprzedazy lub z autoryzowanym dystrybutorem.

Nr kat. Opis Wielkos¢
0CR-101 MAS® Omni-CORE™, poziom 1 6x5ml
0CR-202 MAS® Omni-CORE™, poziom 2 6x5ml
0CR-303 MAS® Omni-CORE™, poziom 3 6x5ml
286-606 Koricéwki zakraplacza 100 szt.
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MAS® OmnisCORE™

CONTROLO QUiMICO INTEGRADO, LIQUIDO, TESTADO

ApLicAcA0

0MAS®0mnieCORE™ da Thermo Scientific destina-se a ser utilizado como controlo testado para monitorizar
as condi¢cdes de ensaio em muitas determinagdes realizadas em laboratérios clinicos. Inclua OmnieCORE
com amostras de soro dos doentes quando analisa qualquer um dos constituintes.

DESCRI(}T\O DO PRODUTO

OmnieCORE é um material de controlo liquido estavel preparado a partir de soro humano. As concentragdes
dos analisados s@o ajustadas com varios extractos e materiais ndo-proteicos, incluindo drogas, metabolitos
de drogas e substancias quimicas purificadas. A amilase, a ALT/GPT, a AST/GOT, a CK e a lipase s&o obtidas
de tecido suino; a fosfatase alcalina e a GGT provém de tecido bovino e a LDH de tecido de aves. Para manter
a integridade do produto, sdo adicionados conservantes e estabilizantes.

ATENGAO: OmnieCORE é preparado a partir de material de origem humana. Os componentes do controlo obtidos
de material de origem humana foram testados utilizando métodos aceites pela FDA, tendo-se verificado que
ndo reagem em termos de antigénio de superficie da Hepatite B (HBsAg), hepatite C (HCV), HIV-1 e HIV-2.
Contudo, nenhum método de teste consegue dar a garantia absoluta de que os produtos de origem humana
sdo isentos de agentes infecciosos. Este controlo tem de ser manuseado de acordo com as recomendagdes
do manual dos Centers for Disease Control/National Institutes of Health “Biosafety in Microbiological and
Biomedical Laboratories,” 2009. A embalagem deste produto contém borracha natural seca.

PERIGO: o controlo Omni*CORE contém < 8,9% de antiestreptolisina, < 2,8% de fator reumatoide (RF) e <0,3%
de soro-albumina bovina (BSA).

H317 - Pode provocar uma reagao alérgica cutanea.

H334 - Quando inalado, pode provocar sintomas de alergia, de asma ou dificuldades respiratdrias.

Evitar respirar névoas ou vapores. A roupa de trabalho contaminada ndo pode sair do local de trabalho.
Usar luvas de protegao/protecao ocular/protecdo facial. Em caso de ventilagdo inadequada, usar protegao
respiratoria. Se entrar em contacto com a pele: lavar com sab&o e 4gua abundantes. EM CASO DE INALAGAO:
em caso de dificuldade respiratoria, retirar a vitima para uma zona ao ar livre e manté-la em repouso numa
posigdo que néo dificulte a respiragéo. Em caso de irritagdo cutanea ou prurido: consultar um médico. Em
caso de sintomas respiratorios: contactar um CENTRO DE INFORMAGCAO ANTIVENENOS ou um médico.
Lavar a roupa contaminada antes de a voltar a usar. Eliminar o contetido/recipiente em local conforme os
regulamentos locais/regionais/nacionais/internacionais.

LISTA DE CONSTITUINTES
Os constituintes que se seguem estédo contidos no OmnieCORE:

Acido lactico Factor reumatoide (RF)

Acido drico Fenitoina

Acido valpréico Fenobarbital

Acidos biliares* Ferritina

Alanina aminotransferase (ALT/GPT) Ferro

Albumina Fosfatase alcalina (Fosf. Alc.)
Alfa-1-antitripsina (AAT)* Fosforo )

Alfa-1-Glicoproteina acida (AAG)*
Alfa-2-macroglobulina (AMG)*
Amicacina

Amilase

Amilase (pancreatica)*
Antidepressivos triciclicos @
Antistreptolisina 0 (ASQ)
Apolipoproteina A1 (APO A)*
Apolipoproteina B (APO B)*
Aspartato aminotransferase (AST/GOT)
Azoto ureico no sangue (BUN)
Beta-2-microglobulina

Bilirrubina, conjugada 2
Bilirrubina, directa @

Bilirrubina, ndo conjugada '
Bilirrubina, neonatal @
Bilirrubina, total @

Cafeina

Calcio

Capacidade de ligacao de ferro insaturado (UIBC)*
Capacidade de ligag&o de ferro total (TIBC)

Carbamazepina
Ceruloplasmina (CER)*
Cloreto

Cobre*

Colesterol

Colesterol, HDL
Colesterol, LDL
Complemento C3*
Complemento C4*
Cortisol

Creatina cinase (CK)
Creatinina

Digoxina

Didxido de carbono (C02)
Disopiramida

Etanol

Etosuximida

(a), (b), (c), (d) Consulte os intervalos indicados no folheto informativo para obter mais informagaes.
*Estes constituintes nao foram ajustados, os seus niveis sdo os encontrados no material de origem. Pode observar-

se uma variagao entre lotes.

Gama-glutamiltransferase (GGT)
Gentamicina

Glucose

Haptoglobina*

Hormona estimuladora da tirdide (TSH)
Imunoglobulina A (IgA)*
Imunoglobulina E (IgE)
Imunoglobulina G (IgG)*
Imunoglobulina M (IgM)
Lactato desidrogenase (LDH)
Lidocaina

Lipase

Lipoproteina A (Lp(a))*

Litio

Magnésio @

Metotrexato
N-acetilprocainamida (NAPA)
Osmolalidade

Paracetamol

Potéassio

Pré-albumina

Primidona

Procainamida

Proteina C reactiva (PCR)
Proteinas totais
Pseudocolinesterase
Quinidina

Salicilato

Sadio

Teofilina

Tiroxina (T4 Total)
Tobramicina

Transferrina*

Triglicéridos ®

T-Uptake

Vancomicina

Zinco

CONSERVACAO E ESTABILIDADE

Depois de abertos os respectivos frascos e conservados devidamente tapados a 2-8°C, os constituintes de
Omni*CORE, & excepc¢&o da bilirrubina, permanecem estéveis durante 30 dias; a bilirrubina permanece estavel
durante 15 dias. Os constituintes de Omni*CORE em frascos ndo abertos conservados a 2-8°C, a excepgéo
da bilirrubina, permanecem estaveis durante 60 dias; a bilirrubina permanece estavel durante 30 dias. Este
produto é estével até a data de validade quando é armazenado entre -25 °C e -15 °C. Para uma estabilidade
e um desempenho ideais, NAO armazenar em congeladores no-frost e manter entre -25 °C e -15 °C até a
descongelagdo prévia ao seu uso.

A contaminag&o bacteriana produz um aumento do valor da turbidimetria e/ou um odor caracteristico. Elimine
a ampola se detectar sinais de contaminag&o microbiana.

INTERVALOS DOS CONTROLOS

Os intervalos dos controlos publicados baseiam-se numa combinag&o de ensaios replicados de amostras
representativas efectuados pelos laboratérios participantes, pelos fabricantes do instrumento/reagentes e
da correlagdo directa com outros sistemas analiticos de acordo com o protocolo estabelecido. Os valores
dos instrumentos fornecidos nas tabelas de dados em anexo sao especificos para este lote de controlo e
servem apenas para fins de orientagdo. Os laboratérios devem estabelecer critérios internos em termos de
médias e intervalos, com base nos limites de tolerancia e avaliagdo dos sistemas de teste locais. Todos os
valores foram atribuidos com os instrumentos e os reagentes disponiveis no momento do ensaio, pelo que
os valores esperados podem variar com reagentes e/ou metodologias diferentes. As médias estabelecidas
pelos laboratérios devem situar-se dentro dos intervalos atribuidos, embora modificacdes subsequentes do
instrumento, dos reagentes ou da calibragdo possam invalidar os valores atribuidos.

Osdadosde comparag@o entre pares e as actualizagdes mais recentes especificas do lote provenientes da CG
estdodisponiveis emlinha através do programa de garantia da qualidade LabLink®xL em www.maslablink.com.
Consulte a secgdo de assisténcia técnica para obter os contactos.

INSTRUGOES DE UTILIZAGAOD

Descongele o controlo & temperatura ambiente (18-25 °C) num agitador ou por inversdo periddica suave até
atingir o estado liquido, armazenando depois imediatamente a 2-8 °C. Uma vez aberta, ndo deixe a ampola
atingir a temperatura ambiente. Mantenha constantemente o controlo a 2-8 °C e minimize a sua exposigdo a
luz. Misture bem o contedo da ampola antes de utilizar invertendo-a suavemente durante vérios minutos.
Apoésretiraro controlo datemperatura de 2-8°C, abra a ampola e transfira a quantidade necessaria do controlo
para um recipiente da amostra limpo. Volte imediatamente a tapar e guarde a ampola aberta a 2-8 °C. Ensaie
aaliquota do controlo de acordo com as instrugdes do fabricante do reagente. Nao volte a colocar na ampola
a amostra nao utilizada.

UMA VEZ DESCONGELADO, NAO VOLTE A CONGELAR 0 CONTROLO.

Estéo disponiveis pontas de conta-gotas que ajudam a minimizar a exposigéo ao ar das amostras de controlo.
NAO utilize agulhas de seringa para retirar amostra através da tampa do frasco do controlo.

CONTROLO DA QUALIDADE
Todas as exigéncias de controlo da qualidade devem ser cumpridas em conformidade com os regulamentos
locais, nacionais e comunitérios ou as requisitos de acreditacéo.

LiMITAGOES DOS PROCEDIMENTOS
A compatibilidade de Omni®CORE foi demonstrada apenas com os métodos indicados neste folheto. Ha que
ter ateng@o quando se utilizam estes controlos com métodos para os quais ndo foram atribuidos valores.

A especificidade dos anticorpos utilizados nos procedimentos de imunoensaio pode variar entre lotes. Tal
como sucede com as amostras dos doentes, pode ocorrer reactividade cruzada entre certos constituintes
deste soro de controlo e alguns reagentes. Consulte o folheto informativo do fabricante dos reagentes
relativamente a potenciais interferéncias.

Minimize a exposi¢do a luz forte para optimizar a estabilidade da bilirrubina. Os valores da bilirrubina podem
decrescerap6s a exposi¢do ao oxigénio. Recomendamos que as ampolas sejamimediatamente tapadas outra
vez apos a recolha de uma amostra do produto. A bilirrubina pode diminuir ao longo da vida Gtil do produto.

Para optimizar os resultados quando se determina C02, manuseie com o mesmo cuidado com que manuseia
amostras de doentes. Evite a exposi¢cdo prolongada das amostras ao ar. Retire aamostra e volte imediatamente
a tapar. Mantenha a ampola a 2-8 °C. Analise a amostra sem demora.

Casoseobservemvaloresbaixos dosresultados do ensaio do fosforo e/ou domagnésio apés o descongelamento
inicial, pode ser necessario um equilibrio adicional a 2-8 °C durante 18-24 horas até a recuperagao completa.

0 fosforo, o salicilato e os triglicéridos podem aumentar ao longo da vida dtil do produto.

A exactiddo e a reprodutibilidade dos resultados dependem do funcionamento correcto dos instrumentos,
reagentesedautilizacdodeboastécnicasde laboratério. Este produto destina-se a ser utilizado como controlo
testado para ensaios quantitativos em soro humano dos constituintes indicados. Este produto ndo se destina
a ser utilizado como calibrador. Apenas para utilizagao por profissionais.

ASSISTENCIA TECNICA

Nos EUA, contacte a assisténcia técnica ligando para o 800-232-3342 ou o 510-979-5417. Para obter
actualizagdes dos folhetos e informacdes, se o seu laboratério subscrever o LabLink xL, visite a pagina
www.maslablink.com e seleccione LabLink Extra. Em alternativa, para subscrever o LabLink xL, telefone para
0 800-232-3342 ou 0 510-979-5451.

Fora dos EUA, se o seu laboratorio subscrever o LabLink xL, visite a p4gina www.maslablink.com e seleccione
LabLink Extra. Em alternativa, é favor contactar o seu gabinete local de vendas ou o distribuidor autorizado.

N.° Cat. Descrigao Tamanho
0CR-101 MAS®0mni<CORE™, Nivel 1 6x5mL
0CR-202 MAS®0mniCORE™, Nivel 2 6x5mL
0CR-303 MAS®0mni<CORE™, Nivel 3 6x5mL
286-606 Pontas conta-gotas Emb. 100
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MAS® OmnisCORE™

PKUAKMI ATTECTOBAHHbIN UHTETPUPOBAHHDIA XUMUYECKWIl KOHTPOD

HA3HAYEHKE

ThermoScientificMAS® Omni-CORE™ npejjHa3HaueH 418 NCNO/Ib30BaHIA BKAYECTBE ATTECTOBAHHOTO KOHTPONA AN MOHUTOPUHTA
YCNOBWIE aHanu3a BO MHOTUX KNUHUYECKUX NabopatopHbix onpeaeneHunax. Omni-CORE ncnonb3yetca coBmMecTHO ¢ o6pasuamu
NaLVIeHTOB NPy NPOBEZEHUM aHaNU3a Ha Ni60ii 13 KOMMOHEHTOB.

Onucaume n3penua

Omni-CORE — 370 XWKMiA CTaBUNbHDII KOHTPONb, NPUTOTOBNEHHDII M3 YeNoBeYeCKOi CbIBOPOTKM. YPOBHI aHANUTOB perynvpykTca
Pa3NUYHbLIMM SKCTPAKTaMM VBOTHOTO NPOUCXOXAEHUA U MaTepuanamin HebenkoBoii NpUpoAbI, B TOM YCNe NleKapCTBEHHbIMM
npenapatamu, Ux MeTabonuTamy 1 ounLLEHHbIMU XuMuKatamu. Amunasy, AnAT/TTIT, AcAT/OT, KK u nunasy nonyyaiot u3 Tkaxe
CBUHBY: LWeNouHyto dochatasy u [T — u3 Bblubeid Tkanu: IAT — 13 Tkaeil N, 1A coXpaHeHA LeNOCTHOCT NPOAYKTa B Hero
JNlo6aBneHbl KOHCEPBAHTbI M CTabuNM3aTopbl.

0CTOPOXXHO! Omni-CORE npurotoBneH 13 BeLLeCTB YeN0BEYECKOro NPOUCXOX AeHNUA. KOMNOHEHTbI KOHTPONS, NPOU3BeAeHHbIE U3
BELLIECTB YeI0BEUYECKOro NPOUCX0KAeHU, Gbinu nposepeHbl NpuHaTbIMU FDA (DepepanbHoe arenTcTeo no npopykTam nutaua CLUA)
MeTO/aMI 1 HailieHbl HEaKTUBHbIMM B OTHOLLIEHM MOBEPXHOCTHOTO aHTureHa renatuta B (HBsAg), renatuta C (HCV), HIV-1u HIV-2
(BUY 11 BIY2).0gHaKo He cyLLeCTBYET MeTO/0B, KOTOPbIE AAKOT NOHYIO FapaHTUIO TOTO, 4TO NPOAYKTbI, NPOU3BEAEHHbIE U3 BelLecTB
YenoBeyeckoro MPoUCXoxAeHus, cB060AHDI 0T UHeKLuii. 06p CKOHTPONeM AOMKHO CO0TBETCTBOBATb PeKOMEHAALNAM
«Centers for Disease Control/National Institutes of Health» (LlenTpbl no kontponto Hag 6onesHamu 1 HauvoHanbHble UHCTUTYTbI
3/ipaBooxpaHeHus), CofepxalLumuca B pykoopcTe «Biosafetyin Microbiological and Biomedical Laboratories», (buobe3onacHocts B

N4eckux 6 Kixnabopatopusax) 2009r. Ynakoska AaHHOro npoayKTa CoepMuT CyX0ii HaTypanbHbIi KayuyK.

P

OMACHOCTD! KontponbHblii MaTepuan Omni-CORE cogeput <8,9 % aHTucTpentonusuHa, <2,8 % peBmaTouaHoro daktopa
(PO) 1 <0,3 % 6blubero CbIBOPOTOUHOTO ANbOyMMHA.

H317 — MoxeT BbI3bIBaTb annepruyeckyio KoxHyio peakuuio.

H334 — B cnyyae BAbIXaHNA MOXKET Bbl3blBaTb CUMMTOMbI QNEPrAM/acTMbl WM 3aTPYAHATH AbIXaHWe.

He BabIxatb nbinb, B3BeCb, Napbl W a3po3onb. Howwexue 3arpasHeHHoii paboueii ofexzpl 3a npeaenamu paboyero mecta e
pa3pewwaetca. (nepyeT HaZeBaTb 3alUNTHbIE MepUaTKi U CPEACTBA 3aLUMTbl a3 U L. B cyyae HeLOCTATOuHOI BEHTUNALMY
CNIeflyeT HazieBaTb CPe/CTBa 3aLWTbl OPraHoB AblXaHNA. B cniyyae nonafaxua Ha Koxy: CMoiiTe 60nbLINM KONMYECTBOM Mbina 1
B0Abl. B CJTYHAE BIIbIXAHUA: ecnn AbixaHue 3aTpyAHeHo, BbIHECUTe NOCTPAAABLLEro Ha CBEXWI BO3AYX 1 OCTaBbTE B MONOKEHNH,
yBo6HOM AN blxaHuA. B cnyuae pasapaxeHus KoM WM Cbinu: 06paTuTech 3a MeMLUHCKOI MOMOLLbI0. B cliyuae pecnupaTopHbix
cumnTomos: no3soute 8 TOKCUKONOTMYECKWIA LIEHTP wan BbI30BUTE Bpaya. 3arps3HeHHyl ofex Ay Heo6XoAMMO CTpaTb Nepes
NOBTOPHBIMMCMON YTUNN3UPOBATH B COOTBETCTBIM CMECTHBIMIY/PETVOHANbHBIMI/

/mexpy

Copepimoe/KoHTeliHepHe

Tpe

Cn1COK KOMMOHEHTOB
Cnepyiowwme KomnoHeHTbI conepatca B Omni-CORE:

C-peakTuBHblit 6enok (CPB) KpeaTu kunaza (KK)

N-auetunnpokannamug (HAMA) Kpeatusun

T-3axBat TNakTataerupporenasa (4r)
A30T MoueBuHbI kposy (BUN) Jnpokau
AnaxuHamuxoTpancdepasa (ANT/CIMIT) TNunaza

Anbbymux Junonporeu A (N(a))*
Anbda-1-aHtutpuncun (AAT)* Nutnit

Anbga-1-kucnblii rukonpotemt (AKT)* Martwii ©
Anbéa-2-makpornobynun (AMI)* Mepb*

AmuKauuH Mertotpekcar

Amunasa MonouHas kucnota
Amunasa (naHkpeaTnyeckas)® Movueas kucnota
AnTnctpentonu3un 0 (ACO) Harpuit

HeHacblleHHas xene3ocBa3biatowan cnocobHoctb (HKCC)*
0611429 xene30caA3bIBaloLLas CMocobHOCTL (0XCC)

Anonunonpotemt A (APO A)*
Anonunonpotewt B (APO B)*

AcnapraramuHoTpancdepasa (AcAT/TOT) 06wywit 6enok
AuetamnHodeH OcMonANbHOCTD
beTa-2-mukpornobynuH Mpeanbbymut

bunupy6uH, HeoxatanbHbiit © NpumugoH

Bunupy6uH, 0bwuit @ Npokauxamug

Bunupy6un, npamoii @ lceBoX0ONMHICTEPa3a
bunupy6un, cBobogHblii @ PematonHblit pakTop (PO)
bunupy6us, ces3axHblit Canuuunar

Banbnpoesas kucnota Teodunnun

Baxkomuumx TupeoTponHbiii ropmok (TTT)
Tamma-rnyTamuntpancdepasa (ITT) Tupokcut (06wymii T4)
[anTorno6uw* TobpamuuuH

TeHTamnunH TpaHcheppun*

Tioko3a Tournuuepuapl ®

[NiByokuco yrnepoaa (C02) Tpuumknmueckue aHtugenpeccantsl @
[lurokcuH (DeHuTonH

[Jusonupamng (eHobapbutan

Keneso Oepputus

Kenutble kucnotb* Oocop ®©
VmmyHornobynun A (IgA)* XuHnanu

MmmyHornobynux G (IgG)* Xnopua

Ummywornobynu M (IgM) Xonectepun, BIN
WmmyHorno6ynu E (IgE) Xonectepu, HN

Kanwit Xonectepon

Kanbuuit Llepynonnazmun (CER)*
Kapbamazenun Lnnk

Komnnement (3* Llenounan docdartaza (LLen. ocd.)
Komnnement (4* 1aHon

Koptuzon ITocykaMua

Koden

(@), (b), (0), (d) A dop 0 yKa3aHa By BKNafbllLe.

*3TM KOMNOHEHTbI He PerynupoBanincb, OHM COOTBETCTBYIOT MX YPOBHAM B MaTepuane-ucTouHIKe. YPOBHU MOTYT BapbipOBATbCA MeXAy
notamu.

XPAHEHUE 1 CTABMAbHOCTD

Mocne BCKPLITUA NPU YCOBIM XpaHEHIA B MAOTHO 3aKpbIToM BuAe npu Temnepatype 2—-8 °C komnoHeHTsl Omni-CORE, kpome
6unupy6uHa, cTabunbHbl B Teyerne 30 AHeit; Gunupy6uH cTabunen B Teueme 15 aHeii. B HeBCKPbITbIX gnakoHax npu Temnepatype
XxpaHeHua 2—-8 °C komnoxeHTbl Omni=CORE, kpome 6unupy6uta, crabunbHbl B Teyene 60 AHeit; 6uanpy6uH cTabuneH B Teuenue
30 gHeii. MpopyT cTabuneH Ao ncteyeHnA cpoka xp y 0Hay npuxp npuTemneparype or-2580-15°C.
[InA coxpaHeHua cTabunbHoCTY M ONTUManbHbIX XapakTepucTink 3AMPELLEHO xpaHUTb B CaMOpa3MoparkuBatOLLIXCA MOPO3UAbHIKAX
1 CnefilyeT NojAepXmMBaTh Npy Temneparype ot -25 A0 -15 °C 40 pa3mMopaxuBaHia ANA NCNONb30BaHUA.

bakTepuanbHoe 3arp YBeNYeHe MyTHOCTM U/ NIOABNIEHME XapaKTepHoro 3anaxa. He ncnonb3yiiTe dnako,

€CNIN B HeMm eCTb NpU3HaKK 6aKTepmaanoro 3arpAsHeHua.

KOHTPONbHbIE UHTEPBAbI

Ty6nukyemble MHTEPBasIb 0CHOBAHbI HA COYETaHUM MOBTOPHbIX aHANM30B Penpe3eHTaTUBHbIX 06pa3LioB N1 yyacTu nabopatopui,
npou3BoauTeneil Npu6opoB/peakTBOB 11 NPAMON KOPPENALMN C AAHHBIMU APYTUX aHANUTUYECKUX CUCTEM B COOTBETCTBIM C
pa3paboTaHHbIM NPpoToKoNoM. MHCTpyMeHTanbHble 3HaueHua, NpuBeieHHbIe B NpUnaraeMblX Tabnuuax AaHHbIX, CneLuduyHbl Ana
[aHHOIf Cepuu KOHTPONEiA M MpeHa3HaueHbl TONIbKO ANA MCNONb30BAHNA B CNPABOYHDIX LieiAX. JlabopaTopun A0MKHbI YCTaHOBUTb
CBOW BHYTPEHHUE KpUTEPUN CPEAHUX 3HAUEHUIA 1 AMANa30HOB HA OCHOBAHUN OLEHKN COBCTBEHHOI CUCTEMbI TECTUPOBAHMA U
LONYCTUMBIX TP Bce p A Ha MOMEHT aHann3a npubopamin i peakTUBaMin, X 0uaaeMble
3HauYeHusA MOryTBapb1POBATbCA NPUUCNONb3 [APYruX peakTBOB /unu Metoponoruit. laHHble, nonyyeHHble 8 nabopatopui,
[LOMKHbI NONaAaTh B oNpeeneHHble ANA HUX MHTEPBANbI, X0TA MOAUGMKaLMM Npubopa, peakTUBOB 1 KanMOPOBKY MOryT caenatb
HeJleficTBUTENbHBIMU ONpeAeneHHble 3HaueHua.

CpaBHuTeNbHbIe aHHbIe JKCNePTHOIA rpynMbl v Tekyluye 06HoBReHUA no notam QC (KOHTPONA KauecTBa) OCTYNHbI OHNAIH Yepe3
nporpammy LabLink® xL Quality Assurance Program Ha caiite www.maslablink.com. KouakTHyto urdopmaumio cm. 8 pasgene
«TeXHUYeCKas NOAAEPXKKaY.

n HCTPYKLIUKA MO NPUMEHEHUID

Pa3mopo3bTe KOHTPOAL Npy KoMHaTHOI Temnepatype (18—25 °C) Ha kayanke UM NPU PerynapHOM MATKOM NepeBopaynBaHu 40
Nepexoza BXMAKOCTb, NoC/Ie Yero HeMezNIeHHo 0xMaauTe 0 TeMnepaTypbi xpaHeHua 2—8 °C. He fonyckaiite HarpeBaHuA 0TpbITOro
(nakoHa A0 KOMHaTHoV Temnepartypb. MoAepxuBaite TemnepaTypy KOHTPONA B Avana3oHe 2—8 °C cTapaiitech, HaCKONbKO 3T0
BO3MOXHO, 6epeub KOHTPONb T BO3/ieliCTBMA (BeTa. [epes kax/biM NCNONb30BaHMeM TLLATeNbHO NepemeLLnBaiiTe cofepumoe
(naKoHa, MArko NepeBopaunBas ero B TeueHMe HECKONbKUX MuHyT. locne 3BneueHA KOHTPONA U3 XonoaunbHuKa (npu 2-8 °C)
OTKPOViTe (nakoH 1 NepeHecuTe HeobXoAUMOE KONMYECTBO B YNCTYI0 YLKy AnA npobbl. HesameAnuTenbHo 3aKpoiite KpbILLKOi 1
nomecTuTe oTKp! ficA GnakoH B 1K npyu Temnepatype 2—8 °C. lpoaHanu3upyiite paBHoe KONMYECTBO KOHTpONA
B COOTBETCTBUN C MHCTPYKLMeli NPOU3BOAMTENS peareHTa. 3anpeLuaerca Tb He U npoby Bo pnaKoH.

MOBTOPHOE 3AMOPAXXUBAHWE OTTAABLLEIO KOHTPONA HE AONYCKAETCA.

Y706b1 MUHUMIU3MPOBAT OCTYN BO3AYXa K 06pasLly KOHTPONS, UCNOAb3YiATe HaKoHeuHuKu-go3aTopsl. HE UCMIONb3YITE urny
LUNpULA ANA U3BMeYeHUA 06pa3Lia Yepe3s KPbILLKY GNakoHa KOHTPONA.

KoHTponb KAYECTBA
Bce npoueaypbl M0 ynpaBneHuio KaYeCTBOM AOMKHbI ObiTb NPOBEEHbI B COOTBETCTBUN C MECTHBIMM, PErUOHANbHBIMY
11 hefepanbHbIMI HOPMATUBAMIA WAV TPE6OBAHUAMM aKKpeAUTALIAY.

OrpAHUYERMS NPOLIEAYP
Cosmectumoctb Omni=CORE 6bina NposeMOHCTPUPOBaHa TONbKO MeTOZaMK, YKa3aHHbIMU B 3TOM BKNazblLLe. CnieayeT NpuHATb
Mepbl NpesocTop TH B CTTyyae Uenonb 3TUX KOHTPONeit METOZAMU, ANA KOTOPbIX 3HAUeHWA He 6binu ony6nMKoBaHbI.

(I'IEI.II/I(I]I/I‘JHOCTI) AHTUTENT, NCNOMb3yemMblX B Np P (KO0 aHan3a, MOXeT BapbupoBaTbCA Mexay notamu.
Kak n B Cnyvae 06pa3LlOB NaLYEHTOB, MeXAy onpeaeneHHbIMU KOMMOHEHTaMy 3T0il KOHTPONbHOIA CbIBOPOTKM U HEKOTOPbIMI
peakTMBamu Moxer Habniopatbca KPOCC-KOHT: (Begexna o M. BY BKnafpliie
NpoNU3BOANUTENA PeaKTUBA.

MuHuMU3mpyiiTe Bo3A€iiCTBIE APKOrO CBETa AA MOAAEPKAHIA ONTUMANbHOI CTabUNbHOCTY 6UNMpyGUHA. 3HaueHus bunnpyouHa
MOTYT CHU3UTLCA TIOZ, BO3/EIICTBIEM KUCTOPOAA. PekoMeRyeTcA 3aKpbiBaTb GNakoH KPbILLIKO/ cpa3y nocne U3BneueHns obpasua.
YpoBeHb 6rnupy61Ha MOXET COKpaLLaTbCA B TeueHMe (POKa XpaHeH s NPOAYKTa.

[linanonyuenmna Haunyuwwx peynbatos aHanu3a (02 cobniopaiite Takve xe Mepbl NPELOCTOPOXKHOCTY NPY 06PaLLEHNH C SAHHBIMU
naumenTa. Nek TeNbHOE BO3AEICTBUEBO3A) 6pasubl.Mocne oT60paobpasua H
3aKpoiite NpobupKy KpbiLKoil. Mog, Temnepatypy ¢ BAnanasoxe 2—-8 °CA pyiiTe 0bpazel 6e3

06D an
P P

Ecnn npn ananuse Ha ochop n/unu MarHuii HabnlofAITCA HU3KMe 3HAueH!A NoCne NEpBUYHOT0 Pa3MOPAXUBAHMA, MOXeET
noTpe60BaTbCA ONONHUTENbHOE BblAEpXKIBaHMe N TemnepaType 2—8 °C B TeueHue 18—24 yacoB ANA NONHOTO 0GHapYXeHNA.

YpoBeHb $ocdopa, canuunata v TPUTIMLEPUAOB MOXET yBENMYMBATLCA B TeUeHNe CPOKA XpaHEHIA NPOAYKT.

TouHOCTb 11 BOCTIPOU3BOANMOCTb PE3YIIbTaTOB 3aBICUT OT YHKLIMOHUPOBAHMA PUGOPOB, COCTOAHNA PEaKTHBOB 1 COOTBETCTBYHOLLIEI!
NnabopaTopHoii NPaKTUKM. ITOT NPOAYKT NPeiHa3HaUeH ANA UCNONb30BaHIA B KAYECTBE KOHTPONA ANA KONMYECTBEHHDIX aHaNN30B
nepeymnceHHbIX KOMMOHEHTOB YeNoBeuyeckoi CbIBOPOTKM. lIpoayKT He npesy HANANC BKauecTBe kanubpatopa.
TonbKo ANA NPOYECCHOHANbHOTO UCMIONb30BAHUA.

TEXHUYECKAS NOAMEPKKA

B CLLIA 33 TexHuyeckoil noaaepxKoii obpatuaiitecs no Teneoy 800-232-3342 unn 510-979-5417. [ina npocmoTpa MHGopmaLyn
06HOBNeHMiA BKNaAbILLa 3aiiauTe Ha caitT www.maslablink.com v Bbi6epure LabLink Extra (ecnu Bawwa nabopatopus umeet noanucky
Ha LabLink xL). B npoTuBHoM cniyyae, 4To6bl noanucatbea Ha LabLink XL, no3oxuTe no TeneoHy 800-232-3342 unn 510-979-5451.

[ina Bcex cTpaH, Kpome CLUA, ecnn awwa nabopatopus umeer noanucky Ha LabLink xL, 3aitauTe Ha caiit www.maslablink.com
1 Bblbepute LabLink Extra. B npotuBHOM cniyyae 06patuTech B MeCTHbIil 0G1C MPOAAX UK K aBTOPU30BAHHOMY AMCTPUOBIOTOPY.

Kar. N¢ Onucanue Pazmep
0CR-101 MAS® Omni-CORE™, ypoBeHb 1 6x5mn
0CR-202 MAS® Omni-CORE™, ypoBeHb 2 6x5mn
0CR-303 MAS® Omni-CORE™, ypoBeHb 3 6x5mn
286-606 HakoHeuHuKi-po3aropbl 100 wr.

RU



OCR25111

0CR25112
0CR25113

g 2025-11-30

thermo
scientific

MAS® OmnisCORE™

FLYTANDE ANALYSERAD INTEGRERAD KEMIKONTROLL

AVSEDD ANVANDNING

Thermo Scientific MAS® OmnieCORE™ &r avsedd for anvandning som en analyskontroll for dvervakning av
analysférhallandenvid mangakliniska laboratoriebestamningar. Inkludera Omni®eCORE med patientserumprover
narnagon av bestdndsdelarna analyseras.

PRODUKTBESKRIVNING

OmnieCORE &r ett flytande stabilt kontrolimaterial preparerat fran humanserum. Analytnivéer justeras med
olika djurextrakt och material av icke-protein, déribland lékemedel, lékemedelsmetaboliter och renade
kemikalier. Amylas, ALT/GPT, AST/GOT, CK och lipas erhélls fran svinvdvnad, alkaliskt fosfatas och GGT &r
frén bovin vévnad och LDH kommer fran fagelvivnad. Konserveringsmedel och stabiliserare &r tillsatta for
att bibehélla produktintegritet.

FORSIKTIGHET: OmnisCORE prepareras fran humant killmaterial. Kontrollkomponenter som hérrér fran humant
kéllmaterial har testats med FDA-godk&nda metoder och befunnits vara icke-reaktiva for hepatit B-ytantigen
(HBsAg), hepatit C (HCV), HIV-1 och HIV-2. Inga analysmetoder kan dock erbjuda fullstdndiga garantier for
att produkter som harror fran humana kéllmaterial inte Gverfor smitta. Den hér kontrollen méste hanteras
enligt rekommendationer fran Centers for Disease Control/National Institutes of Health manual, “Biosafety in
Microbiological and Biomedical Laboratories”, 2009. Forpackningentilldenna produktinnehaller torrtnaturgummi.

FARA: Omni®CORE-kontrollen innehaller <8,9 % Antistreptolysin, <2,8 % reumatoid faktor (RF) och <0,3 %
bovint serumalbumin (BSA)

H317 — Kan orsaka allergisk hudreaktion.

H334 — Kan orsaka allergi- eller astmasymtom eller andningssvarigheter vid inandning.

Undvik attinandas dimma eller anga. Nedsténkta arbetsklader far inte avldgsnas fran arbetsplatsen. Anvénd
skyddshandskar/6gonskydd/ansiktsskydd. Anvand andningsskydd vid otillrécklig ventilation. Vid hudkontakt:
Tvétta med mycket tval och vatten. VID INANDNING: Vid andningsbesvir, flytta personen till frisk luft och se
till atthan eller hon vilar i en stéllning som underléttar andningen. Vid hudirritation eller utslag: Sok ldkarhjalp.
Vid besvér i luftvdgarna: Kontakta GIFTINFORMATIONSCENTRAL eller lékare. Nedsténkta klader ska tvattas
innan de anvénds igen. Dispose of contents/container to location in accordance with local/regional/national/
international regulations.

FORTECKNING OVER BESTANDSDELAR
Foljande bestandsdelar finns i OmnieCORE:

Acetaminofen Kinidin
Alaninaminotransferas (ALT/GPT) Klorid

Albumin Koffein

Alfa-1 surt glykoprotein (AAG)* Koldioxid (C02)
Alfa-1-antitrypsin (AAT)* Kolesterol
Alfa-2-makroglobulin (AMG)* Koppar*

Alkaliskt fosfatas (alk. fosf.) Kortisol

Amikacin Kreatinin

Amylas Kreatininkinas (CK)
Amylas (pankreatiskt)* Laktat

Antistreptolysin 0 (ASO)
Apolipoprotein A1 (AP0 A)*

Laktatdehydrogenas (LDH)
LDL-kolesterol

Apolipoprotein B (AP0 B)* Lidokain
Aspartataminotransferas (AST/GOT) Lipas

Beta-2-mikroglobulin Lipoprotein A (Lp(a))*
Bilirubin, direkt @ Litium

Bilirubin, konjugerat Magnesium '

Bilirubin, neonatalt @ Metotrexat

Bilirubin, okonjugerat ! N-acetylprokainamid (NAPA)
Bilirubin, totalt @ Natrium

C3-komplement* Omittad jarnbindande kapacitet (UIBC)*
C4-komplement* Osmolalitet

Ceruloplasmin (CER)* Prealbumin

C-reaktivt protein (CRP) Primidon

Digoxin Prokainamid

Disopyramid Pseudokolinesteras

Etanol Reumafaktor (RF)
Etosuximid Salicylat

Fenobarbital Teofyllin

Fenytoin Tobramycin

Ferritin Total jarnbindande kapacitet (TIBC)
Fosfor ! Totalprotein

Gallsyror* Transferrin*
Gammaglutamyltransferas (GGT) Tricykliska antidepressiva @
Gentamicin Triglycerider

Glukos T-upptag

Tyreoideastimulerande hormon (TSH)
Tyroxin (totalt T4)
Ureakvéve i blod (BUN)

Haptoglobin*
HDL-kolesterol
Immunoglobulin A (IgA)*

Immunoglobulin E (IgE) Urinsyra
Immunoglobulin G (IgG)* Valproinsyra
Immunoglobulin M (IgM) Vankomycin
Jarn Zink
Kalcium

Kalium

Karbamazepin

(a), (b), (c), (d) Se omradena i bipacksedeln for ytterligare information.
*Dessa besténdsdelar har inte justerats men finns vid nivaer som éterfinns i killmaterialet. Variation mellan batcher
kan ses.

FORVARING OCH STABILITET

Komponenter forutom bilirubin i OmnieCORE &r stabila i 30 dagar i 6ppnade flaskor med tatslutande kork
som forvaras i 2-8°C. Bilirubin &r stabilt i 15 dagar. Komponenter forutom bilirubin i OmnieCORE &r stabila
i 60 dagar i odppnade flaskor som férvaras i 2-8°C. | odppnad flaska &r bilirubin stabilt i 30 dagar. Den har
produkten &r stabil fram till utgdngsdatumet som finns tryckt pa ladan vid forvaring mellan -25 °C och -15 °C.
F6r optimal stabilitet och prestanda, forvara EJ i sjélvavfrostande frysar och bibehall vid -25 °C till -15 °C tills
upptining for anvéndning.

Bakteriell kontaminering ger en 6kning i turbiditet och/eller en typisk lukt. Kassera flaskan om det finns tecken
pa mikrobiell kontaminering.

KonTROLLOMRADEN

Utfardade kontrollomraden baseras p& en kombination av replikatanalyser av representativa prover fran
deltagande laboratorier, instrument/reagenstillverkare och direkt korrelation med andra analytiska system i
enlighet med faststallt protokoll. Instrumentvérden i de medféljande tabellerna &r specifika for denna lot av
kontrollen och &r endast avsedda som riktmérken. Laboratoriet bor faststélla interna kriterier for medelvérden
och intervall baserade pé utvarderingar och toleransgrénser for det lokala analyssystemet. Alla vérden har
tilldelats med instrument och reagens som var tillgéngliga vid tidpunkten fér analysen och férvéntade varden
kan variera med olika reagens och/eller metodologier. Laboratoriefaststéllda medelvarden bér falla inom
tilldelade omraden, men efterféljande &ndringar av instrument, reagens eller kalibrering kan ogiltigforklara
tilldelade vérden.

Jamférelsedata fran andra laboratoriegrupper och de senaste kvalitetskontrollerade batchspecifika
uppdateringarna finns tillgéngliga via LabLink® xL Quality Assurance Program p&d www.maslablink.com. Se
avsnittet om Teknisk hjélp fér kontaktinformation.

BRUKSANVISNING

Tina kontrollen vid rumstemperatur (18-25 °C) pa en vagga eller med regelbundna varsamma vandningar upp
och ned tills den &r flytande. Forvara sedan omgaende vid 2-8 °C. Nér flaskan &r 6ppnad far den inte na
rumstemperatur. Bibehall kontrollen vid 2-8 °C hela tiden och minimera exponering for ljus. Blanda flaskans
innehéll noggrant fére varje anvandning genom att varsamt vinda den upp och ned under flera minuter. Sa
snart kontrollen flyttas fran 2-8 °C Gppnar du flaskan och éverfor den ngdvandiga kontrollvolymen till en ren
provkopp. Satt pa locket omedelbart och férvara 6ppnad flaska vid 2-8 °C. Analysera kontrollalikvoten enligt
reagenstillverkarens instruktioner. Aterfor ej oanvant prov till flaskan.

UPPTINAD KONTROLL FAR EJ FRYSAS IGEN.

Pipettspetsar finns tillgéngliga for att minimera luftexponeringen av kontrollprover. Anvand EJ en sprutkanyl
for att dra upp prov genom kontrollflaskans lock.

KvALITETSKONTROLL
Alla kvalitetskontrollkrav bér uppfyllas i enlighet med lokala, regionala och/eller nationella féreskrifter eller
auktoriseringskrav.

PROCEDURBEGRANSNINGAR
Kompatibiliteten for Omni®eCORE har endast visats med metoder fértecknade i denna bipacksedel. Forsiktighet
ska iakttas nar dessa kontroller anvdnds med metoder utan angivna vérden.

Antikropparnas specificitet i immunoanalyserna kan variera mellan batcher. Precis som med patientprover,
kan korsreaktiviteter uppsta mellan vissa bestandsdelar i detta kontrollserum och vissa reagenser. Se
reagenstillverkarens bipacksedel avseende mdjliga interferenser.

Minimera exponering for starkt ljus for optimal bilirubinstabilitet. Bilirubinvarden kan sjunka efter
syrgasexponering. Det rekommenderas att flasklocket omedelbart sétts tillbaka efter produktprovtagning.
Bilirubin kan sjunka under produktens hallbarhetstid.

For basta resultatvid matning av C02, hantera med samma férsiktighet som med patientprover. Undvik forlangd
luftexponering av proverna. Dra upp prov och sétt tillbaka locket omedelbart. Bibehall flaskan vid 2-8 °C.
Analysera provet utan fordrdjning.

Omlagavardenerhallsforfosfor- och/ellermagnesiumanalysresultaten efterinitial upptining, kan enytterligare
ekvilibrering vid 2-8 °C under 18-24 timmar bli nddvéndig for fullstandigt utbyte.

Fosfor, salicylat och triglycerider kan 6ka under produktens hallbarhetstid.

Noggranna och reproducerbara resultat beror pa korrekt fungerande instrument och reagens samt god
laboratorieteknik. Denna produkt &r avsedd for anvéndning som en analyskontroll for kvantitativa analyser
av fortecknade bestandsdelar i humanserum. Den hér produkten &r inte avsedd for anvéndning som en
kalibrerare. Endast for professionellt bruk.

TEKNISK HIALP

1USA, ring 800-232-3342 eller 510-979-5417 for teknisk hjalp. For uppdateringar av bipacksedeln och information,
bestk www.maslablink.com och valj LabLink Extra om ditt laboratorium prenumererar pa LabLink xL. Alternativt,
for att prenumerera pa LabLink xL, ring 800-232-3342 eller 510-979-5451.

Utanfor USA, besk www.maslablink.com och vélj LabLink Extra om ditt laboratorium prenumererar pé LabLink
xL. Alternativt, kontakta din férsaljningsagent eller auktoriserad distributor.

Kat. nr. Beskrivning Storlek
OCR-101 MAS®0mni-CORE™, niva 1 6x5mL
0CR-202 MAS®0mni-CORE™, niva 2 6x5mL
0CR-303 MAS®0mni-CORE™, niva 3 6x5mL
286-606 Pipettspetsar Farpackning pa 100
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Sivi Test Epitmis ENTeGRE Kimva KonTroLi

KuLanim Amaci
Thermo Scientific MAS® Omni-CORE™ pek ¢ok klinik laboratuvar belirlemesinde test kosullarini izlemek igin test kontrolii olarak
kullaniimak iizere tasarlanmistir. Bilesenlerden herhangi biriicin deney yapilirken, hasta serum numunelerine Omni-CORE dahil edin.

URiN AgikLAMASI

Omni-CORE insan serumundan hazirlanmig sivi stabil bir kontrol malzemesidir. Analit seviyeleri aralarinda ilaglar, ilag metabolitleri
ve saflastinimis kimyasallar da bulunan muhtelif hayvan ekstraktlar ve protein olmayan malzemelerle ayarlanmistir. Amilaz, ALT/
GPT, AST/GOT, CK ve lipaz, domuz dokusundan; alkalin fosfataz ve GGT sigir dokusundan; LDH kus dokusundan elde edilmigtir. Uriin
biitiinligiini korumak icin koruyucular ve dengeleyiciler eklenmistir.

DiKKAT: Omni-COREinsan serumumalzemesinden hazirlanmistir. insan serumumalzemesindentiiretilen kontroliin bilesenleri, FDA
tarafindan kabul edilen yontemler kullanilarak test edilmistir ve Hepatit B Yiizey Antijeni (HBsAg), Hepatit C (HCV), HIV-1ve HIV-2i¢in
tepkimesizbulunmustur. Ancak, higbir testydntemi, insan serumumalzemesindentiiretilen iriinlerin enfeksiyézajanlanigermedidinin
tam garantisini sunamaz. Bu kontrol Hastalik Kontrolii Merkezleri/Ulusal Saglik Enstitiileri kilavuzu, “Mikrobiyolojik ve Biyomedikal

Laboratuvarlarda Biyogiivenlik, 2009"dan gelen dnerilere uygun olarak islenmelidir. Bu iriiniin ambalaji kuru dogal kauguk igerir.

TEHLIKE: Omni-CORE kontroli; <%8,9 Antistreptolizin, <%2,8 Romatoid faktor (RF) ve <%0,3 bovin serum albiimini (BSA) igerir
H317 - Alerjik cilt reaksiyonuna neden olabilir.
H334 - Solunmasi durumunda alerji veya astim semptomlarina veya nefes alma giicliigiine neden olabilir.

Bugu veya buhar solumaktan kaginin. Kontamine olan calisma giysisi isyerinin digina ¢kmamalidir. Koruyucu eldivenler/koruyucu
gozliik/yiiz koruyucu takin. Yetersiz havalandirma olmasi durumunda solunum korumasi takin. Cilde temas etmesi halinde: Bol
sabun ve suyla yikayin. SOLUNMUSSA: Maruz kalan nefes almada zorluk ¢ekiyorsa temiz havaya ¢ikarin ve nefes almasi igin rahat bir
konumda tutun. Giltte tahri veya dékiintii olugursa: Tibbi yardim/destek alin. Solunum semptomlan yasaniyorsa: ZEHIR MERKEZINi
veya doktoru/hekimi araym. Yeniden kullanmadan nce kontamine olan giysileri yikaym. icindekileri/kabi, yerel/bélgesel/ulusal/
uluslararasi diizenlemelere uygun bir yere atin.

BiLesen LisTesi

Asagidaki bilesenler Omni-CORE icerisinde mevcuttur:

Alanin Aminotransferas (ALT/GPT)
Albumin
Alfa-1-Antitripsin (AAT)*

Kalsiyum
Kan Ure Nitrojeni (BUN)
Karbamazepin

Alfa-1-Asit Glikoprotein (AAG)* Karbon Dioksit (C02)
Alfa-2-Makroglobulin (AMG)* Kinidin

Alkalin Fosfataz (Alk. Fos.) Klorid

Amikasin Kolesterol

Amilaz Kolesterol, HDL

Amilaz (Pankreatik)*

Kolesterol, LDL

Antistreptolisin 0 (ASO) Kortisol

Apolipoprotein A1 (APO A)* Kreatin Kinaz (CK)
Apolipoprotein B (APO B)* Kreatinin

Asetaminofen Laktat Dehidrojenaz (LDH)
Aspartat Aminotransferas (AST/GOT) Laktik Asit

Bakir* Lidokain
Beta-2-Mikroglobulin Lipas

Bile Asitleri* Lipoprotein A (Lp(a))*
Bilirubin, Dogrudan © Lityum

Bilirubin, Konjuge © Magnezyum ©

Bilirubin, Neonatal Metotreksat

Bilirubin, Total @ N-asetilprokainamid (NAPA)
Bilirubin, Unkonjuge © Osmolalite

(-Reaktif Protein (CRP) Potasyum

(3 Komplement* Prealbiimin

(4 Komplement*® Primidon

Cinko Prokainamit

Demir Psadokolinesteraz
Digoksin Romatid Faktor (RF)
Disopiramid Salisilat

Doymamis Demir Baglama Kapasitesi (UIBC)* Seruloplasmin (CER)*
Etanol Sodyum

Etosuksimid T-Uptake

Fenitoin Teofilin

Fenobarbital Tiroid Stimiilasyon Hormonu (TSH)
Ferritin Tiroksin (Total T4)

Fosfor ®@ Tobramisin
Gamma-Glutamiltransferas (GGT) Toplam Demir Baglama Kapasitesi (TIBC)
Gentamisin Toplam Protein

Glikoz Transferin*

Haptoglobin* Trigliseritler ®
Immunoglobulin A (IgA)* Trisiklik Antidepresanlar @
Immunoglobulin E (IgE) Urik Asit

immunoglobulin G (Ig6)* Valproik Asit
immunoglobulin M (IgM) Vankomisin

Kafein

(), (b), (<), (d) Ek bilgi icin liitfen prospektiis araliklarina bakin.
*Bu bilesikler ayarlanmamistir, ancak kaynak materyalde bulunan

ivelerdedir. Lottan lota degiskenlik gézlenebili

SAKLAMA VE STABILITE

Aqildiginda ve sikica kapatilarak 2-8 °C'de saklandiginda, Bilirubin haric Omni-CORE bilesikleri 30 giin boyunca stabildir. Bilirubin
15 giin boyunca stabildir. Agiimamis flakonlardaki Omni-CORE bilesikleri Bilirubin hari¢ 2-8 °C'de 60 giin boyunca stabildir; Bilirubin
30giin boyunca stabildir. Bu tiriin -25 ila-15 °C'de saklandiginda kutudaki son kullanma tarihine kadar stabildir. Optimum stabilite ve
performans icin, kendinden ¢6ziiciilii dondurucuda SAKLAMAYIN ve kullaniimak igin ¢oziinceye kadar -25 ila-15 °Carasinda saklayin.

Bakteriyel kontaminasyon tiirbiditede bir artis ve/veya karakteristik bir koku diretir. Mikrobiyal kontaminasyon kaniti gdzlemlenirse
flakonu atin.

KonTRoL ARALIKLARI

Yayinlanan kontrol araliklari katilimar laboratuvarlar, cihaz/reaktif iireticileri ve oturtulmus protokole uygun olan diger analitik
sistemler ile dogrudan korelasyon ile temsilci numunelerin cogaltilmis test kitlerinin bir kombinasyonunu temel alir. Ekteki veri
tablolarinda sunulan cihaz degerleri bu kontrol lotuna dzgiidiir ve yalnizca kilavuz olarak tasarlanmistir. laboratuvarlarin kendi
dahili ortalama ve aralik kriterlerini yerel test sistemi degerlendirmesine ve tolerans limitlerine dayanarak tesis etmesi gerekir.
Tiim degerler deney sirasinda mevcut olan cihazlarla ve reaktiflerle atanmistir ve beklenen degerler farkl reaktiflerle ve/veya
metodolojilerle esitlilik gdsterebilir. laboratuvar tarafindan oturtulan yollar, sonraki cihaz, reaktif veya kalibrasyon modifikasyonlan
atanan degerleri gegersiz kilabilse de, atanan araliklar dahilinde olmalidir.

Es karsilastirma verileri ve en son QC lota dzgii giincellemelere, www.maslablink.com adresindeki LabLink® xL Kalite Giivencesi
Programi ile cevrimici erisilebilir. iletisim bilgileri igin Teknik Yardim bliimiine bakin.

KuLLanim TavimaTLARI

Sivi oluncaya kadar salincakta oda sicakhgdinda (18-25 °C) veya periyodik hafif tersine cevirmeyle ¢dziilme kontrolii yapin ve derhal
2-8 °C'de saklayin. Aildiktan sonra, flakonun oda sicakligina gelmesine izin vermeyin. Kontrolii her zaman 2-8 °C'de tutun ve 1siga
maruziyetiminimumaindirin. Flakonunicindekileri herkullanimdan 6nce birkag dakika boyunca hafifce tersine evirerekiyice kanstinn.
Kontrol 2-8°C'denalindiktansonra, flakonu agin ve gerekli miktarda kontrolii temiz birnumune kabina aktarin. Kapagi derhal degistirin
ve aglimis flakonu 2-8 °C'de saklayin. Kontrol kismini reaktif direticisi talimatlarina gére test edin. Kullanlmayan numuneyi flakona
tekrar koymayn.

(0ZULDUGUNDE, KONTROLU TEKRAR DONDURMAYIN.
Damlalik uglari kontrol numunelerinin havaya maruziyetini minimuma indirmeye yardima olmak icin mevcuttur.

Kontrol sisesi kapagindan numune cekmek icin siringa ignesi KULLANMAYIN.

Kavite KontroL
Tiim kalite kontrol kogullari yerel, eyalet ve/veya federal yonetmeliklere ve akreditasyon kosullarina uygun olarak gerceklestirilmelidir.

PRoSEDURLERIN KISITLAMALARI
OMNI-CORE uyumlulugu yalnizca bu prospektiiste gdsterilen yo
bulunmadigi yéntemlerle kullanilirken dikkat edilmelidir.

le kanitlanmigtir. Bu kontroller, yazdinlmis degerlerin

tnllaml e

immiin testi prosediirlerinde antikorlarin sp
oldugu gibi, bu kontrol s dakibellibilesenl
iliskin reaktif tireticisinin prospektiistine bagvurun.

i lotlar arasinda farklilik gosterebilir. Hastadan alinan numunelerle
daki caprazreaktiviteler bazi reaktiflerle meydana gelebilir. Olasi girigimlere

Optimum bilirubin stabilitesi igin giilii 1s1ga maruziyeti minimumda tutun. Bilirubin dederleri oksijene maruziyeti takiben diisebilir.
Uriinden numune aldiktan hemen sonra, flakon kapaklarinin degistirilmesi dnerilir. Bilirubin diriiniin raf 6mril siiresince azalabilir.

(02 6lgiimii sirasinda en iyi sonuglari almak icin, hastadan alinan numunelerle ayni dzeni gostererek kullanin. Numunelerin hava
ile uzun siireli temasini dnleyin. Numuneyi gekin ve kapagi derhal yerine takin. Flakonu 2-8 °C sicaklikta tutun. Numune iizerinde
geciktirmeden test calisin.

ilk gdziilme sonrasinda Fosfor ve/veya Magnezyum test kiti sonuglari icin dilsiik degerler gozlendiyse, tam geri kazanim iin 2-8 °C
sicaklikta 18-24 saat boyunca dengeleme gerekli olabilir.

Fosfor, Salisilat ve Trigliseritler diriiniin raf dmrii siiresince artabilir.

Dogru ve tekrar iiretilebilir sonuglar diizgiin calisan cihazlara, reaktiflere ve iyi laboratuvar tekniklerine baghdir. Bu iriin insan

ser senlerin niceliksel test kitleri icin deneyli bir kontrol olarak kullanim amaglidir. Bu iiriin bir kalibrator
olarak kullanim amagli dedildir. Yalnizca profesyonel kullanim igindir.

Texnik YARDIM

ABD'de, teknik yardim icin, 800-232-3342 veya 510-979-5417 numarasini arayin. Prospektiis giincellemeleri ve bilgiler icin,
laboratuvariniz Lablink xL abonesi ise www.maslablink.com adresini ziyaret edin ve LabLink Extra'yi secin. Alternatif olarak, LabLink
XL'ye abone olun, 800-232-3342 veya 510-979-5451"i arayin.

ABD'nin diginda laboratuvariniz LabLink xL abonesi ise, www.maslablink.com adresini ziyaret edin ve LabLink Extra'yi segin. Alternatif
olarak, liitfen yerel satis ofisinizle veya yetkili dagitici ile iletisim kurun.

Kat. No. Agiklama Boyut

0CR-101 MAS® Omni-CORE™, Seviye 1 6x5ml
0CR-202 MAS® Omni-CORE™, Seviye 2 6x5ml
0CR-303 MAS® Omni-CORE™, Seviye 3 6x5ml
286-606 Damlalik Uglan Pkt. 100
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ANALIZIRANA TEKUCINSKA KONTROLA ZA INTEGRALNU KEMIJU

NamIENA

Thermo Scientific MAS’ Omni-CORE™ proizvod je namijenjen za upotrebu kao analizirana kontrola za pracenje uvjeta analize
u mnogim postupcima koji se provode u klinickim laboratorijima. Prilozite Omni-CORE pacijentovim uzorcima krvnog seruma pri
analizi bilo kojeg sastojka.

Opis PROIZVODA

Omni-CORE tekuci je stabilni kontrolni materijal pripremljen iz ljudskog seruma. Razine analita prilagodene su upotrebom razlicitih
ekstraktima Zivotinjskog porijekla i neproteinskim materijalima koji obuhvacaju lijekove, metabolite lijjekova i prociscene kemikalije.
Amilaza, ALT/GPT, AST/GOT, CK(ilipaza dobiveni su iz svinjskog tkiva; alkalna fosfataza i GGT dobiveni su iz govedeq tkiva; LDH potjece
iz pticjeg tkiva. Konzervansi i stabilizatori dodani su radi odrZavanja kvalitete proizvoda.

OPREZ: Omni-CORE pripremljen je iz materijala ljudskog porijekla. Sastojci kontrole koji su izvedeni iz materijala ljudskog porijekla
ispitani su metodama koje prihvaca FDA i utvrdeno je da nisu reaktivni za povrsinski antigen hepatitisa B (HBsAg), hepatitis C (HCV),
HIV-1iHIV-2. Nijednaispitna metoda ne moze, medutim, ponuditi potpunu sigurnost da su proizvodi od materijala ljudskog porijekla
bez infektivnih agensa. Tom se kontrolom treba rukovati u skladu s preporukama iz priru¢nika, Bioloska sigurnost u mikrobioloskim i
biomedicinskimlaboratorijima“ (Biosafetyin Microbiological and Biomedical Laboratories) iz 2009. Centarazakontrolubolesti/ Drzavnih
instituta za zdravlje (Centers for Disease Control/National Institutes of Health). Pakiranje ovog proizvoda sadrZi suhu prirodnu gumu.

OPASNOST: Kontrola Omni-CORE sadrZi <8,9 % antistreptolizina, <2,8 % reumatoidnog faktora (RF) i <0,3 % govedeg serumskog
albumina (BSA)

H317 — Moize izazvati alergijsku reakciju na kozi.

H334 - Ako se udise moze izazvati simptome alergije ili astme ili poteskoce s disanjem.

Izbjegavati udisanje magle ili pare Zagadena radna odjeca ne smije se iznositi izvan radnog prostora. Nositi zastitne rukavice/zastitu
2a odi/zastitu za lice. U slucaju nedovoljnog prozracivanja nositi sredstva za zastitu disnog sustava. U SLUCAJU DODIRA S KOZOM:
oprati velikom koli¢inom sapuna i vode. AKO SE UDISE: u sluéaju oteanog disanja premjestiti unesrecenog na svjezi zrak, umiriti ga
i postaviti u polozaj koji olaksava disanje. U slucaju nadrazaja ili osipa na kozi: zatraziti savjet/pomoc lijecnika. Pri otezanom disanju:
nazvati CENTAR ZA KONTROLU OTROVANJA ili lije¢nika. Oprati zagadenu odjecu prije ponovne uporabe. OdloZiti sadrzaj/spremnik na

Inkalnim /ramianal

o

lokaciju u skladu s reg| im/drzavnim/med propisima.
Popis sasToiaka

Omni-CORE sadrZi sljedece sastojke:

acetaminofen glukoza

alanin aminotransferaza (ALT/GPT) haptoglobin*

albumin

alkalna fosfataza (AIk. Phos.)
alfa-1-kiseli glikoprotein (AAG)*
alfa-1-antitripsin (AAT)*
alfa-2-makroglobulin (AMG)*
amikacin

amilaza

amilaza (gusterace)*
antistreptolizin 0 (ASO)
apolipoprotein A1 (APO A)*
apolipoprotein B (AP0 B)*
aspartat aminotransferaza (AST/GOT)
beta-2-mikroglobulin

Zucne kiseline*

bilirubin, konjugirani
bilirubin, direktni®
bilirubin, neonatalni®
bilirubin, ukupni®

bilirubin, nekonjugirani®
dusik ureje u krvi (BUN)

(3 komplement*

(4 komplement*

kofein

kalcij

karbamazepin

ugljikov dioksid (C02)
ceruloplazmin (CER)*

klorid

holesterol

holesterol, HDL

holesterol, LDL

bakar*

kortizol

kreatin kinaza (CK)

kreatinin

C-reaktivni protein (CRP)
digoksin

diizopiramid

etanol

etosuksimid

feritin
gama-glutamiltransferaza (GGT)
gentamicin

imunoglobulin A (IgA)*
imunoglobulin E (IgE)
imunoglobulin G (IgG)*
imunoglobulin M (IgM)
zeljezo

laktat dehidrogenaza (LDH)
mlijecna kiselina

lidokain

lipaza

lipoprotein A (Lp(a))*

litij

Magnezij(c)©

metotreksat
n-acetilprokainamid (NAPA)
osmolalnost

fenobarbital

fenitoin

fosfor ©@

kalij

prealbumin

primidon

prokainamid
pseudoholinesteraza
kinidin

reumatoidni faktor (RF)
salicilat

natrij

t-uptake

teofilin

hormon koji stimulira Stitnu Zlijezdu (TSH)
tiroksin (ukupni T4)
tobramicin

ukupna sposobnost vezivanja Zeljeza (TIBC)
proteini ukupno
transferin®

triciklicki antidepresivi @
trigliceridi ©

slobodna sposobnost vezivanja zeljeza (UIBC)*
mokracna kiselina
valproicna kiselina
vankomicin

cink

(), (b), (), (d) Za dodatne informacije o rasponima pogledajte upute za upotrebu.

*Qvi sastojci nisu prilagodeni nego su prisutni u razinama jednakim onima u izvornom materijalu. Potrebno je uzeti u obxzir varijacije od

partije do partije.

POHRANA I STABILNOST

Nakon otvaranja i ponovnog ¢vrstog zatvaranja te pohrane na 2 — 8 °C sastojci proizvoda Omni-CORE osim bilirubina stabilni su
30 dana; bilirubin je stabilan 15 dana. Sastojci proizvoda Omni-CORE osim bilirubina u epruvetama koje nisu otvarane i Cuvaju se
na 2 — 8 °Cstabilni su 60 dana; bilirubin je stabilan 30 dana. Ovaj proizvod stabilan je do isteka roka trajanja navedenog na kutiji ako
je pohranjen na temperaturi od -25 do -15 °C. Za optimalnu stabilnost i o¢uvanje znacajki NE POHRANJUJTE proizvod u zamrzivacu s
mogucnos¢u samoodmrzavanja te odrZavajte temperaturu od -25 do -15 °Csve do odmrzavanja radi upotrebe.

Kontaminacija bakterijama izaziva povecanu zamucenost /ili karakteristican miris. Bacite epruvetu ako opazite prisutnost kontaminacije
mikroorganizmima.

KonTROLNI RASPONI

Objavljeni kontrolni rasponi temelje se na kombinaciji ponovljenih ispitivanja reprezentativnih uzoraka u laboratorijima koji u tome
sudjeluju, proizvodacima uredaja/reagensa i izravnoj korelaciji s ostalim analitickim sustavima u skladu s uspostavljenim protokolom.
Vrijednosti navedene u prilozenim podatkovnim tablicama specificne su za ovu partiju kontrola te mogu posluZiti samo kao smjernice.
Laboratoriji bi trebali odrediti vlastite kriterije za srednje vrijednosti i raspone na temelju lokalne procjene sustava za ispitivanje
i vlastitih granica tolerancije. Sve su vrijednosti dodijeljene s uredajimaiir ima dostupnima u vrijeme analize i ocekivane
vrijednosti mogu se razlikovati s razlicitim reagensima i/ili metodologijama. Srednje vrijednosti uspostavljene u laboratoriju trebaju
se nalaziti unutar dodijeljenih raspona iako daljnje izmjene uredaja, reagensa ili kalibracije mogu ponistiti dodijeljene vrijednosti.

Podaci za usporedbu s istorazinskom skupinom i najnovija azuriranja povezana s kontrolom kvalitete partije dostupna su na internetu
putem programa osiguranja kvalitete LabLink" xL Quality Assurance Program na poveznici www. com. Podatke o kontak
pogledajte u odjeljku Tehnicka pomoc.

UPUTE zA UPOTREBU

Odmrznite kontrolu na sobnoj temperaturi (18 — 25 °C) na tresilici ili povremenim laganim preokretanjem dok ne bude u tekucem
stanju i zatim odmah pohranite na 2 — 8 °C. Nakon otvaranja nemojte dopustiti da se temperatura epruvete podigne na sobnu
temperaturu. U svakom trenutku odrZavajte temperaturu kontrole na 2 — 8 °C te minimizirajte izlaganje svjetlu. Dobro izmijesajte
sadrzaj epruvete prije svake upotrebe laganim preokretanjem u trajanju od nekoliko minuta. Nakon vadenja kontrole iz pohrane na
2—8°Cotvorite epruvetu i prenesite potrebnu koli¢inu kontrole u ¢istu ¢au za uzorak. Odmah ponovno zacepite i pohranite prethodno
otvorenu epruvetu na 2 — 8 °C. Analizirajte alikvot kontrole u skladu s uputama proizvodaca reagensa. Ne vracajte neupotrebljeni
uzorak u epruvetu.

NAKON OTAPANJA NEMOJTE PONOVNO ZAMRZAVATI KONTROLU.

Kapalice su dostupne kako bi se smanjila izlozenost uzoraka kontrole zraku. NEMOJTE upotrebljavati iglu Strcaljke da biste izvukli
uzorak kroz cep bocice s kontrolom.

KoNTROLA KVALITETE
Svizahtjevizakontrolukvalitete trebaju se zadovoljitiuskladuslokalnim, drZavnimi/ili saveznim propisimailizahtjevimaza akreditaciju.

OGRANICENJA POSTUPKA
Kompatibilnost proizvoda Omni-CORE dokazana je samo metodama navedenim u ovim uputama za upotrebu. Pri upotrebi ovih
kontrola s metodama za koje nisu ispisane vrijednosti potreban je oprez.

hli

Specificnost antitijela upotrijebljenih u postupcimai moZe variratiod partije do partije. Kaoiuslucaju uzoraka pacijenata,
moZe doci do krizne reaktivnosti izmedu nekih sastojaka ovog kontrolnog seruma uz prisutnost nekih reagensa. Za informacije o
mogucim interferencijama pogledajte upute proizvodaca reagensa.

Radi optimalne stabilnosti bilirubina minimizirajte izlozenost jakom svjetlu. Vrijednosti bilirubina mogu se sniziti nakon izlaganja
kisiku. Preporucuje se Cvrsto zatvaranje epruveta cepom odmah nakon uzimanja uzorka. Vrijednost bilirubina moZe se sniziti tijekom
roka skladistenja.

Zanajbolje rezultate pri mjerenju C02 rukujte proizvodom uz paznju jednaku onoj koja se posvecuje uzorcima pacijenta. Izbjegavajte
produljenoizlaganje uzorkazraku. lzvucite uzorakiodmah vratite cep namjesto. Cuvajte epruvetu na2 — 8 °C. 0dmah analizirajte uzorak.

Ako se po pocetnom odmrzavanju uoce niske vrijednosti analize fosfora i/ili magnezija, moZe biti potrebno dodatno uravnotezavanje
temperature na 2 — 8 °C tijekom 18 — 24 sata.

Vrijednosti fosfora, salicilata i triglicerida mogu se povisiti tijekom roka skladistenja.

Tocnii reproducibilni rezultati ovise o ispravnom radu uredaja, reagensima i dobroj laboratorijskoj tehnici. Ovaj je proizvod namijenjen
za upotrebu kao analizirana kontrola za kvantitativne analize navedenih sastojaka u ljudskom serumu. Ovaj proizvod nije namijenjen
za upotrebu kao kalibrator. Samo za profesionalnu upotrebu.

TEHNICKA POMOC

Ako ste u SAD-u, za tehnicku pomoc nazovite 800-232-3342ili 510-979-5417. Za azuriranja uputa za upotrebu i informacije posjetite
www.maslablink.com i odaberite LabLink Extra ako je vas laboratorij pretplacen na LabLink xL. Ako to nije sluaj, nazovite 800-232-
33421l 510-979-5451 kako biste se pretplatili na LabLink xL.

Ako ste izvan SAD-a, posjetite www.maslablink.com i odaberite LabLink Extra ako je vas laboratorij pretplacen na LabLink xL. Ako
to nije slucaj, obratite se lokalnom prodajnom uredu ili ovlastenom distributeru.

Kat. br. Opis Velicina
0CR-101 MAS” Omni-CORE", razina 1 6x5mL
0CR-202 MAS Omni-CORE", razina 2 6x5mL
0CR-303 MAS Omni-CORE", razina 3 6x5mL
286-606 Kapalice Pak. 100
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ABBOTT ALINITY SYSTEMS
Acetaminophen Enzymatic, Colorimetric (07P54) 197 158-236 76.8 61.4-92.2 134 107 - 161 pg/mL 130 104 - 156 508 406 -610 889  711-1066 pmol/L
Acetaminophen Enzymatic (Sekisui) 191 153-229 765 61.2-91.8 135 108 -162 pg/mL 126 101-151 506 405 - 607 892  714-1071 pmol/L
Alanine Aminotransferase (ALT)

IFCC w/P5P (08P18) 222 17.8-26.7 140 112-168 243 194 - 291 u/L 0.37 0.30-045 234 187-281 406 3.24-487 pkat/L
Alanine Aminotransferase (ALT)

NADH wy/out P5P (07P98) 310 248-372 144 115-173 244 196-293 u/L 052 0.41-062 240 1.92-288 408 3.27-490 pkat/L
Albumin BCG (04U30) ** ** ** g/dL ** ** ** g/l
Albumin BCG (08P02) 230 1.84-276 3.84 307-461 527 422-6.32 g/dL 230 184-276 384 30.7-46.1 527 422-632 g/L
Albumin BCP (04T82) 209 150-268 356 2.59-454 512 350-6.74 g/dL 209 15.0-26.8 356 259-454 512 350-674 g/L
Albumin BCP (08P03) ** ** ** g/dL ** ** ** g/L
Alkaline Phosphatase (ALP)

p-NPP, IFCC (04T83) 439 33.0-548 220 176 - 264 401 321-481 u/L 0.73 0.55-091 367 294-441 6.69 5.36-8.03 pkat/L
Alkaline Phosphatase (ALP)

p-NPP, IFCC (08P20) 411 329-493 207 165 - 248 376 301-451 u/L 069 0.55-082 345 276-4.14 6.27 5.02-753 pkat/L
Alpha-1-Antitrypsin (AAT)

Immunoturbidimetric (01R07) 7.8 57.4 - 86 126 101-151 182 146-218 mg/dL 0.72 0.57-0.86 126 1.01-151 182 1.46-218 g/L
Amylase CNPG3, IFCC (07P58) 81.1 649-974 286 229-344 492 393-590 u/L 1.35 1.08-1.63 478 3.83-574 821 6.57-9.86 pkat/L
Amylase Enzymatic, Colorimetric, IFCC (04T85) 795 636-954 259  207-311 447 357 - 536 u/L 1.33  1.06-1.59 432 346-519 746 597-895 pkat/L
Amylase, Pancreatic

Enzymatic, Colorimetric, IFCC (01R04) 58.1  46.5-69.7 212 170-255 360 283-432 U/L 097 078-1.16 354 283-4.25 6.01 481-721 pkat/L
Antistreptolysin 0 (ASQ)

Immunoturbidimetric (01R06) 80.0 64.0-96.0 134 108 - 161 187 149 - 224 1U/mL 80.0 64.0-96.0 134 108 - 161 187 149 - 224 kIU/L
Apolipoprotein A1 (APQ A1)

Immunoturbidimetric (09P46) 307 246-368 791 633-949 128 102-154 mg/dL 031 0.25-0.37 079 0.63-0.95 128 1.02-154 g/L
Apolipoprotein B (APQO B)

Immunoturbidimetric (09P47) 388 31.0-466 7.3 57.0-85.6 101 81.1-122 mg/dL 039 0.31-047 071 057-0.86 1.01 081-122 g/L
Aspartate Aminotransferase (AST)

NADH w/out P5P (08P17) 374 30.0-449 131 105 - 158 230 184-277 u/L 063 050-0.75 219 1.76-2.63 385 3.08-462 pkat/L
Aspartate Aminotransferase (AST)

NADH w/P5P (08P23) 404 323-485 152 121-182 262 209-314 u/L 0.67 0.54-0.81 254 2.03-3.04 437 350-525 pkat/L
Beta-2-Microglobulin (B2M)

Immunoturbidimetric (01R09) 0.036 <0.025 - 0.051 027 0.21-032 049 039-059 mg/dL 0.36 <0.25-0.51 266 2.13-3.19 492 394-590 mg/L
Bile Acids Thio-NAD (LABOR + TECHNIK) ** ** ** pmol/L ** ** ** pmol/L
Bilirubin, Direct @  Diazo (07P97) 053  0.41-065 252 2.02-3.02 429 343-5.15 mg/dL 9.06 7.01-111 431 345-516 734 587-88.1 pmol/L
Bilirubin, Total @ Diazonium Salt (04V51) 091 0.70-1.12 352 282-422 580 4.64-6.96 mg/dL 156 12.0-19.2 60.2 48.2-722 992 793-119 pmol/L
Calcium Arsenazo |1l (07P57) 6.16  4.93-7.39 8.14 651-9.77 108 862-129 mg/dL 154 1.23-184 203 1.62-244 269 215-323 mmol/L
Carbamazepine PETINIA (08P58) 370 296-4.44 771 471-107 116 866-146  pg/mL 15.7 125-1838 326 19.9-453 493 36.7-61.9 pmol/L
Carbon Dioxide (C02)

PEPC (07P72) 1.2 7.25-15.2 175 11.0-240 249 15.0-349 mEq/L 1.2 7.25-152 175 11.0-240 249 150-349 mmol/L
Ceruloplasmin Immunoturbidimetric (09P93) 173 138-20.8 334  26.7-40.1 496 397-595 mg/dL 017 0.14-021 0.33 0.27-0.40 050 0.40-0.60 g/lL
Chloride (CI) Indirect ISE 937 749-112 99.7 79.8-120 107 85.7-128 mEq/L 93.7 749-112 997 79.8-120 107 85.7-128 mmol/L
Cholesterol, HDL  Accelerator Selective Detergent (07P75) 257  20.5- 30.8 396 31.7-475 538 43.0-645 mg/dL 0.67 0.53-0.80 1.02 0.82-1.23 139  1.11-167 mmol/L
Cholesterol, LDL Liquid Selective Detergent (07P71) 504  40.3-60.5 741 593-889 978 783-117 mg/dL 131 1.04-157 192 153-230 253 2.03-3.04 mmol/L
Cholesterol, Total ~ Enzymatic (04T88) 108  86.6-130 152 122-182 194 156 - 233 mg/dL 280 224-3.36 394 3.15-472 504 4.03-6.04 mmol/L
Cholesterol, Total ~ Enzymatic (07P76) 108  86.5-130 150  120-180 192 154-230 mg/dL 280 224-3.36 3.88 3.10-4.66 497 3.98-597 mmol/L
Cholinesterase/Pseudocholinesterase

Butyrylthiocholine (09P94) 141 1.13-1.69 431 345-5.17 7.04 563-8.45 U/mL 236 18.9-282 720 576-86.3 118  94.0-141  pkat/L
Complement Component 3 (C3)

Immunoturbidimetric (09P56) 724 579-86.8 136 109-163 195 156 - 234 mg/dL 0.72 0.58-0.87 136 1.09-163 195 1.56-2.34 g/L
Complement Component 4 (C4)

Immunoturbidimetric (09P57) 790 6.32-948 16.8  13.4-20.1 259 207-31.1 mg/dL 0.08 0.06 - 0.09 0.17 0.13-0.20 026 0.21-031 g/L
Cortisol CMIA (08P33) 400 3.20-4.80 180 144-216 30.1  24.1-36.1 pg/dL 110 883-132 496 397 - 595 829 663-995 nmol/L
C-Reactive Protein, High Sensitivity (hsCRP)

Immunoturbidimetric (07P56 CRP16) 060 0.48-072 351 281-421 6.71 537-8.05 mg/dL 6.00 4.80-7.20 351 28.1-421 671 537-805 mg/L
C-Reactive Protein, Wide Range (wrCRP)

Immunoturbidimetric (07P56 CRP48) 061 049-073 341 248-434 702 562-842 mg/dL 6.10 4.90-7.30 341 248-434 702 56.2-842 mg/L
Creatine Kinase (CK)

NAC (08P42) 90.2 721-108 383 307-460 668 535 - 802 u/L 151 1.20-1.81 6.40 5.12-7.68 112 8.93-134 pkat/L
Creatinine Enzymatic (08P01) 095 0.76-1.14 361 289-433 6.31 505-757 mg/dL 84.0 67.2-101 319 255-383 558 446 -669  pmol/L
Creatinine Kinetic Alkaline Picrate (04T91) 1.02 082-122 397 3.18-476 6.75 540-8.10 mg/dL 90.2 725-108 351 281-421 597 477-716  pmol/L
Creatinine Kinetic Alkaline Picrate (07P99) 1.01 081-1.21 416 3.33-4.99 706 565-847 mg/dL 89.3 71.6-107 368 294 -441 624  499-749  pmol/L
Digoxin PETINIA (08P37) 1.00 0.78-1.22 210 1.68-252 313 241-385 ng/mL 1.28 1.00-1.56 269 215-3.23 401 3.09-493 nmol/L
Ethanol Alcohol Dehydrogenase (08P41) 202 156-248 949 759-114 165  132-198 mg/dL 439 3.39-5.38 206 16.5-247 359 28.7-430 mmol/L
Ferritin CMIA (07P65) 655 52.4-786 276 221-331 487  390-584 ng/mL 655 52.4-786 276 221-331 487 390 - 584 o/l
Gamma-Glutamyltransferase (GGT)

GCNA (04T96) 321 257-386 849 67.9-102 136 109 - 164 u/L 054 0.43-0.64 142 1.13-1.70 228 1.82-273 pkat/L
Gamma-Glutamyltransferase (GGT)

GCNA (07P73) 305 244-366 83.0 66.4-99.6 135 108 - 161 u/L 051 0.41-0.61 139 1.11-1.66 225 1.80-270 pkat/L
Gentamicin PETINIA (08P55) 181  145-217 401 285-5.17 6.41 5.13-7.69 pg/mL 379 3.04-454 840 597-10.8 134 107-16.1 pmol/L
Glucose Hexokinase (07P55) 86.7 69.4-104 272 218-326 348 278-417 mg/dL 481 385-577 151 12.1-181 193 154-232 mmol/L
Haptoglobin Immunoturbidimetric (09P59) 624 499-748 114 90.8-136 163 131-196 mg/dL 062 050-0.75 114 091-1.36 163  1.31-1.96 g/L
Immunoglobulin A (IgA)

Immunoturbidimetric (09P61) m 89.0-133 192 154 - 231 274 219-329 mg/dL 111 0.89-133 192 154-231 274 219-329 g/L
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ABBOTT ALINITY SYSTEMS (Continued)

Immunoglobulin E (IgE)

Immunoturbidimetric (01R13)
Immunoglobulin E (IgE)

Immunoturbidimetric (DiaSys)
Immunoglobulin G (1gG)

Immunoturbidimetric (09P62)
Immunoglobulin M (IgM)

Immunoturbidimetric (09P63)
Iron Ferene (04T98)
Iron Ferene (08P39)
Lactate Dehydrogenase

Lactate to Pyruvate, IFCC (04T99)
Lactate Dehydrogenase

Lactate to Pyruvate (07P74)

Lactic Acid Lactate to Pyruvate (08P21)
Lipase Enzymatic, Colorimetric (DiaSys)
Lipase Kinetic Colorimetric (04Y85)
Lipoprotein (a) Immunoturbidimetric (01R14)
Lithium Colorimetric (08P53)
Magnesium Enzymatic (08P19)
Phenobarbital PETINIA (09P85)

Phenytoin Enzyme Immunoassay (08P54)

Phosphorus ®) Phosphomolybdate (08P40)
Potassium (K) Indirect ISE
Rheumatoid Factor (RF)

Immunoturbidimetric (01R16)
Rheumatoid Factor (RF)

Immunoturbidimetric (04R99)

Sodium (Na) Indirect ISE
Theophylline EIA (09P89)
Thyroid Stimulating Hormone (TSH)
CMIA (07P48)
Tobramycin PETINIA (09P90)

Biuret (04781)

Biuret (07P52)
Immunoturbidimetric (08P38)
Triglycerides ® GPO (04U06)

Triglycerides ® GPO (07P77)

Urea Nitrogen (BUN)

Total Protein
Total Protein
Transferrin

Urease (08P16)
Urea, Total Urease (08P16)
Uric Acid Uricase (04U09)
Uric Acid Uricase (08P56)
Valproic Acid PETINIA (09P92)
Vancomycin PETINIA (08P52)
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1.04

5.45
5.45
187
192
184
5.09

108 - 162

11.4-170

0.36 - 0.54
13.6-20.3
13.6-20.5

117-1.75

1.23-1.84
1.04 - 1.56
1.06 - 1.59
1.14-171
0.16-0.24
0.73-1.09
0.32-0.48
322-483
16.7-25.1
0.61-0.91
2.11-317

27.0-405

244 -36.6
<100 - 150
21.1-316

1.96 - 2.94
265-4.19
36.6 - 55.0
35.8-538
1.11-1.66
0.86-1.28
0.83-1.25

4.36 - 6.53
4.36 - 6.53
149 - 224
153 - 231
135-232
4.07-6.10

251

*%

248

0.83
316
30.6

3.42

3.69
373
2.10
240
0.34
1.42
1.03
115
51.7
1.76
4.54

46.8

436
137
839

7.93
10.1
781
713
246
1.90
1.84

14.3
143
422
430
550
138

201 - 302

19.8-29.7

0.66 - 0.99
253-38.0
245 -36.7

273-4.10

295-4.43
299-4.48
1.68 - 2.52
1.92-2.88
0.27-0.41
1.14-1.70
0.83-1.24
92.4-139
41.3-62.0
141-2.1
3.63-5.45

37.4-56.2

34.9-523
109 - 164
67.1-101

6.34 - 9.52
8.11-122
63.0-94.4
61.8-928
1.97 - 2.96
1.52-2.28
147-2.21

114-17.2
114-17.2
338 - 507
344 - 516
440 - 660
11.0-16.5

357 285-428  kIU/L
o KIU/L
356 285-427 gl

123 099-148 g/l

458 36.6-55.0 pmol/L
438 35.1-526 pmol/L
548 438-657 pkat/L
590 472-7.09 pkat/L
6.57 526-7.88 mmol/L
286 229-343 pkat/L
356 2.85-4.27 pkat/L
050 0.40-0.60 pmol/L
194 1.55-233 mmol/L
167 1.34-201 mmol/L
213 171-256  pmol/L
842 67.4-101 pmol/L
251 201-302 mmol/L
6.44 5.15-773 mmol/L
598 478-717 kIU/L

589 47.1-706 kIU/L

155 124-187 mmol/L
136 109-163  pmol/L
124 991-149 mlUL
184 147->214 pmol/L

1M 884-133 g/L
110 87.6-131 g/l
357 286-428 g/L

245 1.96-294 mmol/L
231 1.85-277 mmol/L
233 186-279 mmol/L
233 18.6-27.9 mmol/L
658  527-790  pmol/L
668  534-802 pmol/L
911 729->1040 pmol/L
232 185-278 pmol/L
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ABBOTT ARCHITECT SYSTEMS
Acetaminophen Enzymatic (3R11)(Sekisui 506) ** ** ** Hg/mL ** ** ** pmol/L
Alanine Aminotransferase (ALT)

IFCC w/P5P (8L92) ** ** ** u/L ** ** ** pkat/L
Alanine Aminotransferase (ALT)

NADH w/out P5P (7D56) ** ** ** u/L ** ** ** pkat/L
Albumin BCG (4T34) ** ** ** g/dL ** ** ** g/l
Albumin BCG (7D53) 228 1.82-274 374 299-449 512 4.10-6.14 g/dL 228 182-274 374 299-449 512 41.0-614 g/L
Albumin BCP (4U45) ** ** ** g/dL ** ** ** g/lL
Albumin BCP (7D54) 2.08  1.66-2.50 345 276-4.14 483 386-5.80 g/dL 208 16.6-25.0 345 276-414 483 386-58.0 g/l
Alkaline Phosphatase (ALP)

p-NPP, IFCC (7D55) ** ** ** u/L ** ** ** pkat/L
Alpha-1-Acid Glycoprotein (AAG)

Immunoturbidimetric (6L34) ** ** ** mg/dL ** ** ** g/L
Alpha-1-Antitrypsin (AAT)

Immunoturbidimetric (6K99) ** ** ** mg/dL ** ** ** g/L
Amikacin PETINIA (6L35) 537 430-6.44 202 16.2-243 355 284-426 pg/mL 917 734-110 345 276-414 60.7 485-728 pmol/L
Amylase CNPG3, IFCC (7D58) ** ** ** u/L ** *x ** pkat/L
Amylase Enzymatic, Colorimetric (4S89) ** ** ** U/L ** ** ** pkat/L
Amylase, Pancreatic

Enzymatic, Colorimetric (6K22) ** ** ** uU/L ** ** ** pkat/L
Antistreptolysin 0 (ASQ)

Immunoturbidimetric (6K38) ** ** ** 1U/mL ** ** ** klu/L
Apolipoprotein A1 (APO A1)

Immunoturbidimetric (9D92) ** ** ** mg/dL ** ** ** g/L
Apolipoprotein B (APO B)

Immunoturbidimetric (9093) ** ** ** mg/dL ** ** ** g/L
Aspartate Aminotransferase (AST)

IFCC w/P5P (8D37 Non U.S) ** ** ** u/L ** ** ** pkat/L
Aspartate Aminotransferase (AST)

NADH w/out P5P (7D81) ** *x ** u/L *x ** ** pkat/L
Aspartate Aminotransferase (AST)

NADH w/P5P (8L91) ** *x ** u/L *x ** ** pkat/L
Beta-2-Microglobulin (B2M)

Immunoturbidimetric (6K39) ** ** ** mg/dL ** ** ** mg/L
Bile Acids Thio-NAD (3R04) ** ** ** pmol/L ** ** ** pmol/L
Bilirubin, Direct'®  Diazo (8G63) 049 039-059 235 1.88-282 407 326-488 mg/dL 838 6.67-10.1 402 32.2-482 696 558-835 pmol/L
Bilirubin, Total®  Diazonium Salt (6L45) ** ** ** mg/dL ** ** ** pmol/L
Calcium Arsenazo Il (3L79) ** ** ** mg/dL ** ** ** mmol/L
Carbamazepine CMIA (1P36) ** ** ** pg/mL ** *x ** pmol/L
Carbamazepine PETINIA (5P05) 392 3.14-470 8.11 6.49-973 114 910-137  pg/mL 166 13.3-199 343 275-412 482 385-57.8 pmol/L
Carbon Dioxide (C02)

PEPC (3L80) 998 7.98-120 175 140-211 247 19.7-296 mEq/L 998 7.98-120 175 14.0-211 247 19.7-296 mmol/L
Ceruloplasmin Immunoturbidimetric (6K91) ** ** ** mg/dL ** ** ** g/L
Chloride (CI) Indirect ISE (2P32) ** ** ** mEq/L ** *x ** mmol/L
Cholesterol, HDL  Accelerator Selective Detergent (3K33) ** w* ** mg/dL ** ** ** mmol/L
Cholesterol, HDL  Enzymatic (DiaSys) ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, LDL  Direct, Enzymatic (DiaSys) ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, LDL  Liquid Selective Detergent (1E31) ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, Total ~ Enzymatic (4S92) ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, Total ~ Enzymatic (7D62) ** ** ** mg/dL ** ** ** mmol/L
Cholinesterase/Pseudocholinesterase

Butyrylthiocholine (6K24) ** ** ** U/mL ** ** ** pkat/L
Cholinesterase/Pseudocholinesterase

Enzymatic (6K92) ** ** ** U/mL ** ** ** pkat/L
Complement Component 3 (C3)

Immunoturbidimetric (9D96) ** ** ** mg/dL ** ** ** g/L
Complement Component 4 (C4)

Immunoturbidimetric (9097) ** ** ** mg/dL ** ** ** g/L
Copper Direct Colorimetric ** ** ** pg/dL ** ** *x umol/L
Cortisol CMIA (8D15) *x ** o pg/dL ** ** *x nmol/L
C-Reactive Protein (CRP)

Immunoturbidimetric (6K26 CRP32) ** ** ** mg/dL ** ** ** mg/L
C-Reactive Protein (CRP)

Immunoturbidimetric (DiaSys) ** ** ** mg/dL ** ** ** mg/L
C-Reactive Protein, High Sensitivity (hsCRP)

Immunoturbidimetric (6K26 CRP16) ** ** ** mg/dL ** ** ** mg/L
Creatine Kinase (CK)

NAC (7D63) *x ** ** U/L ** ** ** pkat/L
Creatinine Enzymatic (8L24) ** ** ** mg/dL ** ** ** pmol/L
Creatinine Kinetic Alkaline Picrate (3L81) ** ** ** mg/dL ** ** ** pmol/L
Creatinine Kinetic Alkaline Picrate (4S95) ** ** ** mg/dL ** ** ** pmol/L
Creatinine Kinetic Alkaline Picrate (DiaSys) ** ** ** mg/dL ** ** ** pmol/L
Digoxin CMIA (1P32) ** ** ** ng/mL ** ** ** nmol/L
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ABBOTT ARCHITECT SYSTEMS (Continued)
Digoxin PETINIA (1E06 w/1E06-02) 1.00 0.80-1.20 214 1.71-257 319 255-383 ng/mL 128 1.02-154 274 219-329 409 3.27-491 nmol/lL
Digoxin PETINIA (1E06 w/5P04) 1.02 082-122 213 1.70-256 320 256-3.84 ng/mL 131 1.05-156 273 2.18-3.28 410 3.28-4.92 nmol/L
Ethanol Alcohol Dehydrogenase (3L36) 191 153-229 95.1 76.1-114 166 133 - 200 mg/dL 414 331-497 20.7 165-248 36.1 28.9-434 mmol/L
Ferritin CMIA (7K59) ** ** ** ng/mL ** ** ** pg/L
Ferritin Immunoturbidimetric (6K41) ** ** ** ng/mL ** ** *x pg/L
Gamma-Glutamyltransferase (GGT)

GCNA (4T00) ** ** ** u/L ** ** ** pkat/L
Gamma-Glutamyltransferase (GGT)

GCNA (7D65) ** ** ** u/L ** ** ** pkat/L
Gentamicin CMIA (1P31) ** ** ** pg/mL ** ** ** pmol/L
Gentamicin PETINIA (1E11) 180 1.44-2.16 440 352-528 6.65 5.32-7.98 pg/mL 3.77 3.02-452 921 1737-111 139 11.1-167 pmol/L
Glucose Hexokinase (3L82) ** w* ** mg/dL ** ** w* mmol/L
Haptoglobin Immunoturbidimetric (9091) ** ** ** mg/dL ** ** ** g/L
Immunoglobulin A (IgA)

Immunoturbidimetric (9D98) ** ** ** mg/dL ** ** ** g/L
Immunoglobulin E (IgE)

Immunoturbidimetric (6K42) ** ** ** 1U/mL ** ** ** kIU/L
Immunoglobulin G (IgG)

Immunoturbidimetric (9D99) ** ** ** mg/dL ** ** ** g/L
Immunoglobulin M (IgM)

Immunoturbidimetric (1E01) ** ** ** mg/dL ** ** ** g/L
Iron Ferene (6K95) ** ** ** pg/dL *x ** ** pmol/L
Iron Binding Capacity, Unsaturated (UIBC)

Ferene (4R29) ** ** ** pg/dL *x ** w* pmol/L
Lactate Dehydrogenase

Lactate to Pyruvate, IFCC (2P56) ** ** ** u/L ** ** ** pkat/L
Lactic Acid Lactate to Pyruvate (9P18) ** ** ** mg/dL ** ** ** mmol/L
Lactic Acid Lactate to Pyruvate (DiaSys) ** ** ** mg/dL ** ** ** mmol/L
Lipase Quinone Dye (7D80) ** ** ** U/L ** ** ** pkat/L
Lipoprotein (a) Immunoturbidimetric (7K00) ** ** ** mg/dL ** ** ** pmol/L
Lithium Colorimetric (8L25) ** ** ** mEg/L ** ** ** mmol/L
Magnesium Arsenazo (7D70) ** ** ** mg/dL ** ** ** mmol/L
Magnesium ¢ Enzymatic (3P68) ** ** ** mg/dL ** ** ** mmol/L
Phenobarbital CMIA (1P33) 103 8.26-124 311 248-373 513 41.1-61.6  pg/mL 445 356-534 134 107 -160 21 177-265 pmol/L
Phenobarbital PETINIA (5P07) 946 757-114 270 21.6-324 488 39.0-585  pg/mL 40.7 326-489 116 929-139 210 168-252  pmol/L
Phenytoin CMIA (1P34) 466 3.73-559 119 950-142 185 148-222  pg/mL 185 14.8-222 471 37.7-56.5 733 58.6-87.9 pmol/L
Phenytoin EIA (5P08) 538 4.30-6.46 131 105-157 216 17.3-259  pg/mL 213 17.1-256 519 415-62.3 855 68.4-103 pmol/L
Phosphorus ®e! Phosphomolybdate (7D71) ** w* ** mg/dL w* w* ** mmol/L
Potassium (K) Indirect ISE (2P32) *x ** ** mEg/L ** ** ** mmol/L
Prealbumin Immunoturbidimetric (1E02) ** ** ** mg/dL ** ** ** g/L
Quinidine PETINIA (6L31) ** ** ** pg/mL ** ** ** pmol/L
Rheumatoid Factor (RF)

Immunoturbidimetric (6K44) ** ** ** 1U/mL ** ** ** kIU/L
Rheumatoid Factor (RF)

Immunoturbidimetric (8G66) ** ** ** 1U/mL ** ** ** kIU/L
Rheumatoid Factor (RF)

Immunoturbidimetric (DiaSys) ** ** ** 1U/mL ** ** ** kIU/L
Salicylate ® Enzymatic, Colorimetric (3K01) ** ** ** mg/dL ** ** ** mmol/L
Sodium (Na) Indirect ISE (2P32) ** ** ** mEg/L ** ** ** mmol/L
Theophylline CMIA (1P29) ** ** ** pg/mL ** ** ** pmol/L
Theophylline EIA (5P06) 462 3.70-554 150 120-18.0 247 197-296  pg/mL 256 20.5-30.8 834 66.7-100 137 110-164  pmol/L
Thyroid Stimulating Hormone (TSH)

CMIA (7K62) ** ** ** plU/mL ** ** ** mlU/L
Thyroid Uptake CMIA (2K48) ** ** ** % ** *x ** %
Thyroid Uptake CMIA (2K48) 054 0.43-0.65 0.80 0.64-0.96 097 0.78-1.16 Unit 0.54 0.43-065 0.80 0.64-0.96 097 0.78-1.16 Unit
Thyroxine, Total (T4)

CMIA (7K66) *x o > pg/dL *x * *x nmol/L
Tobramycin PETINIA (7F93) 164 131-1.97 489 391-587 884 7.07->100 pg/mL 351 280-421 105 8.36-126 189 15.1->21.4 pmol/L
Total Protein Biuret (4U44) ** ** ** g/dL ** ** ** g/L
Total Protein Biuret (7D73) 458  3.66-550 786 6.29-9.43 111 886-133 g/dL 458 36.6-55.0 786 62.9-943 m 88.6-133 g/L
Transferrin Immunoturbidimetric (1E04) ** ** ** mg/dL ** ** ** g/L
Tricyclic Antidepressants (TCA) ©

EIA (6L28 Multigent) ** ** ** ng/mL ** ** ** nmol/L
Tricyclic Antidepressants (TCA) ©

EIA (DRI) 160 128 -192 446  357-535 >1000 ng/mL 609  487-730 1696 1357 - 2035 >3802 nmol/L
Triglycerides ® GPO (4T10) ** ** ** mg/dL ** ** ** mmol/L
Triglycerides ® GPO (7D74) ** ** ** mg/dL ** ** ** mmol/L
Urea Nitrogen (BUN)

Urease (4T12) ** ** ** mg/dL ** ** ** mmol/L
Urea Nitrogen (BUN)

Urease (7D75) ** ** ** mg/dL ** ** ** mmol/L
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ABBOTT ARCHITECT SYSTEMS (Continued)

Urea, Total Urease (4T12) *x *x *x mg/dL *x #* *x mmol/L
Urea, Total Urease (7D75) *x ** *x mg/dL ** **x *x mmol/L
Uric Acid Uricase (3P39) ** ** ** mg/dL ** *x ** pmol/L
Uric Acid Uricase (4T13) ** ** ** mg/dL ** *x ** pmol/L
Valproic Acid CMIA (1P35) ** ** ** pg/mL ** ** ** pmol/L
Valproic Acid PETINIA (1E13) 287 229-344 80.6 64.5-96.7 133 107->150  pg/mL 199 159-238 559 447 -671 925 740->1040 pmol/L
Vancomycin CMIA (1P30) ** ** ** pg/mL ** ** ** pmol/L
Vancomycin PETINIA (6E44) 772 6.18-9.26 206 165-24.8 347 217-416 pg/mL 533 4.26-6.39 142 114-111 239 19.1-287 pmol/L
Zinc Colormetric (Wako) ** ** ** pg/dL *x ** ** pmol/L
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BECKMAN COULTER AU SERIES
Acetaminophen EIA (DRI) ** ** ** Hg/mL ** ** ** pmol/L
Acetaminophen  Emit Tox 204 16.3-245 794 635-953 141 113-169  pg/ml 135 108 - 162 525 420 - 630 933  746-1120 pmol/L
Acetaminophen p-Aminophenol (0SR61202) ** ** ** pg/mL ** ** ** pmol/L
Alanine Aminotransferase (ALT)

IFCC w/out P5P (OSR6x07) 252 20.2-303 120 95.7-144 203 162 - 244 u/L 042 0.34-051 200 1.60-2.40 339 271-407 pkat/L
Alanine Aminotransferase (ALT)

IFCC w/P5P (0SR6x07 Non U.S) ** ** ** u/L ** ** ** pkat/L
Albumin BCG 241 1.93-289 391 3.13-4.69 526 4.21->6.00 g/dL 241 193-289 391 31.3-469 526 42.1->60.0 g/L
Alkaline Phosphatase (ALP)

pNPP, IFCC 398 31.9-478 208 167 - 250 379 304-455 u/L 067 0.53-0.80 348 278-4.18 634 507-760 pkat/L
Alkaline Phosphatase (ALP)

pNPP, IFCC (Non U.S) ** ** ** u/L ** ** ** pkat/L
Alpha-1-Acid Glycoprotein (AAG)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Alpha-1-Antitrypsin (AAT)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Amikacin ams ** ** ** pg/mL ** ** ** pmol/L
Amikacin Emit ** ** ** pg/mL ** ** ** pmol/L
Amylase CNPG3 642 51.4-770 231 185-277 394 315-473 u/L 1.07 0.86-1.29 385 3.08-462 658 5.26-7.89 pkat/L
Amylase Ed-G7PNP, IFCC ** ** ** u/L ** ** ** pkat/L
Antistreptolysin 0 (ASO)

Immunoturbidimetric 104 <100-125 186 149-223 266 213-319 1U/mL 104 <100-125 186 149-223 266 213-319  kIU/L
Apolipoprotein A1 (APQ A1)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Apolipoprotein B (APQO B)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Aspartate Aminotransferase (AST)

IFCC w/out P5P 329 263-395 114 91.4-137 200 160 - 240 u/L 0.55 0.44-0.66 191 153-229 333 267-400 pkat/L
Aspartate Aminotransferase (AST)

IFCC w/P5P (Non U.S) ** *x ** U/L *x ** ** pkat/L
Beta-2-Microglobulin (B2M)

Immunoturbidimetric ** ** ** mg/dL ** ** ** mg/L
Bile Acids Thio-NAD *x *x ** pmol/L ** ** *x pmol/L
Bilirubin, Direct @  Diazotization 041  0.32-050 233 1.86-280 395 3.16-474 mg/dL 701 547-855 398 31.8-479 676 54.0-81.1 pmol/L
Bilirubin, Direct @  Diazotization (Non U.S) ** ** ** mg/dL ** ** ** pmol/L
Bilirubin, Total Diazotization 1.00 0.80-1.20 3.84 3.07-461 639 5.11-767 mg/dL 171 137-205 65.7 525-788 109 87.4-131  pmol/L
Bilirubin, Total®  Diazotization (Non U.S) ** ** ** mg/dL ** ** ** pmol/L
Caffeine Emit 462 370-554 124 993-149 196 157-235  pg/mlL 238 19.1-285 639 51.1-76.7 101 80.8-121  pmol/L
Calcium Arsenazo llI 595 476-7.14 790 6.32-9.48 105 8.36-125 mg/dL 148 1.19-178 197 158-237 261 209-313 mmol/L
Calcium o-Cresolpthalein Complexone ** ** ** mg/dL ** ** ** mmol/L
Carbamazepine CEDIA (100006) ** ** ** pg/mL ** *x ** pmol/L
Carbamazepine CEDIA (OSR6414 Non U.S.) ** ** ** pg/mL ** ** ** pmol/L
Carbamazepine Emit 2000 395 3.16-474 885 7.08-10.6 133 107-160  pg/mL 16.7 13.4-20.1 375 30.0-449 56.3 45.1-67.6 pmol/L
Carbon Dioxide (C02)

PEPC 132 954-16.8 195 144-247 279 206-352 mEq/L 132 954-16.8 195 14.4-247 279 206-352 mmol/L
Ceruloplasmin Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Chloride (CI) Indirect ISE 90.7 72.6-109 96.8 774-116 104 835-125 mEq/L 90.7 72.6-109 96.8 77.4-116 104 835-125 mmol/L
Cholesterol, HDL  Immunoinhibition, Enzymatic (Non U.S) ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, HDL  Selective Detergents 239 191-287 382 30.6-458 523 418-628 mg/dL 062 050-0.74 099 079-1.19 1.35 1.08-1.63 mmol/L
Cholesterol, LDL  Selective Detergents 374 299-449 546 43.7-655 7.7 57.4-86.0 mg/dL 097 077-1.16 141 1.13-170 186 1.49-2.23 mmol/L
Cholesterol, LDL ~ CHO/PAP (Non U.S) ** *x ** mg/dL *x ** ** mmol/L
Cholesterol, Total ~ Enzymatic 999 799-120 140  112-168 179 143-215 mg/dL 259 2.07-3.10 362 289-434 464 372-557 mmol/L
Cholesterol, Total ~ Enzymatic (Non U.S) ** ** ** mg/dL ** ** ** mmol/L
Cholinesterase/Pseudocholinesterase

Butyrylthiocholine ** ** ** U/mL ** ** ** pkat/L
Complement Component 3 (C3)

Immunoturbidimetric 76.0 60.8-913 131 105 - 158 189 151-226 mg/dL 0.76 0.61-0.91 131 1.05-158 189 151-226 g/L
Complement Component 4 (C4)

Immunoturbidimetric 982 <800-11.8 180 144-216 266 21.3-320 mg/dL 0.10 <0.08-0.12 0.18 0.14-0.22 027 021-032 g/L
Copper Colorimetric (Sentinel) *x ** ** pg/dL ** ** *x pmol/L
C-Reactive Protein (CRP)

Immunoturbidimetric (0SR6147) ** ** ** mg/dL ** ** ** mg/L
C-Reactive Protein (CRP)

Latex Immunoturbidimetric (0SR6199) 057 0.46-0.68 336 2.69-4.03 650 520-7.80 mg/dL 570 4.60-6.80 336 26.9-403 65.0 520-780 mg/L
C-Reactive Protein (CRP)

Latex Immunoturbidimetric

(0SR6199 Non U.S.) ** ** ** mg/dL ** ** *x mg/L
Creatine Kinase (CK)

IFCC 788 63.0-945 328  263-39% 567 454 - 681 u/L 132 1.05-158 549 439-6.58 948 758-114 pkat/L
Creatine Kinase (CK)

IFCC (Non U.S) ** ** *x UL ** ** *x pkat/L
Creatinine Enzymatic (0SR61204 Non U.S) ** ** ** mg/dL ** ** ** pmol/L
Creatinine Jaffé (OSR6178) 098 0.78-1.18 374 2.99-4.49 616 493-739 mg/dL 86.6 69.0-104 331 264-397 545  436-653  pmol/L
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BECKMAN COULTER AU SERIES (Continued)
Creatinine Jaffé Compensated (OSR6178 Non U.S) ** ** ** mg/dL w* ** ** pmol/L
Creatinine Jaffé Uncompensated

(OSR6178 Non U.S) ** ** ** mg/dL ** ** ** pmol/L
Digoxin EIA (DRI 1669-A) ** ** ** ng/mL ** ** ** nmol/L
Digoxin EIA (DRI 1669 Non U.S) ** ** ** ng/mL ** ** ** nmol/L
Digoxin Emit 2000 ** ** ** ng/mL ** ** ** nmol/L
Digoxin Microparticles (0SR6404) ** ** ** ng/mL ** ** ** nmol/L
Disopyramide Emit ** ** ** pg/mL ** ** ** pmol/L
Ethanol Alcohol Dehydrogenase (DiaSys) ** ** ** mg/dL ** ** ** mmol/L
Ethanol Alcohol Dehydrogenase (DRI) ** ** ** mg/dL ** ** ** mmol/L
Ethanol Emit Il Plus 200 149-251 944 756-113 166 133-199 mg/dL 434 324-544 205 16.4-246 360 28.8-432 mmol/L
Ethosuximide Emit ** ** ** pg/mL ** ** ** pmol/L
Ferritin Latex Particle Inmunoturbidimetric ** ** ** ng/mL ** ** ** pg/L
Gamma-Glutamyltransferase (GGT)

Kinetic Colorimetric, IFCC (Non U.S) ** ** ** u/L ** ** ** pkat/L
Gamma-Glutamyltransferase (GGT)

Szasz 239 19.1-287 62.7 50.2-75.2 990 79.2-119 u/L 040 0.32-048 1.05 0.84-1.26 165 1.32-1.98 pkat/L
Gentamicin CEDIA (100016) ** ** ** pg/mL ** ** ** pmol/L
Gentamicin CEDIA (0SR6420 Non U.S.) ** ** ** pg/mL ** ** ** pmol/L
Gentamicin Emit 2000 247 1.98-296 566 4.53-6.79 833 6.66-10.0 pg/mL 517 4.15-6.20 119 949-142 174 140-209 pmol/L
Gentamicin ams ** ** ** pg/mL ** ** ** pmol/L
Glucose Hexokinase 85.1 68.1-102 259 207-310 326 261-391 mg/dL 472 378-5.67 144 115-172 181 145-217 mmol/L
Haptoglobin Immunoturbidimetric 619 495-743 109 87.0-131 154 123-184 mg/dL 062 0.50-0.74 1.09 087-131 154 1.23-184 g/L
Immunoglobulin A (IgA)

Immunoturbidimetric 113 90.6-136 191 153 - 229 277 222-333 mg/dL 113 0.91-1.36 191 153-229 271 222-333 g/L
Immunoglobulin E (IgE)

Latex Immunoturbidimetric

(Biomed) *x ** ** 1U/mL ** ** *x kIU/L
Immunoglobulin G (IgG)

Immunoturbidimetric 1234 987 - 1481 2089 1671 - 2507 2915 2332->3000 mg/dL 123 9.87-148 209 16.7-25.1 292 233->30.0 g/L
Immunoglobulin M (IgM)

Immunoturbidimetric 468 37.4-56.2 826 66.1-99.1 17 935-140 mg/dL 047 0.37-0.56 0.83 0.66-0.99 117 0.94-1.40 g/L
Immunoglobulin M (IgM)

Immunoturbidimetric

(0SR61173 Non U.S) *x ** ** mg/dL ** ** ** g/L
Iron TPTZ 812 65.0-974 157 126-189 235 188-282 pg/dL 145 116-175 282 225-338 421 336-50.5 pmol/L
Iron TPTZ (Non U.S) ** ** ** pg/dL ** *x *x pmol/L
Iron Binding Capacity, Unsaturated (UIBC)

Ferous-Iron ** ** *x pg/dL ** ** ** pmol/L
Lactate Dehydrogenase

Lactate to Pyruvate 786 62.9-943 184 147-221 292 234-350 u/L 1.31 1.05-1.58 307 246-368 488 390-585 pkat/L
Lactate Dehydrogenase

IFCC (Non U.S) ** ** *x UL ** ** ** pkat/L
Lactic Acid Enzymatic, Colorimetric 104 829-124 322 258-387 535 428-64.2 mg/dL 115 092-1.38 358 2.86-4.29 594 475-7.13 mmol/L
Lidocaine Emit ** ** ** pg/mL ** ** ** pmol/L
Lipase Colorimetric 140 112-168 201 160 - 241 255 204 - 306 u/L 233 1.87-280 335 268-4.02 425 3.40-510 pkat/L
Lipoprotein (a) Particle-enhanced

Immunoturbidimetric (DiaSys) ** ** ** mg/dL ** ** ** pmol/L
Lithium Colorimetric (InfinityTM) 093 074-1.12 143 1.14-172 192 154-230 mEgq/L 093 074-1.12 143 1.14-172 192 154-230 mmol/L
Lithium Spectrophotometric ** ** ** mEg/L ** ** ** mmol/L
Magnesium @ Xylidyl Blue 099 0.79-1.19 256 2.05-3.07 413  3.30-4.96 mg/dL 041 0.33-049 1.05 0.84-1.26 170 1.36-2.04 mmol/L
Methotrexate Emit ** ** ** pmol/L ** ** ** pmol/L
N-Acetylprocainamide (NAPA)

CEDIA (100015) ** ** ** pg/mL ** *x ** pmol/L
N-Acetylprocainamide (NAPA)

Emit 2000 ** ** ** pg/mL ** ** ** pmol/L
Phenobarbital CEDIA (100003) ** ** ** pg/mL ** ** ** pmol/L
Phenobarbital CEDIA (OSR6413 Non U.S.) ** ** ** pg/mL ** *x ** pmol/L
Phenobarbital Emit 2000 100 8.03-121 302 24.1-36.2 516 413-61.9  pg/mL 432 346-519 130 104 -156 222 178-266 pmol/L
Phenytoin CEDIA (100002) ** ** ** pg/mL ** ** ** pmol/L
Phenytoin CEDIA (OSR6411 Non U.S.) ** ** ** pg/mL ** ** ** pmol/L
Phenytoin Emit 2000 471  3.77-565 124 9.82-150 198 159-238 pg/mL 187 149-224 492 38.9-594 785 62.8-942 pmol/L
Phosphorus ®!¢ Phosphomolybdate, UV 238  1.90-2.86 551  4.41-6.61 774 6.19-929 mg/dL 0.77 0.61-092 178 142-213 250 2.00-300 mmol/L
Phosphorus ®/! Phosphomolybdate, UV (Non U.S) ** ** ** mg/dL ** ** ** mmol/L
Potassium (K) Indirect ISE 262 210-3.14 439 351-527 6.16 4.93-7.39 mEq/L 262 210-3.14 439 351-527 6.16 4.93-7.39 mmol/L
Prealbumin Immunoturbidimetric 138 11.0-16.6 230 184-276 302 242-362 mg/dL 0.14 0.11-0.17 023 0.18-0.28 030 0.24-0.36 g/L
Primidone Emit ** ** ** Hg/mL ** ** ** pmol/L
Procainamide CEDIA (100014) ** ** ** Hg/mL ** ** ** pmol/L
Procainamide Emit 2000 ** ** ** pg/mL ** ** ** pmol/L
Quinidine Emit 2000 ** ** ** pg/mL ** ** ** pmol/L
Quinidine ams ** ** ** pg/mL ** ** ** pmol/L
Rheumatoid Factor (RF)

Immunoturbidimetric 281 225-338 405 32.4-486 530 424-636 IU/mL 28.1 225-338 405 324-486 530 424-636 kIU/L
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BECKMAN COULTER AU SERIES (Continued)
Salicylate ® EIA (DRI) ** ** ** mg/dL ** ** ** mmol/L
Salicylate ® Emit Tox 753  6.02-9.04 1.0 878-132 150 120-179  mg/dL 055 0.44-0.65 079 0.64-0.95 1.08 0.87-130 mmol/L
Sodium (Na) Indirect ISE 123 98.7-148 134 107 -161 151 121-181 mEq/L 123 98.7-148 134 107 -161 151 121-181  mmol/L
Theophylline CEDIA (100008) ** ** ** pg/mL ** ** ** pmol/L
Theophylline CEDIA (OSR6412 Non U.S.) ** ** ** pg/mL ** ** ** pmol/L
Theophylline Emit 2000 468 3.66-5.70 147 118-176 250 193-307  pg/mL 26.0 20.3-31.6 816 653-979 139 107-171  pmol/L
Thyroid Uptake EIA (DRI) ** ** ** % ** *x ** %
Thyroxine, Total (T4)

EIA (DRI) ** ** ** pg/dL ** *x ** nmol/L
Tobramycin CEDIA (100018) ** ** ** pg/mL ** ** ** pmol/L
Tobramycin Emit 2000 193  1.54-232 5.02 4.02-6.02 836 6.69->100 pg/mL 413 3.29-4.96 107 8.60-129 179 143->214 pmol/L
Tobramycin ams ** ** ** pg/mL ** ** ** pmol/L
Total Protein Colorimetric (OSR6x32) 452 3.62-542 764 6.11-9.17 10.7 854->120 g/dL 452 36.2-542 764 61.1-91.7 107 85.4->120 g/L
Transferrin Immunoturbidimetric 137 109 - 164 240 192-288 354 283-425 mg/dL 1.37 1.09-164 240 1.92-288 354 283-425 g/L
Tricyclic Antidepressants (TCA) ©

EIA (DRI) ** ** ** ng/mL ** ** ** nmol/L
Tricyclic Antidepressants (TCA) ©

Emit Tox ** ** ** Qual. ** ** ** Qual.
Triglycerides ® Enzymatic, Colorimetric 104  833-125 188 151-226 248 198-298 mg/dL 118 094-141 213 1.70-255 280 224-336 mmol/L
Triglycerides ® Enzymatic, Colorimetric (Non U.S) ** ** ** mg/dL ** ** ** mmol/L
Urea Nitrogen (BUN)

Urease, GLDH (OSR6x34) 156 125-187 40.1  32.1-481 643 51.4-772 mg/dL 556 4.45-6.67 143 115-172 230 184-275 mmol/L
Urea Nitrogen (BUN)

Urease, GLDH (OSR6x34 Non U.S) *x ** *x mg/dL ** ** *x mmol/L
Urea, Total Urease, GLDH (OSR6x34) 333 26.7-400 858 68.7-103 138 110 - 165 mg/dL 556 4.45-6.67 143 115-172 230 184-275 mmol/L
Urea, Total Urease, GLDH (OSR6x34 Non U.S.) *x ** *x mg/dL ** ** *x mmol/L
Uric Acid Uricase 321 257-385 702 562-842 106 846-127 mg/dL 191 153-229 418 334-501 629 503-754  pmol/L
Valproic Acid CEDIA (100013) ** ** ** pg/mL ** ** ** pmol/L
Valproic Acid CEDIA (0SR6415 Non U.S.) ** ** ** pg/mL ** ** ** pmol/L
Valproic Acid Emit 2000 309 247-372 870 696-104 142 114->150  pg/mL 214 171-258 603 482-724 987 790->1040 pmol/L
Vancomycin Emit 2000 6.72 5.38-8.06 173 138-207 280 224-336  pg/mL 464 371-556 119 952-143 193 155-232 pmol/L
Vancomycin ams ** ** ** pg/mL ** ** ** pmol/L
Zinc Colorimetric (Sentinel) ** ** ** pg/dL ** ** ** pmol/L
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BECKMAN COULTER UNICEL INTEGRATED / SYNCHRON SYSTEM
Acetaminophen PETINIA ** ** ** pg/mL ** ** ** pmol/L
Alanine Aminotransferase (ALT)

IFCC w/P5P (ALT-) ** ** ** u/L ** ** ** pkat/L
Alanine Aminotransferase (ALT)

Kinetic Rate w/out P5P ** ** ** u/L ** ** ** pkat/L
Albumin BCG ** ** ** g/dL ** ** ** g/l
Albumin BCP ** ** ** g/dL ** ** ** g/lL
Alkaline Phosphatase (ALP)

AMP *x *x *x UL *x *x *x pkat/L
Amylase Enzymatic (AMY7) ** ** ** u/L ** ** ** pkat/L
Amylase, Pancreatic

Immunoinhibition, PNP ** ** ** u/L ** ** ** pkat/L
Antistreptolysin 0 (ASO)

Immunoturbidimetric (ASO-) ** ** ** 1U/mL ** ** ** kIU/L
Apolipoprotein A1 (APO A1)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Apolipoprotein B (APO B)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Aspartate Aminotransferase (AST)

Enzymatic w/out P5P ** w* ** u/L ** *x ** pkat/L
Aspartate Aminotransferase (AST)

IFCC w/P5P (AST-) ** ** ** u/L ** ** ** pkat/L
Bilirubin, Direct®@ Diazo ** ** ** mg/dL ** ** ** pmol/L
Bilirubin, Total Diazo ** ** ** mg/dL ** ** ** pmol/L
Calcium Indirect ISE (CALC) ** ** ** mg/dL ** ** ** mmol/L
Carbamazepine PETINIA ** ** ** pg/mL ** ** ** pmol/L
Carbon Dioxide (C02)

Indirect ISE ** ** ** mEg/L ** ** ** mmol/L
Chloride (CI) Indirect ISE ** ** ** mEq/L ** ** ** mmol/L
Cholesterol, HDL  Enzymatic, Colorimetric ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, LDL Enzymatic, Colorimetric ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, Total ~ Enzymatic ** ** ** mg/dL ** ** ** mmol/L
Cholinesterase/Pseudocholinesterase

Butyrylthiocholine ** ** ** U/mL ** ** ** pkat/L
Complement Component 3 (C3)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Complement Component 4 (C4)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Cortisol CMIA ** *x ** pg/dL *x ** ** nmol/L
C-Reactive Protein (CRP)

Immunoturbidimetric ** ** ** mg/dL ** ** ** mg/L
C-Reactive Protein (CRP)

Immunoturbidimetric (C-RP) ** ** ** mg/dL ** ** ** mg/L
Creatine Kinase (CK)

Enzymatic ** ** ** U/L ** ** ** pkat/L
Creatinine Enzymatic (CR-E) ** ** ** mg/dL ** ** ** pmol/L
Creatinine Jaffé (CREA/CR-S) ** *x ** mg/dL *x ** ** pmol/L
Creatinine Jaffé (CREm) ** *x ** mg/dL ** ** ** pmol/L
Digoxin CMIA 117 0.94-1.40 205 1.64-246 307 217-3.97 ng/mL 150 1.20-1.79 263 2.10-3.15 393 278-5.09 nmol/L
Digoxin PETINIA ** ** ** ng/mL ** ** ** nmol/L
Ethanol Alcohol Dehydrogenase ** ** ** mg/dL ** ** ** mmol/L
Ferritin CMIA 36.1  27.2-451 152 121-182 273 219-328 ng/mL 36.1 27.2-451 152 121-182 273 219-328 pg/L
Gamma-Glutamyltransferase (GGT)

p-Nitroaniline *x ** ** u/L ** ** *x pkat/L
Gentamicin PETINIA ** ** ** pg/mL ** ** ** pmol/L
Glucose Glucose Oxidase (GLUCm) ** ** ** mg/dL ** ** ** mmol/L
Glucose Hexokinase (GLU/GLUH) ** ** ** mg/dL ** ** ** mmol/L
Haptoglobin Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin A (IgA)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin G (1gG)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin M (IgM)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Iron FerroZine ** ** ** pg/dL ** ** ** pmol/L
Iron Binding Capacity, Total (TIBC)

FerroZine (IBCT) ** ** ** pg/dL ** ** ** pmol/L
Lactate Dehydrogenase

Lactate to Pyruvate ** ** ** u/L ** ** ** pkat/L
Lactic Acid Enzymatic ** ** ** mg/dL ** ** ** mmol/L
Lipase Panteghini (LIP) ** ** ** U/L ** ** ** pkat/L
Lithium Spectrophotometric ** ** ** mEg/L ** ** ** mmol/L
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BECKMAN COULTER UNICEL INTEGRATED / SYNCHRON SYSTEMS (Continued)
Magnesium ‘! Calmagite ** ** ** mg/dL ** ** ** mmol/L
Phenobarbital PETINIA (PHE) ** ** ** pg/mL ** ** ** pmol/L
Phenytoin PETINIA ** ** ** pg/mL ** ** ** pmol/L
Phosphorus ®e! Phosphomolybdate, UV (PHOSm) ** w* ** mg/dL ** w* ** mmol/L
Phosphorus ®e) Phosphomolybdate, UV (PHS) ** w* ** mg/dL w* w* ** mmol/L
Potassium (K) Indirect ISE ** ** ** mEg/L ** ** ** mmol/L
Prealbumin Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Rheumatoid Factor (RF)

Immunoturbidimetric **® ** ** 1U/mL - ** ** kIU/L
Salicylate ® Salicylate Hydroxylase (SALY) ** ** ** mg/dL ** ** ** mmol/L
Sodium (Na) Indirect ISE ** ** ** mEg/L ** ** ** mmol/L
Theophylline PETINIA (THE) ** ** ** pg/mL ** ** ** pmol/L
Thyroid Stimulating Hormone (TSH)

CMIA (3rd IS) 237 1.90-284 8.24 6.59-9.89 135 108-16.2 plU/mL 237 190-284 824 6.59-9.89 135 108-162 mlU/L
Thyroid Uptake EIA ** w* ** % w* *x ** %
Thyroxine, Total (T4)

CMIA 967 7.74-116 141 11.3-169 178 138-218 pg/dL 124 99.6 - 149 181 145-217 229 177-280  nmol/L
Tobramycin PETINIA ** ** ** pg/mL ** ** ** pmol/L
Total Protein Timed Endpoint Biuret (TP) ** ** ** g/dL ** ** ** g/L
Total Protein Biuret (TPm) ** ** ** g/dL ** ** ** g/L
Transferrin Immunoturbidimetric (TRFN) ** ** ** mg/dL ** ** ** g/L
Triglycerides ® Enzymatic, Colorimetric (TG) ** ** ** mg/dL ** ** ** mmol/L
Urea Nitrogen (BUN)

Urease, Conductivity (BUNm) ** ** ** mg/dL ** *x ** mmol/L
Urea Nitrogen (BUN)

Urease, GLDH ** ** ** mg/dL ** ** ** mmol/L
Urea, Total Urease, Conductivity (UREAm) *x ** *x mg/dL ** **x *x mmol/L
Urea, Total Urease, GLDH ** ** ** mg/dL ** ** ** mmol/L
Uric Acid Uricase ** ** ** mg/dL ** ** ** pmol/L
Valproic Acid PETINIA (VPA) ** ** ** pg/mL ** *x ** pmol/L
Vancomycin PETINIA (VANC) ** ** ** pg/mL ** ** ** pmol/L
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ORTHO-CLINICAL VITROS SYSTEMS
Acetaminophen ©

THQ Couplling ** ** ** pg/mL ** ** ** pmol/L
Alanine Aminotransferase (ALT) ©

NADH w/P5P ** ** ** UL ** ** ** pkat/L
Alanine Aminotransferase (ALT) ©

NADH w/P5P (ALTV) ** ** ** u/L ** ** ** pkat/L
Albumin © BCG ** ** ** g/dL ** ** ** g/lL
Alkaline Phosphatase (ALP) ©

p-NPP, AMP Buffer ** ** ** UL ** ** ** pkat/L
Alpha-1-Antitrypsin (AAT)©

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Amylase © Amylopectin, Colorimetric ** ** ** U/L ** ** ** pkat/L
Antistreptolysin 0 (AS0)

Immunoturbidimetric ** ** ** 1U/mL ** ** ** klU/L
Apolipoprotein A1 (APQ A1)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Apolipoprotein B (APQ B) ©

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Aspartate Aminotransferase (AST)

Enzymatic, Colorimetric ** ** ** U/L ** ** ** pkat/L
Bilirubin, Conjugated 12

Colorimetric (BuBc) ** ** ** mg/dL ** ** ** pmol/L
Bilirubin, Direct @  Derived (DBIL) ** ** ** mg/dL ** ** ** pmol/L
Bilirubin, Neonatal

Derived (NBIL) 034 0.19-049 331 265-3.97 570 456-6.84 mg/dL 581 3.25-838 56.6 45.3-67.9 975 78.0-117 pmol/L
Bilirubin, Total (2!

Diazo-Diphylline (TBIL) ** ** ** mg/dL ** ** ** pmol/L
Bilirubin, Unconjugated !

Colorimetric (BuBc) ** ** ** mg/dL ** ** ** pmol/L
Calcium® Arsenazo lll ** ** ** mg/dL ** ** ** mmol/L
Carbamazepine ©

EIA (CBRM) ** ** ** pg/mL ** ** ** pmol/L
Carbon Dioxide (C02)

Enzymatic End-Point (EC02) ** ** ** mEg/L ** ** ** mmol/L
Chloride (CI) © Direct ISE (CI-) ** ** ** mEq/L ** ** ** mmol/L
Cholesterol, HDL @

Enzymatic, Colorimetric (dHDL) ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, LDL

Enzymatic, Colorimetric (dLDL) ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, Total

Enzymatic ** ** ** mg/dL ** ** ** mmol/L
Cholinesterase/Pseudocholinesterase ©

Butyrylthiocholine (CHE) ** ** ** U/mL ** ** ** pkat/L
Complement Component 3 (C3) ©

Chemiluminescence ** *% ** mg/dL *x *% *x glL
Complement Component 4 (C4) ©

Chemiluminescence ** * ** mg/dL o *x *x glL
Cortisol Chemiluminescence (CORT) 447 358-536 205 16.4-247 339 27.1-406  pg/dL 123 98.8-148 567 453 - 680 934 747-1121  nmol/L
C-Reactive Protein (CRP) ©

EIA *x *x *x mg/dL *x *% *x mg/L
C-Reactive Protein, High Sensitivity (hsCRP)

Latex Particle Inmunoturbidimetric ** ** ** mg/dL ** ** ** mg/L
Creatine Kinase (CK) ©

NAC *x *x *x UL *x *x *x pkat/L
Creatinine© Creatinine Amidinohyrolase (CREA) ** ** ** mg/dL ** ** ** pmol/L
Digoxin © EIA (DGXN) ** ** ** ng/mL ** ** ** nmol/L
Ethanol ©© Alcohol Dehydrogenase (ALC) ** w* ** mg/dL ** w* ** mmol/L
Ferritin Chemiluminescence (FER) 392 31.4-470 150  120-180 267 214-321 ng/mL 392 31.4-470 150 120-180 267 214-321 g/l
Gamma-Glutamyltransferase (GGT) ©

p-Nitroaniline ** ** ** u/L ** ** ** pkat/L
Gentamicin© EIA (GENT) ** ** ** pg/mL ** ** ** pmol/L
Glucose Glucose Oxidase (GLU) ** w* ** mg/dL ** ** ** mmol/L
Haptoglobin Immunoturbidimetric (HPT) ** ** ** mg/dL ** ** ** g/L
Immunoglobulin A (IgA)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin G (IgG) @

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin M (IgM) !

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Iron © Pyridyl Azo Dye (Fe) ** ** ** pg/dL ** ** ** pmol/L
Iron Binding Capacity, Total (TIBC) ©

Alumina Adsorption ** ** ** pg/dL ** ** ** pmol/L
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ORTHO-CLINICAL VITROS SYSTEMS (Continued)
Iron Binding Capacity, Total (TIBC)
Chromazurol B (dTIBC)
Lactate Dehydrogenase ©
Pyruvate to Lactate

Lactic Acid © Lactate to Pyruvate (LAC)
Lipase © Enzymatic (LIPA)
Lithium © Colorimetric (Li)
Magnesium (o) Formazan Dye (Mg)
Phenobarbital EIA (PHBR)
Phenytoin EIA (PHYT)
Phosphorus ®lele)

Phosphomolydate (PHOS)
Potassium (K)©  Direct ISE (K+)

Prealbumin Immunoturbidimetric (PALB)
Rheumatoid Factor (RF)

Two-Point Rate

Colorimetric (SALI)

Sodium (Na) © Direct ISE (Na+)
Theophylline ! Enzymatic, PNPP (THEQ)
Thyroid Stimulating Hormone (TSH)
Chemiluminescence
Chemiluminescence

Salicylate )

Thyroid Uptake
Thyroxine, Total (T4)
Chemiluminescence

EIA (TOBRA)

Biuret

Immunoturbidimetric (TRFRN)

Tobramycin
Total Protein ©
Transferrin ©
Triglycerides 1

Enzymatic, Colorimetric (TRIG)
Urea Nitrogen (BUN)

Urease
Urea, Total Urease
Uric Acid © Uricase (URIC)
Valproic Acid EIA (VALP)
Vancomycin © EIA (VANC)

*%

*x
*x
*x
*x
*x

13.0

*%

*%
*%

*%

*%
*%
*%

*%

3.28

*%

*%
*%
*%

*%

*%

*x
*x
*x
*x

*%

10.4-155

262-394

*%

*x
*x
*x
*x
*x

36.2

*%

*%
*%

*%

*%
*%
*%

*%

"7

*%

*%
*%
*%

*%

*%

*x
*x
*x
*x

*%

29.0-435

9.37-141

*%

*x
*%
*x
*%
*x

51.3

*%

*%
*%

*%

*%
*%
*%

*%

18.0

*%

*%
*%
*%

*%

*%

*x
*x
*x
*%

*%

41.0-615

144-216

Hg/dL

u/L
mg/dL
u/L
mEg/L
mg/dL
pg/mL
Hg/mL

mg/dL
mEg/L
mg/dL

1U/mL
mg/dL
mEg/L
pg/mL

plu/mL
%

pg/dL

pg/mL
g/dL

mg/dL

mg/dL

mg/dL
mg/dL
mg/dL
pg/mL
pg/mL

*%

*x
*x
*x
*x
*x

55.8

*%

*%
*%

*%

*%
*%
*%

*%

3.28

*%

*%
*%
*%

*%

*%

*x
*x
*x
*x

*%

*%

*x
*%
*x
*x

*%

44.6 - 66.9 156 125-187
*%

*%
*%

*%

*%
*%
*%

*%

262-394 ni

*%

9.37-141

*%
*%
*%

*%

*%

*x
*x
*%
*x

*%

*%

pmol/L

** pkat/L
** mmol/L
** pkat/L
** mmol/L
mmol/L
pmol/L
pmol/L

*%

21 177 - 265

*%

** mmol/L

mmol/L
= /L

*%

** kIU/L
** mmol/L
mmol/L
pmol/L

*%

*%

180 144-216 mlUL
P %
** nmol/L
pmol/L
= glL
= gL

*%

** mmol/L

** mmol/L
mmol/L
pmol/L
pmol/L
pmol/L

*%

*%

*%

*%
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[ osmMoMETER
Osmolality Freezing Point 391 313-469 630  504-756 915 732-1098 mOsm/kg | 391  313-469 630 504 -756 915  732-1098 mOsmikg
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[v]

OCR25111A

& [«-] [7] [2] [%]

[st]

O0CR25112A

ROCHE COBAS C/E/MODULAR SYSTEMS
Acetaminophen p-Aminophenol (ACETA)
Acetaminophen EIA (ACET2)
Alanine Aminotransferase (ALT)

IFCC w/out P5P (ALT/ALTL)
Alanine Aminotransferase (ALT)

IFCC w/P5P (ALTLP/ALTPM/ALTP)

Albumin BCG (ALB2)
Albumin BCP (ALBP)
Albumin Immunoturbidimetric (ALBT2)

Alkaline Phosphatase (ALP)
p-NPP, IFCC (ALP2/ALP2S)
Alpha-1-Acid Glycoprotein (AAG)
Immunoturbidimetric (AAGP2)
Alpha-1-Antitrypsin (AAT)
Immunoturbidimetric (AAT2)
KIMS (AMIK2)
Enzymatic, Colorimetric (AMYL2)

Amikacin
Amylase
Amylase, Pancreatic

Colorimetric (AMY-P)
Antistreptolysin 0 (ASO)

Immunoturbidimetric (ASLOT)
Apolipoprotein A1 (APQO A1)

Immunoturbidimetric (APOAT)
Apolipoprotein B (APQO B)

Immunoturbidimetric (APOBT)
Aspartate Aminotransferase (AST)

IFCC w/out P5P (AST/ASTL)
Aspartate Aminotransferase (AST)

IFCC w/P5P (ASTLP/ASTPM/ASTP)
Beta-2-Microglobulin (B2M)
Immunoturbidimetric (B2MG)
Diazo (BILD2)
Diazo (D Bili/DBILI)
Diazo (BILT3)
Diazo (BILT3 Non U.S.)

Bilirubin, Direct @
Bilirubin, Direct @
Bilirubin, Total @
Bilirubin, Total @

Calcium NM-BAPTA (CA2)
Carbamazepine KIMS (CARB4)
Carbon Dioxide (C02)

PEPC (CO2-L)
Immunoturbidimetric (CERU)
Indirect ISE
Enzymatic, Colorimetric (HDLC4)
Cholesterol, LDL  Enzymatic, Colorimetric (LDLC3)
Cholesterol, Total ~ Enzymatic (CHOL2)
Cholinesterase/Pseudocholinesterase
Butyrylthiocholine (CHE2)
Complement Component 3 (C3)
Immunoturbidimetric (C3C-2)
Complement Component 4 (C4)
Immunoturbidimetric (C4-2)
Cortisol ECLIA (Cortisol I1)
C-Reactive Protein (CRP)
Particle-enhanced
Immunoturbidimetric (CRP4)
C-Reactive Protein, High Sensitivity (hsCRP)
Particle-enhanced
Immunoturbidimetric (CRPHS)
Creatine Kinase (CK)

Ceruloplasmin
Chloride (CI)
Cholesterol, HDL

UV Test (CK/CKL)
Creatinine Enzymatic, Colorimetric (CREP2)
Creatinine Jaffé (CREJ2)
Digoxin ECLIA
Digoxin KIMS (DIG)
Ethanol Alcohol Dehydrogenase (ETOH2)
Ferritin ECLIA
Ferritin ECLIA (Non U.S.)
Ferritin Tina-Quant (FERR4)

Gamma-Glutamyltransferase (GGT)
Enzymatic, Colorimetric (GGT-2)

Gentamicin KIMS (GENT2)

Gentamicin ams

Glucose Hexokinase

Haptoglobin Immunoturbidimetric (HAPT2)

*%

19.1

*%

30.6
2.51

*%

*%

39.0

*%

*%

*%

726

*%

*%

*%

*%

*%

40.6

*%

0.49
0.28
0.82
0.76
6.22
3.96

127
*%
86.2
14.6
63.2
108

*%

*%

*%

*%

0.40

*%

85.8
1.00

*%

*%

mm
19.6

*%
*%

*%

26.3
%
1.91
89.6

*%

15.3-22.9

24.5-36.7
2.01-3.01

31.2-46.7

58.1-87.1

325-487

0.39-0.59
0.22-0.34
0.66 - 0.98
0.61-0.91
4.98 - 7.46
3.17-475

9.05-16.4
69.0-103
11.7-175

50.5-75.8
86.8 - 130

0.32-0.48

68.6 - 103
0.80-1.20

0.89-1.33
12.3-26.8

21.1-316

1.49-2.33
71.7-108

*%

755

*%

141
413

*%

*%

191

*%

*%

*%

249

*%

*%

*%

*%

*%

152

*%

2.21
1.53
348
3.25
8.14
8.64

18.1
*x
94.6
15.8
879
152

*%

*%

*%

*%

337

*%

365
37N

*%

*%

223
88.6

*%
*%

*%

70.1
*%
4.50
267

*%

60.4 - 90.6

13-170
3.30-4.96

153 - 229

199 - 299

122 -182

1.82-272
1.22-1.84
278-4.18
2.60 - 3.90
6.51-9.77
6.91-104

12.8-234
756-113
135-18.0

70.3 - 106
122-183

270-4.04

292 - 438
297-4.45

1.78 - 2.68
70.9 - 106

56.0 - 84.1

3.60-5.40
213-320

*%

134

*%

M
5.61

*%

*%

349

*%

*%

*%

420

*%

*%

*%

*%

*%

262

*%

3.90
254
5.93
5.62
10.6
135

256
*%
104
283
12
196

*%

*%

*%

*%

6.37

*%

630
6.32

*%

*%

3.31
152

*%
*%

*%

12
*%
125
338

*%

107 - 161

193 - 290
4.49 - >6.00

279-419

336 - 504

210-314

3.12-468
2.03-3.05
474-7.12
450 -6.74
8.46-127
10.8-16.2

17.9-333
83.2-125
226-339

89.8-135
156 - 235

5.10-7.64

504 - 756
5.06 - 7.58

2.65-3.97
122-183

89.9-135

5.80-8.70
271 - 406

pg/mL
pg/mL

u/L

u/L
g/dL
g/dL
g/dL

mg/dL

mg/dL
pg/mL
u/L

u/L
1U/mL
mg/dL
mg/dL

UL

UL

mg/dL
mg/dL
mg/dL
mg/dL
mg/dL
mg/dL
pg/mL

mEg/L
mg/dL
mEg/L
mg/dL
mg/dL
mg/dL

U/mL
mg/dL

mg/dL
pg/dL

mg/dL

mg/dL

u/L
mg/dL
mg/dL
ng/mL
ng/mL
mg/dL
ng/mL
ng/mL
ng/mL

u/L
pg/mL
pg/mL
mg/dL
mg/dL

*%

126

*%

0.51
25.1

*%

*%

0.65

*%

*%

*%

1.21

*%

*%

*%

*%

*%

0.68

*%

8.38
479
14.0
13.0
1.55
16.8

12.7
%%
86.2
0.38
1.64
281

*%

*%

*%

*%

4.00

*%

143
88.4

*%

*%

1.42
424

*%
*%

*%

0.44
i
4.00
4.98

*%

101 - 151

0.41-0.61
20.1-30.1

0.52-0.78

0.97-1.45

0.54 - 0.81

6.67-10.1
3.76-5.81
11.3-16.8
10.4-15.6
1.24-1.86
13.4-20.1

9.05-16.4
69.0 - 103
0.30 - 0.45

1.31-1.96
225-337

3.20-4.80

1.15-1.72
70.7 - 106

1.14-1.70
266 -5.83

0.35-0.53

3.12-488
3.98-5.97

*%

500

*%

2.36
M3

*%

*%

3.19

*%

*%

*%

4.16

*%

*%

*%

*%

*%

254

*%

38.8
26.2
59.5
55.6
2.03
36.6

18.1
*x
94.6
041
228
3.95

*%

*%

*%

*%

337

*%

6.09
328

*%

*%

2.86
19.2

*%
*%

*%

1.17
*%
9.42
14.8

*%

400 - 599

1.89-2.83
33.0-496

255-3.82

3.33-4.99

2.03-3.05

31.1-465
209-315
475-715
445 - 66.7
1.62-2.44
29.2-439

12.8-23.4
756-113
0.35-0.47

1.82-273
3.16-4.74

21.0-404

487-731
263 - 393

228-343
15.4-23.1

0.94-1.40

754-113
11.9-17.8

0CR25113A
** pmol/L
886  709-1063 pmol/L
** pkat/L
403 3.22-484 pkat/L
56.1 449->600 g/L
= g/l
- alL
583 466-6.99 pkat/L
= g/l
= glL
** pmol/L
702 561-842 pkat/L
** pkat/L
** klu/L
- glL
* glL
** pkat/L
437 350-525 pkat/L
* mg/L
66.7 53.4-80.0 pmol/L
434 347-522 pmol/L
101 81.1-122  pmol/L
96.1 77.0-115 pmol/L
264 211-3.16 mmol/L
570 456-684 pmoliL
256 17.9-33.3 mmol/L
- alL
104 83.2-125 mmol/L
073 0.59-0.88 mmol/L
291 233-349 mmol/L
506 4.05-6.08 mmol/L
** pkat/L
- glL
= glL
** nmol/L
637 51.0-764 mg/L
* mg/L
105 841-126 pkatiL
559 447-670  pmol/L
*x pmol/L
** nmol/L
424 339-509 nmol/L
330 264-397 mmol/L
- Hg/L
- Hg/L
- Hg/L
188 1.50-2.25 pkat/L
** pmol/L
152 122-182 pmol/L
18.8 15.0-225 mmol/L
i gL
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ROCHE COBAS C/E/MODULAR SYSTEMS (Continued)
Immunoglobulin A (IgA)

Immunoturbidimetric (IGA-2) ** ** ** mg/dL ** ** ** g/L
Immunoglobulin E (IgE)

ECLIA (IgE 11) ** ** ** 1U/mL ** ** ** kIU/L
Immunoglobulin G (IgG)

Immunoturbidimetric (IGG-2) ** ** ** mg/dL ** ** ** g/L
Immunoglobulin M (IgM)

Immunoturbidimetric (IGM-2) ** ** ** mg/dL ** ** ** g/L
Iron Ferrozine (IRON2) ** ** ** pg/dL ** hd *x pmol/L
Iron Binding Capacity, Unsaturated (UIBC)

Ferrozine ** ** ** pg/dL ** ** ** pmol/L
Lactate Dehydrogenase

NADH, IFCC (LDHI2) 951 76.1-14 229 183-274 367  293-440 u/L 159 1.27-191 3.82 3.06-4.58 6.12 490-7.34 pkat/L
Lactic Acid Enzymatic, Colorimetric (LACT2) 11.8  9.40-141 353 28.2-424 586 46.9-704 mg/dL 130 1.04-157 392 3.13-470 6.51 5.21-7.81 mmol/L
Lipase Enzymatic, Colorimetric (LIPC) 132 105 - 158 204 163-244 270 216 - >300 u/L 220 1.76-2.64 340 272-4.08 451 361->501 pkat/L
Lipoprotein (a) PETIA (LPA2) ** ** ** mg/dL ** ** ** nmol/L
Lipoprotein (a) PETIA (LPA2 Non U.S.) ** ** ** mg/dL ** ** ** nmol/L
Lithium Xylidyl Blue (LI) 1.00 0.80-1.20 154 123-185 205 1.64-246 mEq/L 1.00 0.80-1.20 154 1.23-1.85 205 164-246 mmol/L
Magnesium @ Xylidyl Blue (MG2) 098 0.78-1.18 259 207-31 418 3.34->486 mg/dL 040 0.32-049 1.07 085-1.28 172 1.37->2.00 mmol/L
Methotrexate EIA (ARK) ** ** ** pmol/L ** ** ** pmol/L
N-Acetylprocainamide (NAPA)

Enzymatic (NAPA2) ** ** ** Hg/mL ** ** ** pmol/L
Phenobarbital KIMS (PHNO2) ** ** ** pg/mL ** ** ** pmol/L
Phenytoin KIMS (PHNY2) 480 3.84-5.76 130 104-157 209 16.7-25.1  pg/mL 190 152-228 51.7 41.3-620 830 66.4-996 pmol/L
Phosphorus ®e Phosphomolybdate UV (PHOS2) 241 193-289 558 4.46-6.70 796 6.37-955 mg/dL 0.78 0.62-093 180 1.44-2.16 257 206-3.08 mmol/L
Potassium (K) Indirect ISE 265 212-318 454 363-545 645 5.16-7.74 mEg/L 265 212-3.18 454 3.63-545 645 5.16-7.74 mmol/L
Prealbumin Immunoturbidimetric (PREA) 130 10.4-15.6 240 19.2-288 352 282-422 mg/dL 0.13 0.10-0.16 024 0.19-029 035 0.28-042 g/L
Procainamide EIA (PROC2) ** ** ** pg/mL ** ** ** pmol/L
Quinidine KIMS (QUIN2) ** ** ** pg/mL ** ** ** pmol/L
Rheumatoid Factor (RF)

Immunoturbidimetric (RF-11) 289 23.1-346 40.0 32.0-48.0 522 41.7-626 1U/mL 289 23.1-346 40.0 32.0-480 522 417-626 kIU/L
Salicylate ® Enzymatic (SALI) 578 462-6.94 872 6.98-105 126 10.1-151  mg/dL 042 0.33-050 063 0.51-0.76 091 073-1.10 mmol/L
Sodium (Na) Indirect ISE 124 99.2-149 136 109-163 155  124->180 mEq/L 124 99.2-149 136 109-163 155 124->180 mmol/L
Theophylline KIMS (THEO2) ** ** ** pg/mL ** ** ** pmol/L
Thyroid Stimulating Hormone (TSH)

ECLIA 251 2.01-3.01 7.58 6.06-9.10 1.4 911-137 plU/mL 251 2.01-3.01 7.58 6.06-9.10 114 911-137 miUL
Thyroid Uptake ECLIA ** ** ** TBI ** *x ** TBI
Thyroxine, Total (T4)

ECLIA 6.72 5.38-8.06 1.1 884-133 157 126-189 pg/dL 86.5 69.3-104 142 114-17N 202 162-243  nmol/L
Tobramycin EIA (TOBR2) ** ** ** Hg/mL ** ** ** pmol/L
Total Protein Biuret (TP2) 464 3.71-557 772 6.18-9.26 10.7 858->12.0 g/dL 46.4 37.1-557 772 61.8-926 107 85.8->120 g/L
Transferrin Immunoturbidimetric (TRSF2) 143 Mna-1n 259 207-31 375 300 - 450 mg/dL 143 1.14-17 259 207-3.11 375 3.00-450 g/L
Tricyclic Antidepressants (TCA) ©

Enzymatic, Colorimetric ** ** ** ng/mL ** ** ** nmol/L
Triglycerides ® Enzymatic, Colorimetric (TRIGL) 110 80.8-138 178 143-214 226 181-211 mg/dL 124 091-156 201 161-242 255 2.04-306 mmol/L
Urea Nitrogen (BUN)

Urease (UREAL) 155 124-186 402 322-483 648 51.8-77.7 mg/dL 552 4.41-6.62 144 115-172 231 185-27.7 mmol/L
Urea, Total Urease 331 265-398 86.2 69.0-103 139 111-166 mg/dL 552 4.41-6.62 144 115-173 231 185-278 mmol/L
Uric Acid Uricase (UA2) 302 242-362 6.93 554-832 107 857-129 mg/dL 180  144-215 412 330-495 637 510-764  pmol/L
Valproic Acid EIA (VALP2) 290 232-348 81.7 65.4-98.1 130 104->150  pg/ml 201 161-241 567 453 - 680 904 723->1040 pmol/L
Vancomycin KIMS (VANC3) 735 5.88-8.82 199 159-239 331 264-397  pg/mL 507 4.06-6.09 137 11.0-165 228 182-274 pmol/L
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ROCHE HITACHI/ MODULAR D & P SYSTEMS
Acetaminophen EIA (DRI) ** ** ** Hg/mL ** ** ** pmol/L
Acetaminophen p-Aminophenol ** ** ** pg/mL ** ** ** pmol/L
Alanine Aminotransferase (ALT)

uv, IFCC ** ** ** u/L ** ** ** pkat/L
Albumin BCG ** ** ** g/dL ** ** ** g/L
Albumin BCP ** ** ** g/dL ** ** ** g/L
Alkaline Phosphatase (ALP)

p-NPP, AMP Buffer ** ** ** u/L ** ** ** pkat/L
Alpha-1-Antitrypsin (AAT)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Amikacin ams ** ** ** pg/mL ** ** ** pmol/L
Amylase Enzymatic, Colorimetric ** ** ** u/L ** ** ** pkat/L
Amylase, Pancreatic

Enzymatic, Colorimetric ** ** ** u/L ** ** ** pkat/L
Antistreptolysin 0 (ASO)

Immunoturbidimetric ** ** ** 1U/mL ** ** ** kIU/L
Apolipoprotein A1 (APO A1)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Apolipoprotein B (APO B)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L

Aspartate Aminotransferase (AST)
Enzymatic, IFCC ** ** ** u/L ** ** ** pkat/L
Beta-2-Microglobulin (B2M)

Immunoturbidimetric ** ** ** mg/dL ** ** ** mg/L
Bilirubin, Direct @

Jendrassik Grof ** ** ** mg/dL ** ** ** pmol/L
Bilirubin, Total @ DPD ** ** ** mg/dL ** ** ** pmol/L
Calcium o-Cresolphthalein Complexone ** ** ** mg/dL ** ** ** mmol/L
Carbamazepine CEDIA ** ** ** Hg/mL ** ** ** pmol/L
Carbon Dioxide (C02)

Enzymatic ** ** ** mEg/L ** ** ** mmol/L
Ceruloplasmin Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Chloride (CI) Indirect ISE ** ** ** mEq/L ** ** ** mmol/L
Cholesterol, HDL  Enzymatic, Colorimetric ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, LDL Enzymatic, Colorimetric ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, Total ~ Enzymatic, Colorimetric ** ** ** mg/dL ** ** ** mmol/L

Cholinesterase/Pseudocholinesterase
Acetylthiocholine ** ** ** U/mL ** ** ** pkat/L
Complement Component 3 (C3)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Complement Component 4 (C4)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
C-Reactive Protein (CRP)

Immunoturbidimetric ** ** ** mg/dL ** ** ** mg/L
Creatine Kinase (CK)

NAC Activated ** *x ** u/L *x ** ** pkat/L
Creatinine Enzymatic ** ** ** mg/dL ** ** ** pmol/L
Creatinine Jaffé ** ** ** mg/dL ** ** ** pmol/L
Digoxin EIA (DRI) ** *x ** ng/mL *x ** ** nmol/L
Digoxin Latex Immunoturbidimetric ** ** ** ng/mL ** ** ** nmol/L
Ethanol Alcohol Dehydrogenase (DRI) ** ** ** mg/dL ** ** ** mmol/L
Ethanol Alcohol Dehydrogenase ** ** ** mg/dL ** ** ** mmol/L
Ferritin Particle-enhanced Immunoturbidimetric ** ** ** ng/mL ** ** ** pg/L
Gamma-Glutamyltransferase (GGT)

Enzymatic, Colorimetric ** ** ** U/L ** ** ** pkat/L
Gentamicin CEDIA ** ** ** pg/mL ** ** ** pmol/L
Glucose Hexokinase ** ** ** mg/dL ** ** ** mmol/L
Haptoglobin Immunotubidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin A (IgA)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin G (IgG)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin M (IgM)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Iron Ferrozine ** ** ** pg/dL ** ** ** pmol/L
Lactate Dehydrogenase

Lactate to Pyruvate, IFCC ** ** ** U/L ** ** ** pkat/L
Lactic Acid Enzymatic, UV ** ** ** mg/dL ** ** ** mmol/L
Lidocaine ams ** ** ** pg/mL ** ** ** pmol/L
Lidocaine TDM ** ** ** pg/mL ** ** ** pmol/L
Lipase Colorimetric ** ** ** U/L ** ** ** pkat/L
Magnesium Xylidyl Blue ** ** ** mg/dL ** ** ** mmol/L
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N-Acetylprocainamide (NAPA)

CEDIA
N-Acetylprocainamide (NAPA)

DM
Phenobarbital CEDIA
Phenobarbital TDM
Phenytoin CEDIA
Phenytoin TDM
Phosphorus ¢! Molybdate UV
Potassium (K) Indirect ISE
Prealbumin Immunoturbidimetric

Procainamide CEDIA
Procainamide TDM

Quinidine ams

Quinidine TDM

Salicylate ® Ferric Nitrate
Salicylate ® Ferric Nitrate (DRI)
Sodium (Na) Indirect ISE
Theophylline CEDIA
Theophylline TDM

Thyroid Uptake EIA (DRI)

Thyroid Uptake EIA
Thyroxine, Total (T4)

ROCHE HITACHI/ MODULAR D & P SYSTEMS (Continued)

Triglycerides ®

Uric Acid
Valproic Acid
Valproic Acid
Vancomycin
Vancomycin

EIA (DRI)
Tobramycin CEDIA
Tobramycin TDM
Total Protein Biuret

Tricyclic Antidepressants (TCA) ©

EIA (DRI) (Non U.S.)

Tricyclic Antidepressants (TCA) ©

EIA (DRI)
Enzymatic, Colorimetric

Urea Nitrogen (BUN)

Urease, UV
Uricase
CEDIA
TDM

ams

DM
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ROCHE INTEGRA SYSTEMS
Acetaminophen Enzymatic, Colorimetric
Alanine Aminotransferase (ALT)

IFCC w/out P5P
Alanine Aminotransferase (ALT)

IFCC w/P5P
Albumin BCG
Alkaline Phosphatase (ALP)

p-NPP, IFCC

Alpha-1-Acid Glycoprotein (AAG)
Immunoturbidimetric
Alpha-1-Antitrypsin (AAT)
Immunoturbidimetric
Fluorescence Polarization
Ed-G7PNP (Alpha)

Amikacin
Amylase
Amylase, Pancreatic
Immunoinhibition,
Ed-G7PNP (Alpha)
Antistreptolysin 0 (ASO)
Immunoturbidimetric
Apolipoprotein A1 (APO A1)
Immunoturbidimetric
Apolipoprotein B (APO B)
Immunoturbidimetric
Aspartate Aminotransferase (AST)
IFCC w/out P5P
Aspartate Aminotransferase (AST)
IFCC w/P5P
Bilirubin, Direct @  Diazo (BIL-D)
Bilirubin, Direct @  Diazo (BILD2)
Bilirubin, Total @ Diazo (BILT3)
Calcium NM-BAPTA (CA2)
Carbamazepine Fluorescence Polarization
Carbon Dioxide (C02)

Enzymatic
Ceruloplasmin Immunoturbidimetric
Chloride (CI) Indirect ISE

Cholesterol, HDL ~ Enzymatic, Colorimetric (HDLC4)
Cholesterol, LDL  Enzymatic, Colorimetric (LDLC3)
Cholesterol, Total ~ Enzymatic, Colorimetric
Cholinesterase/Pseudocholinesterase
Butyrylthiocholine
Complement Component 3 (C3)
Immunoturbidimetric
Complement Component 4 (C4)
Immunoturbidimetric
C-Reactive Protein (CRP)
Particle-enhanced
Immunoturbidimetric
Creatine Kinase (CK)
UV, IFCC

Creatinine Enzymatic, Colorimetric (CREP2)
Creatinine Kinetic Alkaline Picrate (CREJ2)
Digoxin KIMS

Ethanol Alcohol Dehydrogenase

Gamma-Glutamyltransferase (GGT)
Enzymatic, Colorimetric

Gentamicin Fluorescence Polarization
Glucose Hexokinase
Haptoglobin Immunoturbidimetric

Immunoglobulin A (IgA)
Immunoturbidimetric

Immunoglobulin G (IgG)
Immunoturbidimetric

Immunoglobulin M (IgM)
Immunoturbidimetric

Iron Ferrozine
Iron Binding Capacity, Unsaturated (UIBC)
Ferrozine
Lactate Dehydrogenase
UV, IFCC
Lactic Acid Enzymatic, Colorimetric
Lidocaine Fluorescence Polarization
Lipase Enzymatic, Colorimetric
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ROCHE INTEGRA SYSTEMS (Continued)
Lithium Direct ISE
Magnesium© Chlorophosphonazo I
Magnesium ' Xylidyl Blue
N-Acetylprocainamide (NAPA)

Fluorescence Polarization

Phenobarbital Fluorescence Polarization (PHNO)
Phenytoin Fluorescence Polarization (PHNY)
Phosphorus ®e! Phosphomolybdate

Potassium (K) Indirect ISE

Prealbumin Immunoturbidimetric

Primidone Fluorescence Polarization
Procainamide Fluorescence Polarization
Quinidine Fluorescence Polarization

Rheumatoid Factor (RF)
Immunoturbidimetric

Salicylate ® Enzymatic
Sodium (Na) Indirect ISE
Theophylline Fluorescence Polarization (THEQ)

Thyroid Uptake
Thyroxine, Total (T4)
Fluorescence Polarization
Tobramycin Fluorescence Polarization
Total Protein Biuret
Transferrin Immunoturbidimetric
Triglycerides® Enzymatic, Colorimetric (TRIGL)
Urea Nitrogen (BUN)
Urease, GLDH (UREAL)

Fluorescence Polarization

Urea, Total Urease, GLDH (UREAL)

Uric Acid Uricase

Valproic Acid Fluorescence Polarization (VALP)
Vancomycin Fluorescence Polarization (VANC)
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SIEMENS ADVIA SYSTEMS
Acetaminophen Enzymatic ** ** ** pg/mL ** ** ** pmol/L
Alanine Aminotransferase (ALT)

IFCC w/out P5P (ALT/ALT _c) ** * ** u/L ** ** ** pkat/L
Alanine Aminotransferase (ALT)

IFCC w/P5P (ALTP5P/ALTPLc) 336 26.9-403 156 125-188 265 212-318 u/L 056 0.45-0.67 261 2.09-3.13 442 354-531 pkat/L
Albumin BCG (ALB/ALB_c) 233 1.86-2.80 389 3.11-467 537 430->6.00 g/dL 233 186-280 389 31.1-46.7 537 430->600 g/L
Albumin BCP (ALBP) ** ** ** g/dL ** ** ** g/lL
Alkaline Phosphatase (ALP)

IFCC (ALP_2c) 353 28.2-424 191 152 - 229 348 218-417 u/L 059 047-071 3.18 255-382 580 464-696 pkat/L
Alpha-1-Acid Glycoprotein (AAG)

PEG-enhanced Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Alpha-1-Antitrypsin (AAT)

PEG-enhanced Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Amylase Ed-G7PNP ** ** ** u/L ** *x ** pkat/L
Amylase, Pancreatic

Immunoinhibition (PAMY) 637 51.0-76.4 242 193-290 413 331-496 u/L 1.06 0.85-1.28 404 323-485 690 552-828 pkat/L
Antistreptolysin 0 (ASQ)

Latex-enhanced

Immunoturbidimetric (AS0_2) 12 89.3-134 201 161 - 241 293 234-351 1U/mL 112 89.3-134 201 161-241 293 234 - 351 kIU/L
Apolipoprotein A1 (APO A1)

PEG-enhanced Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Apolipoprotein B (APO B)

PEG-enhanced Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Aspartate Aminotransferase (AST)

IFCC w/out P5P (AST/AST_c) ** *x ** u/L *x ** ** pkat/L
Aspartate Aminotransferase (AST)

IFCC w/P5P (ASTP5P/ASTPLc) 428 342-513 161 128 - 193 217 221-332 u/L 0.71 0.57-0.86 268 2.14-322 462 370-554 pkat/L
Beta-2-Microglobulin (B2M)

Latex Particle Inmunoturbidimetric ** ** ** mg/dL ** ** ** mg/L
Bilirubin, Direct @

Vanadate Oxidation (DBIL_2) 045 0.36-0.54 212 1.70-2.54 352 282-422 mg/dL 770 6.16-9.23 363 29.1-434 60.2 482-722 pmol/L
Bilirubin, Total @

Vanadate Oxidation (TBIL_2) 088 0.70-1.06 380 304-456 6.53 5.22-7.84 mg/dL 15.1 12.0-18.1 65.0 52.0-78.0 12 89.3-134 pmol/L
Calcium Arsenazo Ill (CA_2/CA_2c) ** ** ** mg/dL ** ** ** mmol/L
Calcium o-Cresolphthalein Complexone (CA/CA_c) 571 4.57-6.85 7.58 6.06-9.10 996 7.97-120 mg/dL 142 1.14-171 189 151-227 249  1.99-298 mmol/L
Carbamazepine EMIT (CARB_2) 393 3.14-472 872 698-105 132 106-159  pg/mL 166 13.3-20.0 369 295-443 55.9 447-67.1 pmol/L
Carbon Dioxide (C02)

Enzymatic (C02_L/C02_c) ** ** ** mEq/L ** ** ** mmol/L
Chloride (CI) Indirect ISE 915 732-110 979 783-118 106 85.0-128 mEq/L 915 732-110 979 783-118 106  85.0-128 mmol/L
Cholesterol, HDL  Elimination, Catalase (D-HDL) 6.88 <5.00-10.5 109 562-16.1 241 186-297 mg/dL 0.18 <0.13-0.27 028 0.15-042 062 048-077 mmol/L
Cholesterol, LDL Elimination, Catalase (DLDL) 46.7 37.4-56.0 725 58.0-87.0 991 793-119 mg/dL 121 097-145 1.88 1.50-2.25 257 205-3.08 mmol/L
Cholesterol, Total ~ Enzymatic (CHOL_2/CHOL_c) 100  80.1-120 144 115-173 187  150-225 mg/dL 259 208-3.11 373 299-448 485 3.88-5.82 mmol/L
Cholinesterase/Pseudocholinesterase

Butyrylthiocholine (CHE) <1.50 439 351-527 741 593-889  U/mL <25.1 733 58.6-88.0 124 99.0-148  pkat/L
Complement Component 3 (C3)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Complement Component 4 (C4)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Cortisol Chemiluminescence (COR) 445 3.56-534 207 165-248 341 213-410 pg/dL 123 98.2-147 570 456 - 684 942 753-1130 nmol/L
C-Reactive Protein (CRP)

Latex-enhanced

Immunoturbidimetric (CRP_2) ** ** ** mg/dL ** ** ** mg/L
C-Reactive Protein, Wide Range (wrCRP)

Latex-enhanced

Immunoturbidimetric 073 0.58-0.88 335 2.68-4.02 675 540-8.10 mg/dL 7.30 5.80-8.80 335 26.8-40.2 675 540-81.0 mg/L
Creatine Kinase (CK)

IFCC (CK_L) 848 67.8-102 361 289 -433 630 504 - 756 u/L 142 1.13-1.70 6.02 482-7.23 105 842-126 pkat/L
Creatinine Enzymatic (ECRE_2) ** ** ** mg/dL ** ** ** pmol/L
Creatinine Jaffé (CREA) ** ** ** mg/dL ** ** ** pmol/L
Creatinine Jaffé (CREA_2/CRE_2c) 095 0.76-1.14 367 294-440 6.23 498-7.48 mg/dL 840 67.2-101 324 260 - 389 551 440-661  pmol/L
Digoxin Chemiluminescense (DIG) 1.07 083-131 199 159-239 273 218-328 ng/mL 137 1.06-1.68 255 2.04-3.06 350 279-420 nmol/L
Digoxin Latex-enhanced Immunoturbidimetric ** ** ** ng/mL ** ** ** nmol/L
Ethanol Enzymatic ** ** ** mg/dL ** ** ** mmol/L
Ferritin Chemiluminescence (FER) 410 328-49.2 171 136-205 308  242-374 ng/mL 410 328-492 171 136 - 205 308 242-374 pg/L
Ferritin Latex-enhanced Immunoturbidimetric ** ** ** ng/mL ** ** ** pg/L
Gamma-Glutamyltransferase (GGT)

Kinetic, IFCC 314 251-376 787 629-944 126 101-151 u/L 052 0.42-0.63 131 1.05-158 211 1.69-253 pkat/L
Gentamicin Chemiluminescence (GENT) 175 139-2.11 451 361-541 734 587-881  pg/mL 366 291-4.42 944 756-11.3 154 123-185 pmol/L
Gentamicin EMIT (GENT_2) ** ** ** pg/mL ** ** ** pmol/L
Gentamicin Latex-enhanced Immunoturbidimetric ** ** ** pg/mL ** ** ** pmol/L
Glucose Glucose Oxidase Trinder (GLUO) ** ** ** mg/dL ** ** ** mmol/L
Glucose Hexokinase (GLUH_3/GLUH_c) 80.8 64.7-97.0 255 204 - 306 326 261-391 mg/dL 449 359-538 142 11.3-17.0 181  145-21.7 mmol/L
Haptoglobin PEG-enhanced Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
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SIEMENS ADVIA SYSTEMS (Continued)
Immunoglobulin A (IgA)

PEG-enhanced

Immunoturbidimetric 18 943-142 206 165-247 292 233-350 mg/dL 118 0.94-142 206 1.65-247 292 233-350 g/L
Immunoglobulin G (IgG)

PEG-enhanced Immunoturbidimetric 1364 1091 - 1637 2380 1904 - 2855 3399 2719->3890 mg/dL 136 10.9-16.4 238 19.0-286 340 272->389 gL
Immunoglobulin M (IgM)

PEG-enhanced Immunoturbidimetric 519 415-623 988 79.0-119 147 117-176 mg/dL 052 0.42-062 099 079-1.19 147 1.17-1.76 g/L
Iron Ferrozine (IRON_2) 855 68.4-103 159 127-191 233 186 - 279 pg/dL 153 123-184 285 228-342 416 333-50.0 pmol/L
Iron Binding Capacity, Total (TIBC)

Ferric Chloride ** ** ** pg/dL ** *x ** pmol/L
Lactate Dehydrogenase

Lactate to Pyruvate, NAD (LDLP) 101 80.8-121 233 186-280 368 294 -441 u/L 169 1.35-2.03 389 3.11-467 6.14 491-7.37 pkat/L
Lactate Dehydrogenase

Pyruvate to Lactate, NADH (LDPL) ** ** ** u/L ** ** ** pkat/L
Lactic Acid Colorimetric ** ** ** mg/dL ** ** ** mmol/L
Lipase Enzymatic, Colorimetric (LIP) 169 135 - 204 265 212-319 361 289 - 433 u/L 283 225-341 443 355-532 6.03 4.82-7.24 pkat/L
Lipoprotein (a) Latex-enhanced Immunoturbidimetric ** ** ** mg/dL ** ** ** mg/L
Lithium Colorimetric ** ** ** mEg/L ** ** ** mmol/L
Magnesium © Xylidyl Blue (MG/MG_c) 096 0.77-1.15 256 2.05-3.07 413  3.30-4.96 mg/dL 039 0.32-047 1.05 0.84-1.26 170 1.36-2.04 mmol/L
Phenobarbital EMIT (PHNB_2) 104 830-125 308 24.6-369 509 40.7-61.0 pg/mL 447 357-537 133 106- 159 219 175-263 pmol/L
Phenobarbital Latex-enhanced

Immunoturbidimetric (PHNB) ** ** ** Hg/mL ** ** ** pmol/L
Phenytoin EMIT (PHNY_2) 479 383-575 123 9.85-148 199 159-239  pg/mL 190 152-228 488 39.1-586 789 63.2-947 pmol/L
Phenytoin Latex-enhanced

Immunoturbidimetric (PHNY) ** ** ** pg/mL ** ** ** pmol/L
Phosphorus ®!¢! Phosphomolybdate (IP) 233  1.86-2.80 547 4.38-6.56 784 6.27-941 mg/dL 0.75 0.60-0.90 177 1.41-212 253 202-304 mmol/L
Potassium (K) Indirect ISE 265 212-318 450 3.60-5.40 6.37 5.10-764 mEg/L 265 212-3.18 450 3.60-5.40 6.37 5.10-7.64 mmol/L
Prealbumin PEG-enhanced Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Rheumatoid Factor (RF)

Latex-enhanced Immunoturbidimetric 331 265-398 456 365-547 59.2 473-71.0 IU/mL 33.1 265-39.8 456 36.5-54.7 592 473-710 kIUL
Salicylate ® Enzymatic ** ** ** mg/dL ** ** ** mmol/L
Sodium (Na) Indirect ISE 124 <100 - 149 136 109 - 164 154 123-185 mEq/L 124 <100- 149 136 109-164 154 123-185 mmol/L
Theophylline EMIT (THEO_2) 462 370-554 143 11.4-171 241 193-289  pg/mL 256 20.5-308 79.1 633-95.0 134 107-160  pmol/L
Theophylline Latex-enhanced

Immunoturbidimetric (THEO) ** ** ** Hg/mL ** ** ** pmol/L
Thyroid Stimulating Hormone (TSH)

Chemiluminescence 299  239-359 986 7.89-118 153 12.3-184  plU/mL 299 239-359 986 7.89-118 153 123-184 mlU/L
Thyroid Stimulating Hormone (TSH)

Chemiluminescence (TSH3-UL) 275 220-3.30 929 743-112 146 11.7-175 plU/mL 275 220-3.30 929 743-112 146 11.7-175 mlU/L
Thyroxine, Total (T4)

Chemiluminescence ** ** ** pg/dL ** ** ** nmol/L
Tobramycin EMIT(TOB_2) 2.08 1.66-250 522 4.18-6.26 817 6.54-980 pg/mL 445 355-535 112 8.94-134 175 14.0-21.0 pmol/L
Total Protein Biuret (TP/TP_c) 454 363-545 770 6.16-9.24 108 8.61->120 g/dL 454 36.3-545 770 61.6-924 108  86.1->120 g/L
Transferrin PEG-enhanced

Immunoturbidimetric (TRF) 137 109 - 164 243 195-292 354 283-424 mg/dL 137 1.09-164 243 1.95-292 354 283-424 g/L
Triglycerides ® GPO-Trinder (TRIG_2/TRIG_c) 9.1  76.9-115 174 139-209 225 180-270  mg/dL 1.09 0.87-1.30 196 1.57-2.36 255 204-3.06 mmol/L
Urea Nitrogen (BUN)

Urease, GLDH (UN/UN_c) 156 124-187 394 315-473 60.7 485-728 mg/dL 555 4.44-6.66 141 11.3-16.9 217 173-260 mmol/L
Urea, Total Urease, GLDH 333 26.6-40.0 844 675-101 130 104 - 156 mg/dL 555 4.44-6.66 141 11.3-169 217 173-260 mmol/L
Uric Acid Uricase, Peroxidase (UA/UA_c) 309 247-37 6.96 557-8.35 107 856-128 mg/dL 184 147-221 414 331-497 636 509-764  pmol/L
Valproic Acid EMIT (VPA_2) 304 243-364 828 66.3-99.4 135 108-162  pg/mL 211 169 - 253 574 459 - 689 935  748-1123 pmol/L
Vancomycin EMIT (VANC_2) ** ** ** pg/mL ** ** ** pmol/L
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SIEMENS ATELLICA SYSTEMS

Acetaminophen Enzymatic, Colorimetric (Acet) 201 124-278 704 56.3-845 120 96.2-144  pg/ml 133 82.3-184 466 372 - 559 795  636-954 pmol/L
Alanine Aminotransferase (ALT)

IFCC w/P5P (ALTPLc) 329 26.3-395 150  120-180 249 200-299 u/L 0.55 0.44-0.66 250 2.00-3.00 417 3.33-5.00 pkat/L
Albumin BCG (Alb) 244 1.95-293 399 3.19-479 542 4.34->6.00 g/dL 244 195-293 399 31.9-479 542 434->600 g/L
Albumin BCP (AlbP) 210 1.68-252 370 296-4.44 520 4.16-6.24 g/dL 210 16.8-25.2 37.0 29.6-444 520 416-624 g/L
Alkaline Phosphatase (ALP)

p-NPP, IFCC (ALP_2c) 389 304-474 194 155-233 344 2715-413 u/L 065 051-079 324 259-3.89 575 460-6.90 pkat/L
Alpha-1-Antitrypsin (AAT)

Immunoturbidimetric 513 41.0-616 12 896-134 162 129-194 mg/dL 051 0.41-062 112 0.90-1.34 162 1.29-19 g/L
Amylase Ed-G7PNP (AMY_2) 849  67.9-102 290  232-348 484 387 - 580 u/L 142 1.13-170 484 3.87-5.81 808 6.46-969 pkat/L
Amylase Ed-G7PNP (Amylas) 769 61.5-923 264 211-316 438  350-525 u/L 128 1.03-154 440 352-5.28 731 585-877 pkat/L

Amylase, Pancreatic
Immunoinhibition,
Ed-G7PNP (PAmy) ** ** ** u/L ** *x ** pkat/L

Antistreptolysin 0 (ASQ)
Latex-enhanced

Immunoturbidimetric (AS0_2) 109  87.1-131 192 153-230 217 221-332 1U/mL 109 87.1-131 192 153-230 271 221-332 kIU/L
Apolipoprotein A1 (APO A1)

PEG Enhanced Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Apolipoprotein B (APO B)

PEG Enhanced Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Aspartate Aminotransferase (AST)

IFCC w/out P5P (AST) 426 340-511 152 121-182 264 211-317 u/L 071 057-0.85 253 2.03-3.04 441 353-529 pkat/L
Aspartate Aminotransferase (AST)

IFCC w/P5P (ASTPLc) 406 32.4-487 151 121-181 257 205-308 u/L 0.68 0.54-0.81 252 2.02-3.02 429 343-5.14 pkat/L

Beta-2-Microglobulin (B2M)
Latex-enhanced

Immunoturbidimetric (B2M) 0.032 0.026 - 0.038 0.25 0.20-0.30 051 041-061 mg/dL 032 0.26-0.38 2.50 2.00-3.00 510 4.10-6.10 mg/L
Bile Acids Thio-NAD (Randox) ** ** ** pmol/L ** ** ** pmol/L
Bilirubin, Direct® Vanadate Oxidation (DBil_2) 043 0.34-052 215 1.72-258 358 2.86-4.30 mg/dL 735 5.81-889 36.8 29.4-441 612 48.9-735 pmol/L
Bilirubin, Total®  Vanadate Oxidation (TBil_2) 092 0.74-1.10 390 312-468 659 527-791 mg/dL 157 12.7-188 66.7 53.4-80.0 13 90.1-135  pmol/L
Calcium Arsenazo Ill (CA_2) 6.42 5.14-7.70 842 6.74-10.1 108 8.64-13.0 mg/dL 160 1.28-192 210 1.68-252 269 216-323 mmol/L
Calcium o-Cresolphthalein Complexone 571 457-6.85 7.56 6.05-9.07 979 7.83-11.8 mg/dL 142 1.14-171 189 151-226 244 1.95-293 mmol/L
Carbamazepine PETINIA (Carb) ** ** ** Hg/mL ** ** ** pmol/L
Carbon Dioxide (C02)

PEPC (C02_c) ** ** ** mEq/L ** ** ** mmol/L
Chloride (CI) Indirect IMT 941 752-13 102 81.3-122 111 88.9-133 mEq/L 941 752-113 102 81.3-122 m 88.9-133 mmol/L
Cholesterol, HDL  Elimination, Catalase (D-HDL/D_HDL) <20.0 <20.0 241 <200-294 mg/dL <0.52 <0.52 0.63 <0.52-0.76 mmol/L
Cholesterol, LDL Elimination, Catalase (DLDL) ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, LDL  Selective Detergents (LDLC) 482 386-57.9 69.1 55.3-829 91.0 728-109 mg/dL 1.25 1.00-150 179 1.43-215 236 1.88-2.83 mmol/L
Cholesterol, Total  Enzymatic, Colorimetric (Chol_2) 106 85.0-128 150 120-180 192 154-230 mg/dL 275 220-3.30 3.89 3.11-467 497 398-596 mmol/L
Cholinesterase/Pseudocholinesterase

Butyrylthiocholine (CHE) <1.50 451  361-541 742 594-8.90 U/mL <25.1 753 60.3-90.4 124 99.2-149  pkat/L
Complement Component 3 (C3)

Immunoturbidimetric 678 543-814 127 102 - 152 184 147-221 mg/dL 0.68 0.54-0.81 127 1.02-152 184 1.47-221 g/L
Complement Component 4 (C4)

Immunoturbidimetric 6.71 5.37-8.05 140 11.2-169 206 165-247  mg/dL 0.07 0.05-0.08 0.14 0.11-0.17 021 0.16-0.25 g/l
Cortisol Chemiluminescence (Cor) 513 4.10-6.16 234 187-28.1 394 315-472  pg/dL 142 113-170 645 516-774 1086  868-1303 nmol/L

C-Reactive Protein, Wide Range (wrCRP)
Latex-enhanced

Immunoturbidimetric 069 0.55-0.83 336 2.69-4.03 645 5.16-7.74 mg/dL 6.90 5.50-8.30 336 26.9-403 645 516-77.4 mg/L
Creatine Kinase (CK)

Enzymatic, IFCC (CK_L) 86.7 69.4-104 366 293 - 440 626  501-751 u/L 145 1.16-1.74 6.12 489-7.34 105 8.36-126 pkat/L
Creatinine Alkaline Picrate (Crea_2) 102 082-122 374 299-4.49 6.20 4.96-7.44 mg/dL 90.2 725-108 331 264-397 548  438-658  pmol/L
Creatinine Enzymatic (ECre_2) 096 0.77-1.15 360 2.88-4.32 6.24 499-7.49 mg/dL 849 68.1-102 318 255-382 552 441-662  pmol/L
Creatinine Enzymatic (ECre3) 101 081-121 371 297-445 630 504-756 mg/dL 89.3 716-107 328 263-393 557  446-668  pmol/L
Digoxin Chemiluminescence (Dig) 118 0.94-142 210 1.68-252 294 235-353 ng/mL 151 1.20-1.82 269 215-3.23 377 301-452 nmol/L
Ethanol Alcohol Dehydrogenase (ETOH) 198 133-264 973 T718-117 170 136 - 204 mg/dL 430 288-573 211 16.9-253 369 295-443 mmol/L
Ferritin Chemiluminescence (Fer) 38.0 30.4-456 159 127-191 279 223-334 ng/mL 38.0 304-456 159 127-191 279 223-334 o/l
Gamma-Glutamyltransferase (GGT)

Kinetic, IFCC 292 234-35.1 749 59.9-89.8 119 949-142 u/L 049 0.39-059 1.25 1.00-1.50 198 159-238 pkat/L
Gentamicin PETINIA (Gent) 171 1.35-2.07 418 3.34-5.02 672 538-806 pg/mL 358 283-433 875 6.99-105 141 11.3-16.9 pmol/L
Glucose Hexokinase (GluH_3) 865 69.2-104 262 210-315 329  263-395  mg/dL 480 3.84-576 146 11.6-175 183 146-21.9 mmol/L
Haptoglobin PEG-enhanced

Immunoturbidimetric (Hapt) 643 51.4-772 111 88.4-133 158 127-190 mg/dL 064 051-0.77 111 0.88-1.33 158 1.27-1.90 g/L

Immunoglobulin A (IgA)
PEG-enhanced
Immunoturbidimetric (IgA_2) 120 95.8 - 144 205 164 - 246 288 231-346 mg/dL 120 096-144 205 1.64-246 288 231-346 g/L

Immunoglobulin G (1gG)
PEG-enhanced
Immunoturbidimetric (IgG_2) 1391 1112 - 1669 2428 1942 - 2913 3197 2558->3400 mg/dL 139 11.1-167 243 194-291 320 256->34.0 g/L
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SIEMENS ATELLICA SYSTEMS (Continued)
Immunoglobulin M (IgM)
PEG-enhanced
Immunoturbidimetric (IgM_2)
Iron Ferrozine (Iron_2)
Iron Binding Capacity, Total (TIBC)
Spectrophotometric
Lactate Dehydrogenase
Lactate to Pyruvate (LDLP)
Lactate to Pyruvate (Lac/Lac_2)
Enzymatic (Lip)
Latex-enhanced
Immunoturbidimetric (Lp(a)/Lp_a)

Lactic Acid
Lipase
Lipoprotein (a)

Lithium Colorimetric (Li)
Magnesium Xylidyl Blue (Mg)
Methotrexate EIA (ARK)
Methotrexate Emit
Phenobarbital PETINIA (Phnb)
Phenytoin PETINIA (Phny)

Phosphorus /¢! Phosphomolybdate (IP)
Potassium (K) Indirect IMT
Prealbumin Immunoturbidimetric (PreAlb)
Rheumatoid Factor (RF)

Latex-enhanced Immunoturbidimetric
Salicylate ® Enzymatic (Sal)
Sodium (Na) Indirect IMT
Thyroid Stimulating Hormone (TSH)
Chemiluminescence
(TSH3-UL/TSH3UL)
PETINIA (Tob)
Biuret
PEG-enhanced
Immunoturbidimetric (Trf)
Triglycerides® Enzymatic, Colorimetric (Trig/Trig_2)
Urea Nitrogen (BUN)

Urease, GLDH (UN_c)

Tobramycin
Total Protein
Transferrin

Urea, Total Urease, GLDH

Uric Acid Uricase (UA)

Valproic Acid PETINIA (VPA)
Vancomycin PETINIA (Vanc)

Zinc Colorimetric (Sentinel)
Zinc Colorimetric (Wako)

50.5
86.4

223

96.6
10.0
161

<10.0
*x

0.99

0.36

*%

*%

450
2.55
263

*%

294
6.89
127

2719
1.58
4.56

137
102

16.0
343
3.25
26.1
6.98
320

*%

40.4 - 60.6
69.1-104

178 - 267

71.3-116
8.00-120
129-193

0.79-1.19
0.29-0.43

3.60-5.40
2.04 -3.06
2.10-3.16

235-353
5.51-827
101 - 152

223-3.35
1.26 - 1.90
3.65-5.47

109 - 164
81.7-123

12.8-19.2
21.4-41
2.60 - 3.90
208-31.3
5.58 - 8.38
16.4 - 48

96.7
159

322

21
326
248

<100
*x

252

>1.20

*%

*%

13.4
5.89
4.46

*%

46
9.25
136

9.46
441
7.69

240
179

395
84.6
7.19
743
18.7
14

*%

77.4-116
127 -191

258 - 387

177 - 265
26.0-39.1
198 - 297

2.02 - 3.02

10.7-16.1
471-7.07
3.57-5.35

33.3-49.9
7.40-111
109 - 163

157-114
353-5.29
6.15-9.23

192 - 288
143 - 214

316-474
67.7 - 102
5.75 - 8.63
59.4 - 89.2
15.0- 225
80.0-148

145
230

412

345
55.7
331

132
*%
4.03
>1.20

*%

*%

222
8.28
6.26

*%

53.9
12.6
152

14.6
128
10.6

342
227

60.2
129
11.0
18
30.4
251

*%

116-174
184 - 276

330 - 495

276 - 414
446 - 66.9
265 - 397

10.6-15.9

3.22-484

17.8-26.6
6.62-9.94
5.01-7.51

43.1-647
10.1-15.1
121-182

1.7-175
5.82-8.74
8.48->120

274 -411
182-273

48.2-723
103 - 155
8.76-13.1
94.7-142
243 -36.4
201 - 301

mg/dL
pg/dL

Hg/dL

u/L
mg/dL
u/L

mg/dL
mEg/L
mg/dL
pmol/L
pmol/L
pg/mL
pg/mL
mg/dL
mEq/L
mg/dL

1U/mL
mg/dL
mEg/L

plu/mL
pg/mL
g/dL

mg/dL
mg/dL

mg/dL
mg/dL
mg/dL
pg/mL
pg/mL
pg/dL
pg/dL

0.51
15.5

39.9

161
m
2.69

<100
*%

0.41

0.36

*%

*%

17.8
0.82
263

*%

294
0.50
127

219
3.38
45.6

1.37
1.15

5.71
5.71
193
181
4.82
4.89

*%

0.40 - 0.61
124-186

319-478

1.29-1.94
0.89-1.33
2.15-3.22

0.33-0.49
0.29-0.43

143-21.4
0.66 - 0.99
2.10-3.16

235-353
0.40 - 0.60
101 - 152

223-335
270 - 4.06
36.5-54.7

1.09 - 1.64
0.92-1.38

457 - 6.85
457 - 6.85
155 - 232
145 - 217
3.85-5.78
251-7.28

0.97
285

51.7

3.69
3.61
414

<100
P
1.04

>1.20

*%

*%

53.2
1.90
4.46

*%

416
0.67
136

9.46
9.43
76.9

240
2.02

141

428
515
129
175

*%

0.77-1.16
228-342

46.2 - 69.3

295-4.43
2.89-4.34
3.31-496

0.83-1.24

426-638
1.52-2.28
357-5.35

33.3-499
0.54 - 0.80
109 - 163

157-114
755-113
61.5-923

1.92-2.88
1.62-2.42

11.3-16.9
11.3-16.9
342-513
412-618
10.3-15.5
122-227

145 1.16-1.74 g/L

411 329-494 pmol/L
738 59.1-88.6 pmol/L
576  461-6.91 pkat/L
6.18 4.95-7.42 mmol/L
553 4.42-6.63 pkat/L
132 106-159  mg/L
** mmol/L
166 1.32-199 mmol/L
>1.20 mmol/L
** mmol/L
* pmol/L
88.0 70.4-106 pmol/L
267 214-321 mmol/L
6.26 501-751 mmol/L
* g/l
539 43.1-647 kIU/L
091 073-1.09 mmol/L
152 121-182  mmol/L
146 11.7-175 mlU/L
156  125-18.7 pmol/L

106 848->120 g/

342 274-4M g/L

257 2.06-3.08 mmol/L
215 17.2-258 mmol/L
215 17.2-258 mmol/L
651 521-782  pmol/L
820  656-984 pmol/L
209 16.8-25.1 pmol/L
384 30.8-46.1 pmol/L
** pmol/L
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SIEMENS DIMENSION SYSTEMS
Acetaminophen  p-Aminophenol (ACTM) 295 236-353 798 638-958 132 106-159  pg/mL 195 156 - 234 528  422-633 875  700-1050 pmol/L
Alanine Aminotransferase (ALT)

Bichromatic Rate, IFCC (ALTI) 323  25.1-396 148 119-178 246 196 - 295 u/L 0.54 0.42-0.66 247 1.98-297 410 3.28-4.92 pkat/L
Albumin BCP (ALB) 213 1.70-256 382 3.06-458 547 4.38-6.56 g/dL 213 17.0-256 382 30.6-458 547 438-656 g/l
Alkaline Phosphatase (ALP)

IFCC (ALPI) 374 215-414 187 150-225 335 268 - 402 u/L 063 0.46-0.79 313 250-375 560 4.48-6.72 pkat/L
Amylase CNPG3 869 695-104 311 249-374 530  424-636 u/L 145 1.16-1.74 520 4.16-6.24 885 7.08-106 pkat/L
Amylase, Pancreatic

Enzymatic, Colorimetric (Sentinel) ** ** ** U/L ** ** ** pkat/L
Antistreptolysin 0 (ASO)

Latex Immunoturbidimetric (Sentinel) 948 758-114 175 131-218 234 173-294 1U/mL 948 758-114 175  131-218 234 173 - 294 klu/L
Apolipoprotein A1 (APO A1)

Immunoturbidimetric (Sentinel) ** ** ** mg/dL ** ** ** g/L
Apolipoprotein B (APO B)

Immunoturbidimetric (Sentinel) ** ** ** mg/dL ** ** ** g/L
Aspartate Aminotransferase (AST)

IFCC w/P5P 391 31.2-469 142 114-170 244 195-292 u/L 065 052-0.78 237 1.90-2.84 407 3.26-4.88 pkat/L
Bilirubin, Direct @

Diazo Sulfanilic Acid (DBI) 029 0.23-035 159 1.27-191 270 216-324 mg/dL 496 3.93-599 212 21.7-327 462 36.9-554 pmol/L
Bilirubin, Total 2! Diazo Sulfanilic Acid (TBI) 098 0.78-1.18 402 322-482 679 543-815 mg/dL 16.8 13.3-20.2 68.7 55.1-824 116 929-139 pmol/L
Calcium o-Cresolphthalein Complexone 582 <5.00-6.98 761 6.09-9.13 984 7.87-11.8 mg/dL 145 <1.25-1.74 190 1.52-228 246 1.96-295 mmol/L
Carbamazepine PETINIA (CRBM) ** ** ** Hg/mL ** ** ** pmol/L
Carbon Dioxide (C02)

Enzymatic (EC02) 153 108-19.8 219 17.3-265 294 235-353 mEqg/L 153 10.8-19.8 219 173-265 294 235-353 mmol/L
Carbon Dioxide (C02)

Direct ISE (TCO2) ** ** ** mEq/L ** ** ** mmol/L
Chloride (CI) Indirect IMT (EXL / Xpand) 898 71.8-108 978 782-117 107 858-129 mEq/L 898 71.8-108 978 78.2-117 107 85.8-129 mmol/L
Chloride (CI) Indirect IMT (RXL) ** ** ** mEq/L ** *x ** mmol/L
Cholesterol, HDL  Enzymatic, Colorimetric (AHDL) 68.2 545-81.8 103 821-123 106 849-127 mg/dL 177 1.41-212 266 2.13-3.19 275 220-330 mmol/L
Cholesterol, LDL  Selective Detergents (ALDL) 493 39.4-592 725 58.0-87.0 942 754-113 mg/dL 128 1.02-153 1.88 1.50-2.25 244 195-293 mmol/L
Cholesterol, Total ~ Enzymatic 109  87.1-131 149 120-179 188 151-226 mg/dL 282 226-3.38 387 3.10-464 488 3.90-586 mmol/L
Cholinesterase/Pseudocholinesterase

Butyrylthiocholine (PCHE) 234 1.87-281 6.35 5.08-7.62 994 795-11.9  U/mL 391 31.2-469 106 84.8-127 166 133-199  pkat/L
Complement Component 3 (C3)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Complement Component 4 (C4)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
C-Reactive Protein (CRP)

PETIA <0.20 407 326-4.88 804 643-965 mg/dL <2.00 40.7 32.6-488 804 643-965 mg/L
C-Reactive Protein, Wide Range (wrCRP)

PETIA (RCRP) 053 0.42-064 353 282-424 6.72 5.38-8.06 mg/dL 530 4.20-6.40 353 28.2-424 672 538-806 mg/L
Creatine Kinase (CK)

IFCC (CKI) 804 64.3-96.5 349 279-419 600  480-719 u/L 134 1.07-1.61 583 4.66-6.99 100 801-120 pkat/L
Creatinine Enzymatic (EZCR) ** ** ** mg/dL ** ** ** pmol/L
Creatinine Jaffé (CRE2) 098 0.78-1.18 378 3.02-454 644 515-773  mg/dL 86.6 69.0-104 334 267-401 569  455-683  pmol/L
Digoxin CMIA (DGNA) 1.09 087-131 203 1.62-244 286 229-343 ng/mL 140 1.11-1.68 260 208-3.13 366 2.93-439 nmol/L
Ethanol Alcohol Dehydrogenase (ETOH) 153 9.81-20.8 70.0 56.0-84.0 19 948-142 mg/dL 332 213-451 152 122-182 257 206-309 mmol/L
Ferritin EIA (FERR) 58.1 46.5-69.8 205 164 - 246 359 287-431 ng/mL 58.1 46.5-69.8 205 164 - 246 359 287-431 ug/L
Gamma-Glutamyltransferase (GGT)

Bichromatic Rate, IFCC 36.8  24.1-496 883 61.0-116 136 96.5-176 u/L 0.61 0.40-0.83 147 1.02-1.93 227 161-293 pkat/L
Gentamicin PETINIA (GENT) 180 1.44-216 439 351-527 705 5.64-8.46 pg/mL 377 3.02-452 9.19 7.35-11.0 148 11.8-17.7 pmol/L
Glucose Hexokinase (GLUC) 965 77.2-116 273 218-328 kA 273 - 409 mg/dL 535 4.28-6.42 152 121-182 189 15.1-227 mmol/L
Haptoglobin Immunoturbidimetric (Sentinel) 435 348-522 838 67.0-101 126 101-151 mg/dL 044 0.35-0.52 0.84 067-1.01 126 1.01-151 g/L
Immunoglobulin A (IgA)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin G (IgG)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin M (IgM)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Iron Ferene 675 54.0-810 145 116-174 220 176 -264 pg/dL 121 9.67-145 260 208-31.2 394 315-473 pmol/L
Iron Binding Capacity, Total (TIBC)

Ferene, Direct (IBCT) 176 141-212 313 251-376 443 355-532 pg/dL 316 253-379 56.1 449-67.3 794 635-953 pmol/L
Lactate Dehydrogenase

Lactate to Pyruvate, IFCC (LDI) 940 752-113 213 170 - 255 340  272-408 u/L 157 1.26-1.88 355 284-426 568 455-6.82 pkat/L
Lactic Acid Lactate Dehydrogenase (LA) 108 860-129 338 27.0-405 571 457-686  mg/dL 119 095-143 375 3.00-450 6.34 5.07-7.61 mmol/L
Lidocaine PETINIA (LIDO) ** ** ** pg/mL ** ** ** pmol/L
Lipase Colorimetric (LIPL) 373 299 - 448 567 454 -680 749 599 -898 u/L 6.24 499-7.48 947 758-114 125 10.0-15.0 pkat/L
Lipoprotein (a) Latex Immunoassay (Sentinel) ** ** ** mg/dL ** ** ** pmol/L
Lithium Colorimetric (LI) 097 071-1.23 159 1.26-1.92 231 1.80-282 mEg/L 097 071-1.23 159 1.26-1.92 231 1.80-282 mmol/L
Magnesium Methylthymol Blue (MG) 091 073-1.09 258 2.06-3.10 423 338-508 mg/dL 037 0.30-045 1.06 0.85-1.28 174 1.39-2.09 mmol/L
Methotrexate Emit ** ** ** pmol/L ** ** ** pmol/L
N-Acetylprocainamide (NAPA)

PETINIA ** ** ** pg/mL ** ** ** pmol/L
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SIEMENS DIMENSION SYSTEMS (Continued)
Phenobarbital PETINIA (PHNO) ** ** ** pg/mL ** ** ** pmol/L
Phenytoin PETINIA (PTN) 494 371-6.17 140 11.2-16.8 241 193-289 pg/mL 196 14.7-245 55.3 443-66.4 956 76.5-115 pmol/L
Phosphorus ®/! Phosphomolybdate (PHOS) 261 209-3.13 594 475-7.3 831 6.65->9.00 mg/dL 0.84 0.67-1.01 192 153-230 268 2.15->291 mmol/L
Potassium (K) Indirect IMT (EXL / Xpand) 255  2.04-3.06 444 355-533 633 5.06-7.60 mEqg/L 255 2.04-3.06 444 355-533 633 5.06-760 mmol/L
Potassium (K) Indirect IMT (RXL) ** ** ** mEg/L ** ** ** mmol/L
Prealbumin PETIA (PALB) ** ** ** mg/dL ** ** ** g/L
Procainamide PETINIA (PROC) ** ** ** pg/mL ** ** ** pmol/L
Rheumatoid Factor (RF)

Latex Immunoassay (Sentinel) 355 27.6-435 60.4 483-725 829 66.4-995 1U/mL 355 27.6-435 60.4 483-725 829 664-995 kIUL
Salicylate ® Iron Complex (SAL) ** ** ** mg/dL w* ** ** mmol/L
Sodium (Na) Indirect IMT (EXL / Xpand) 126 101-151 136 109 - 164 153 122-183 mEq/L 126 101-151 136 109 - 164 153 122-183 mmol/L
Sodium (Na) Indirect IMT (RXL) ** ** ** mEg/L ** ** ** mmol/L
Theophylline PETINIA (THEO) 451 352-550 142 113-17.0 240 192-287  pg/mL 250 195-305 786 629-944 133 106- 160  pmol/L
Thyroid Stimulating Hormone (TSH)

EIA e - - ulU/mL - . o miU/L
Thyroid Stimulating Hormone (TSH)

LOCI™ (TSHL) 230 1.84-276 8.06 6.45-9.67 135 108-16.2 plU/mL 230 1.84-276 8.06 6.45-9.67 135 108-162 mlU/L
Thyroid Uptake EIA ** ** ** % ** *x ** %
Thyroxine, Total (T4)

EIA ** *% *% pg/dL *% % *% nmol/L
Tobramycin PETINIA (TOBR) 158 1.26-1.90 458  3.66 - 5.50 776 6.21-931 pg/mL 3.38 270-4.06 980 7.83-11.8 16.6  13.3-19.9 pmol/L
Total Protein Biuret 483 3.86-580 8.18 6.54-9.82 115 918->120 g/dL 433 38.6-58.0 818 654-982 115  91.8->120 g/L
Transferrin Immunoturbidimetric (TRNF) 128 102 - 153 236 189-283 349 279-419 mg/dL 128 1.02-153 236 1.89-2.83 349 279-419 g/L
Triglycerides ® Enzymatic (TGL) 951 76.1-114 177 142 -213 231 185 - 277 mg/dL 1.07 086-1.29 200 1.60-240 261 209-313 mmol/L
Urea Nitrogen (BUN)

Urease, GLDH 160 128-19.2 417  334-50.0 66.8 53.4-80.1 mg/dL 571 4.56-6.85 149 11.9-179 238 19.1-286 mmol/L
Urea, Total Urease, GLDH 342 274-M411 893 71.4-107 143 14-172 mg/dL 571 4.56-6.85 149 11.9-179 238 19.1-286 mmol/L
Uric Acid Uricase (URCA) 320 256-3.84 6.82 546-8.18 104 831-125 mg/dL 190 152-228 406 325 -487 618 494 -742  pmol/L
Valproic Acid PETINIA (VALP) 264 21.1-317 730 584-87.6 112 899-135 pg/mL 183 147-220 506 405 - 607 779 623-935 pmol/L
Vancomycin PETINIA (VANC) 786 6.29-9.43 207 16.6-249 341 27.3-409 pg/mL 542 434-6.51 143 11.4-172 235 18.8-28.2 pmol/L
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SIEMENS DIMENSION VISTA SYSTEMS
Acetaminophen Enzymatic, Colorimetric (ACTM) 312 250-375 844 675-101 140  112-168 pg/mL 206 165-248 558 446 - 670 923  739-1108 pmol/L
Alanine Aminotransferase (ALT)

Bichromatic Rate, IFCC (ALTI) 331 265-397 153 122-183 255 204 - 306 u/L 055 0.44-0.66 255 2.04-3.06 426 340-511 pkat/L
Albumin BCP (ALB) 212 1.70-254 372 298-4.46 530 4.24-6.36 g/dL 212 17.0-254 372 298-446 530 42.4-63.6 g/L
Albumin Nephelometric (sALB) ** ** ** g/dL ** ** ** g/L
Alkaline Phosphatase (ALP)

IFCC (ALPI) 378 30.2-454 186 149-224 337 269 -404 u/L 0.63 0.50-0.76 311 249-374 562 450-6.75 pkat/L
Alpha-1-Acid Glycoprotein (AAG)

Nephelometric (A1AG) ** ** *x mg/dL *x *x *x gL
Alpha-1-Antitrypsin (AAT)

Nephelometric (A1AT) ** ** *x mg/dL *x *x *x glL
Amikacin EMIT ** ** ** pg/mL ** ** ** pmol/L
Amylase CNPG3 (AMY) ** ** ** u/L ** ** ** pkat/L
Antistreptolysin 0 (ASQ)

Nephelometric (ASL) ** ** ** 1U/mL ** ** ** kIU/L
Apolipoprotein A1 (APQ A1)

Nephelometric ** ** *x mg/dL *x *x *x gl
Apolipoprotein B (APO B)

Nephelometric ** ** *x mg/dL *x *x *x glL
Aspartate Aminotransferase (AST)

IFCC 416 33.3-499 157 126-189 269 215-323 u/L 0.69 0.56-0.83 262 2.10-3.15 449 359-539 pkat/L
Beta-2-Microglobulin (B2M)

Nephelometric (B2MIC) 0.028 <0.020 - 0.043 026 0.21-0.31 048 038-058 mg/dL 0.28 <0.20-0.43 262 2.10-3.14 480 3.80-580 mg/L
Bilirubin, Direct @

Diazo (DBIL) 032 0.26-0.38 163 1.30-1.96 277 222-332 mg/dL 547 4.45-6.50 279 222-335 474 38.0-56.8 pmol/L
Bilirubin, Total Diazo (TBIL) 1.02 082-1.22 403 322-484 670 5.36-8.04 mg/dL 174 14.0-209 68.9 55.1-828 15 91.7-137  pmol/L
Caffeine EMIT ** ** ** pg/mL ** ** ** pmol/L
Calcium o-Cresolphthalein Complexone 6.17 <5.00-7.40 8.03 6.42-9.64 103 825-124 mg/dL 154 <1.25-1.85 200 1.60-241 257 2.06-3.09 mmol/L
Carbamazepine PETINIA (CRBM) ** ** ** Hg/mL ** ** ** pmol/L
Carbon Dioxide (C02)

Enzymatic 134 10.7-16.1 190 152-228 281 224-338 mEq/L 134 10.7-16.1 190 15.2-228 281 224-338 mmol/L
Ceruloplasmin Nephelometric 182 145-218 386 30.9-463 58.1 46.5-69.7 mg/dL 018 0.15-0.22 0.39 0.31-046 0.58 0.46-0.70 g/l
Chloride (CI) Indirect IMT 940 752-113 104 832-125 14 91.2-137 mEq/L 940 752-113 104 832-125 14 91.2-137 mmol/L
Cholesterol, HDL  Direct (K3048A) 652 522-783 101 81.2-122 107 85.7-129 mg/dL 169 1.35-2.03 263 2.10-3.15 277  222-333 mmol/L
Cholesterol, LDL  Selective Detergents (LDLC) 61.1 489-733 86.2 69.0-103 112 89.6-134 mg/dL 158 1.27-1.90 223 1.79-2.68 290 232-3.48 mmol/L
Cholesterol, Total ~ Enzymatic (CHOL) 101 81.1-122 142 114-170 181 144 - 217 mg/dL 263 2.10-3.15 368 294-441 468 3.74-561 mmol/L
Cholinesterase/Pseudocholinesterase

Butyrylthiocholine (PCHE) ** ** ** U/mL ** ** ** pkat/L
Complement Component 3 (C3)

Nephelometric 849 679-102 147 18-177 213 170 - 256 mg/dL 0.85 0.68-1.02 147 1.18-1.77 213 1.70-2.56 g/L
Complement Component 4 (C4)

Nephelometric 103 8.26-124 221 11.7-265 346 217-416 mg/dL 0.10 0.08-0.12 022 0.18-0.26 035 0.28-042 g/L
C-Reactive Protein (CRP)

Nephelometric 042 0.33-051 325 2.60-3.90 661 529-793 mg/dL 420 330-5.10 325 26.0-39.0 66.1 529-793 mg/L
Creatine Kinase (CK)

IFCC (CKI) 838 67.0-101 356  285-427 606  485-728 u/L 140 1.12-1.68 594 475-7.13 101 8.10-122 pkat/L
Creatinine Enzymatic (ECREA) ** ** ** mg/dL ** ** ** pmol/L
Creatinine Jaffé (CRE2) 1.00 0.60-1.40 409 3.27-491 6.84 547-821 mg/dL 884 530-124 362 289-434 605 484-726  pmol/L
Digoxin LOCI™ (DIGXN) 093 0.74-1.12 197 1.58-236 309 247-37 ng/mL 119 0.95-1.43 252 2.02-3.02 396 3.16-475 nmol/L
Ethanol Alcohol Dehydrogenase (ETOH) 194 155-233 975 78.0-117 174 139 -208 mg/dL 421 337-5.05 212 169-254 37.7 30.2-452 mmol/L
Ferritin LOCI™ (FERR) 504  40.3-605 193 154 - 231 342 273-410 ng/mL 504 40.3-60.5 193 154-231 342 273 -410 pg/L
Gamma-Glutamyltransferase (GGT)

Bichromatic Rate, IFCC 373  28.8-457 96.0 76.8-115 150  120-180 u/L 0.62 0.48-0.76 160 1.28-1.92 250 2.00-3.00 pkat/L
Gentamicin PETINIA (GENT) 198 1.10-2.86 444 339-549 6.61 508-814 pg/mL 415 230-599 930 7.10-115 138 106-17.1 pmol/L
Glucose Hexokinase (GLU) 91.7 733-110 271 222-333 357 286-429 mg/dL 509 4.07-6.11 154 123-185 198 15.9-238 mmol/L
Haptoglobin Nephelometric (HAPT) ** ** ** mg/dL ** ** ** g/L
Immunoglobulin A (IgA)

Nephelometric 113 90.7-136 207 165 - 248 296 237-355 mg/dL 113 0.91-1.36 207 165-248 296 237-355 g/L
Immunoglobulin E (IgE)

Nephelometric 146 17-175 279 223-335 416 333-500 1U/mL 146 117-175 279 223-335 416 333 - 500 klu/L
Immunoglobulin G (IgG)

Nephelometric ** ** *x mg/dL *x *x % glL
Immunoglobulin M (IgM)

Nephelometric 56.3 45.0-67.6 104 83.1-125 154 123-185  mg/dL 0.56 0.45-0.68 1.04 083-1.25 154  123-185 g/L
Iron Ferene 66.4 53.1-79.7 150 120-179 229 183-275 pg/dL 1.9 951-143 268 214-321 410 328-49.2 pmol/L
Iron Binding Capacity, Total (TIBC)

Ferene 179 143-215 329 263-395 466 373 -559 pg/dL 321 257-386 58.9 47.1-70.7 834 66.7-100 pmol/L
Lactate Dehydrogenase

IFCC (LDI) 904  72.3-108 216 173 - 259 345  276-414 u/L 151 1.21-181 361 288-433 576 461-691 pkat/L
Lactic Acid Lactate Dehydrogenase (LA) 1.0 882-132 372 297-446 63.4 50.7-76.1 mg/dL 122 098-147 412 330-495 704 563-845 mmol/L
Lidocaine PETINIA (LIDO) ** ** ** pg/mL ** ** ** pmol/L
Lipase Colorimetric (LIPL) 538 430 - 645 843  674-101 1126 901 - 1351 u/L 898 7.18-10.8 141 11.3-169 188 15.0-226 pkat/L
Lithium Colorimetric (LI) ** ** ** mEq/L ** ** ** mmol/L
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SIEMENS DIMENSION VISTA SYSTEMS (Continued)

Lithium Colorimetric (LITH)
Magnesium© Methylthymol Blue (MG)
N-Acetylprocainamide (NAPA)

PETINIA
Phenobarbital PETINIA (PHNO)
Phenytoin PETINIA (PTN)
Phosphorus ®e) Phosphomolybdate UV (PHOS)
Potassium (K) Indirect IMT
Prealbumin Nephelometric (PREALB)
Procainamide PETINIA (PROC)

Rheumatoid Factor (RF)
Nephelometric

Salicylate ® Colorimetric (SAL)

Sodium (Na) Indirect IMT

Theophylline PETINIA (THEOQ)

Thyroid Stimulating Hormone (TSH)
Locim™

Thyroid Uptake EIA
Thyroxine, Total (T4)

EIA
Tobramycin PETINIA (TOBR)
Total Protein Biuret

Transferrin Nephelometric (TRF)
Tricyclic Antidepressants (TCA) (d)

EMIT TOX
Triglycerides ® Enzymatic (TRIG)
Urea Nitrogen (BUN)

Urease, GLDH

Urea, Total Urease, GLDH

Uric Acid Uricase (URCA)
Valproic Acid PETINIA (VALP)
Vancomycin PETINIA (VANC)

0.92
0.96

*%
*%

*%

225
2.57

*%

*%

*%
*%

126

*%

221

*%

*%

1.57
4.76
135

*%

101

16.3
34.9
3.22
292
7.56

0.74-1.10
0.77-1.15

1.80-2.70
2.06 - 3.08

101 -151

1.82-272

1.09 - 2.05
381-571
108 - 162

80.6-121

13.0-195
219-418
2.58 - 3.86
234-35.1
6.05-9.07

1.49
269

*%
*%

*%

5.40
441

*%

*%

*%
*%

136

*%

797

*%

*%

444
8.09
245

*%

186

424
90.9
6.89
84.8
20.0

1.19-179
215-3.23

4.32-6.48
353-5.29

109 - 163

6.38 - 9.56

3.55-5.33
6.47-9.71
196 - 294

149 - 224

339-508
72.7-109
551-8.27
67.8 - 102
16.0 - 24.0

2.07
434

*%
*%

*%

7.80
6.18

*%

*%

*%

*%

149

*%

13.0
*%
%

1.24

364
*%

pa

67.7
145
*%
140
321

1.66 - 2.48
347-521

6.24 - >9.00
4.94-742

19-179

10.4-15.6

5.79 - 8.69
8.94->120
291 - 437

193 - 289

54.1-81.2
116-174

12->150
24.1-40.0

mEg/L
mg/dL

pg/mL
pg/mL
pg/mL
mg/dL
mEg/L
mg/dL
pg/mL

1U/mL
mg/dL
mEg/L
pg/mL

plu/mL
%

pg/dL

pg/mL
g/dL

mg/dL

ng/mL
mg/dL

mg/dL
mg/dL
mg/dL
pg/mL
pg/mL

0.92
0.39

*%
*%

*%

073
2.57

*%

*%

*%
*%

126

*%

221

*%

*%

3.36
476
1.35

*%

1.14

5.80
5.80
192
203
5.22

0.74-1.10
0.32-0.47

0.58 - 0.87
2.06-3.08

101 - 151

1.82-272

233-438
38.1-57.1
1.08 - 1.62

0.91-1.37

4.64 - 6.96
4.64 - 6.96
153 - 230
162 - 243
4.17-6.26

1.49
m

*%
*%

*%

1.74
441

*%

*%

*%
*%

136

*%

197

*%

*%

9.50
80.9
245

*%

21

15.1
15.1
410
588
138

1.19-1.79
0.88-1.33

1.39-2.09
353-5.29

109 - 163

6.38 - 9.56

759-114
64.7 - 97.1
1.96 - 2.94

1.68 - 2.53

12.1-18.1
12.1-18.1
328 - 492
470 - 705
11.0-16.6

0CR25113A

207 1.66-248 mmol/L
179 1.43-214 mmol/L
*¥ pmol/L
*¥ pmol/L
*¥ pmol/L
252 2.01->291 mmol/L
6.18 4.94-742 mmol/L
o g/l
*¥ pmol/L
** kIU/L
** mmol/L
149 119-179  mmol/L
*¥ pmol/L
130 104-156 mlU/L
*% %
** nmol/L
155 124-18.6 pmol/L

12 894->120 g/l
364 291-437 gl

** nmol/L
272 218-327 mmol/L
242 193-290 mmol/L
242 193-290 mmol/L
*¥ pmol/L
971 777->1040 pmol/L
221 16.7-276 pmol/L
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THERMO FISHER SCIENTIFIC INDIKO SYSTEMS
Acetaminophen EIA (DRI) ** ** ** Hg/mL ** ** ** pmol/L
Alanine Aminotransferase (ALT)

NADH w/out P5P ** ** ** u/L ** ** ** pkat/L
Alanine Aminotransferase (ALT)

IFCC w/P5P ** ** ** u/L ** ** ** pkat/L
Albumin BCG ** ** ** g/dL ** ** ** g/l
Alkaline Phosphatase (ALP)

p-NPP, IFCC ** ** ** u/L ** ** ** pkat/L
Amikacin ams ** ** ** pg/mL ** ** ** pmol/L
Amylase Enzymatic, Colorimetric, IFCC ** ** ** U/L ** ** ** pkat/L
Antistreptolysin 0 (ASO)

Latex Particle Inmunoassay ** ** ** 1U/mL ** ** ** 1U/mL
Apolipoprotein A1 (APO A1)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Apolipoprotein B (APO B)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Aspartate Aminotransferase (AST)

IFCC w/out P5P ** ** ** u/L ** ** ** pkat/L
Aspartate Aminotransferase (AST)

IFCC w/P5P ** ** ** u/L ** ** ** pkat/L
Bilirubin, Direct @  Diazotized DCA ** ** ** mg/dL ** ** ** pmol/L
Bilirubin, Total @ Diazo ** ** ** mg/dL ** ** ** pmol/L
Calcium Arsenazo Il ** ** ** mg/dL ** ** ** mmol/L
Carbamazepine CEDIA ** ** ** pg/mL ** ** ** pmol/L
Carbon Dioxide (C02)

PEPC ** ** ** mEq/L ** ** ** mmol/L
Chloride (CI) Direct ISE ** ** ** mEq/L ** ** ** mmol/L
Cholesterol, HDL  Enzymatic, Colorimetric ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, LDL Enzymatic, Colorimetric ** ** ** mg/dL ** ** ** mmol/L
Cholesterol, Total  Enzymatic ** ** ** mg/dL ** ** ** mmol/L
Cholinesterase/Pseudocholinesterase

Butyrylthiocholine ** ** ** U/mL ** ** ** pkat/L
Complement Component 3 (C3)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Complement Component 4 (C4)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
C-Reactive Protein (CRP)

Immunoturbidimetric ** ** ** mg/dL ** ** ** mg/L
C-Reactive Protein (CRP)

Immunoturbidimetric (Plus) ** ** ** mg/dL ** ** ** mg/L
Creatine Kinase (CK)

Enzymatic, IFCC ** ** ** u/L ** ** ** pkat/L
Creatinine Enzymatic ** ** ** mg/dL ** ** ** pmol/L
Creatinine Jaffé ** ** ** mg/dL *x ** ** pmol/L
Digoxin EIA (DRI 1669 Non U.S) ** ** ** ng/mL ** ** ** nmol/L
Ethanol EIA (DRI) *x *x ** mg/dL ** ** ** mmol/L
Ferritin Particle Enhanced Immunoturbidimetric ** *x ** ng/mL ** ** *x pg/L
Gamma-Glutamyltransferase (GGT)

Colorimetric, IFCC ** ** ** u/L ** ** ** pkat/L
Gentamicin ams ** ** ** pg/mL ** ** ** pmol/L
Glucose Glucose Oxidase ** ** ** mg/dL ** ** ** mmol/L
Glucose Hexokinase ** ** ** mg/dL ** ** ** mmol/L
Immunoglobulin A (IgA)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin G (IgG)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Immunoglobulin M (IgM)

Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Iron Ferene ** ** *x pg/dL ** ** ** pmol/L
Lactate Dehydrogenase

Lactate to Pyruvate ** ** ** u/L ** ** ** pkat/L
Lactate Dehydrogenase

Pyruvate to Lactate ** ** ** u/L ** ** ** pkat/L
Lipase Enzymatic, Colorimetric ** ** ** U/L ** ** ** pkat/L
Lithium Colorimetric (InfinityTM) ** ** ** mEgq/L ** ** ** mmol/L
Magnesium © Xylidyl Blue ** ** ** mg/dL ** ** ** mmol/L
Phenytoin CEDIA ** ** ** pg/mL ** ** ** pmol/L
Phosphorus ®e! Phosphomolybdate ** ** ** mg/dL ** ** ** mmol/L
Potassium (K) Direct ISE ** ** ** mEq/L ** ** ** mmol/L
Rheumatoid Factor (RF)

Immunoturbidimetric ** ** ** 1U/mL ** ** ** klu/L
Sodium (Na) Direct ISE ** ** ** mEq/L ** ** ** mmol/L
Theophylline CEDIA ** ** ** pg/mL ** ** ** pmol/L
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THERMO FISHER SCIENTIFIC INDIKO SYSTEMS (Continued)
Tobramycin ams ** ** ** pg/mL ** ** ** pmol/L
Total Protein Colorimetric ** ** ** g/dL ** ** ** g/L
Transferrin PEG-enhanced Immunoturbidimetric ** ** ** mg/dL ** ** ** g/L
Tricyclic Antidepressants (TCA) ©

EIA (DRI) ** ** ** ng/mL ** ** ** nmol/L
Triglycerides ® Enzymatic, Colorimetric ** ** ** mg/dL ** ** ** mmol/L
Urea Nitrogen (BUN)

Urease, GLDH ** ** ** mg/dL ** ** ** mmol/L
Urea, Total Urease, GLDH ** ** ** mg/dL ** ** ** mmol/L
Uric Acid Uricase, POD ** ** ** mg/dL ** ** ** pmol/L
Valproic Acid CEDIA ** ** ** pg/mL ** ** ** pmol/L
Vancomycin ams ** ** ** pg/mL ** ** ** pmol/L
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Architect®, Reg. TM: Abbott Laboratories, Inc., Abbott Park, IL

Advia®, Reg. TM: Siemens Healthcare Diagnostics, Tarrytown, NY

AU480°, AU680°, AU2700P1us®, AU5400°, Synchron®, UniCel®, Reg. TM: Beckman Coulter, Inc. Brea, CA
Dimension®, Dimension Vista®, EMIT®, Reg. TM: Siemens Healthcare Diagnostics, Glasgow, DE
VITROS®, Reg. TM: Ortho-Clinical Diagnostics, Rochester, NY

Cobas®, Cobas Integra®, Elecsys®, Reg. TM: Roche Diagnostics, Inc, Indianapolis, IN

** Data not avai Ifi d in participating in our value assi process, please fax or email your
contact information to our Value Assignment group at 510-771-1539, or
mgc-va@thermofisher.com.

** Keine Daten verfiighar. Wenn Sie an unserem Wertzuwei ozess teilnehmen mact senden Sie
lhre Kontaktdaten bitte per Fax oder E-Mail an unsere Wertzuweisungsgruppe unter 510-771-1539 oder
mgc-va@thermofisher.com.

** Données non disponibles. Si vous souhaitez participer a notre processus d'affectation des valeurs, veuillez
nous faire parvenir vos coordonnées par fax ou par e-mail au groupe Value Assignment au 510-771-1539 ou
a I'adresse mgc-va@thermofisher.com.

** Dati non disponibili. Per partecipare al processo di assegnazione dei valori, inviare tramite fax o e-mail le
proprie informazioni di contatto al gruppo Value Assignment al numero
510-771-1539 o all'indirizzo mgc-va@thermofisher.com.

** Datos no disponibles. Si esta interesado en participar en nuestro proceso de asignacion de valor, envie
su informacion de contacto a nuestro grupo de asignacion de valor por fax al 510-771-1539 o por correo
electranico a mgc-va@thermofisher.com.

** Data er ikke tilgeengelige. Hvis du er interesseret i at deltage i vores veerditildelingsproces, kan du sende
dine kontaktoplysninger via fax eller e-mail til vores verditildelingsafdeling pa 510-771-1539 eller
mgc-va@thermofisher.com.

** Geen gegevens beschikbaar. Als u geinteresseerd bent in deelname aan ons waardetoewijzingsproces,
kunt u uw contactgegevens faxen of e-mailen naar onze Value Assignment-groep via 510-771-1539 of via
mgc-va@thermofisher.com.

** Tietoja ei saatavilla. Jos olet kiinnostunut osallistumaan arvojen maaritysprosessiimme, faksaa tai laheta

sahképostilla yhteystietosi Value Assignment -osastollemme numeroon 510 771 1539 tai osoitteeseen

mgc-va@thermofisher.com.

QAev undpyouv diabéatpa dedopéva. Edv evdlagépeote va ouppetdoyete otn Sladikacia kaBopiopol Tip@v mou epappoloue, oTeikte pag

1} email pe Tig Minpogopie emkowwviag oag oty opdda KaBopiopol Tipav g etatpeiag pag oto TA. 510-771-1539 1 o Stevbuvon

mgc-va@thermofisher.com.

** Data er ikke tilgjengelige. Hvis du er interessert i & delta i var verditilordningsprosess, kan du sende en

faks eller e-post med din kontaktinformasjon til var Value Assignment group pé henholdvis 510-771-1539 og

mgc-va@thermofisher.com.

Dane nie 53 dostepne. W razie zainteresowania udziatem w naszym procesie przypisywania wartosci nalezy przestac swoje dane kontaktowe do naszej

qgrupy ds. przypisywania wartosci faksem pod numer 510-771-1539 lub poczta elektroniczng na adres mgc-va@thermofisher.com

** Dados n@o disponiveis. Se pretender participar no nosso processo de atribuigao de valores, envie as suas
informagdes de contacto para o nosso grupo de atribuicéo de valores por fax, através do nimero 510-771-1539, ou
por e-mail, para o endereco mgc-va@thermofisher.com.

** NlaHHble OTCYTCTBYIOT. EC BbI XOTUTE NPUHATH y4acTHe B NPOLieAype ONPeAeneHIs YUCTOBbIX NapaMeTPOB, CO0BILIUTE BaLLIN KOHTAKTHbIE
[NlaHHble Halweil rpynne CeLuanicToB No onpeAeneHuio YNCoBbIX napameTpos no dakcy 510-771-1539 unu neKTpoHHoii noute
mgc-va@thermofisher.com.

** Data ej tillgéngliga. Om du &r intresserad av att delta i var process for faststéllning av varden kan du skicka

ett fax eller ddelande med dina | k ifter till var avdelning fér analysvérden, telefonnummer

+1510-771-1539 eller mgc-va@thermofisher.com.

Veri mevcut dedildir. Deger atama siirecimize katilmak istiyorsaniz liitfen iletisim bilgilerinizi 510-771-1539 numarali telefona faks gondererek

veya I her.com adresine e-posta gandererek Deger Atama iletin.

= TARERIE. MREMES SRR EDIE, BEER BT RR SRR S BRI IRE
IV R EL S5 510-771-1539, B ARIEHBZE mgc-va@thermofisher.como

*x Podaci nisu dostupni. Ako ste zainteresirani za sudjelovanje u nasem postupku dodjeljivanja vrijednosti, posaljite faks ili poruku e-poste sa svojim
kontaktnim podacima naoj grupi za dodjelu vrijednosti na telefon 510-771-1539, odnosno na adresu mgc-va@thermofisher.com.

o CRRICBNABEVWT —ATERGIT7OEINOBMERF LN ZHEIE SB[ IHBEEIIIL—T
ETHEROBISTIEIREFax (510-771-1539) £72IXEF X —)L (mgc-va@thermofisher.com) (2T EHEL
e 0%

o ENEERS RA BB ARMNREBE ARCHBE S TUFEREF
T FEHFIMAEE)VAE (Value Assignment) > ELSERE 510-771-1539 EF A5 mge-va@

thermofisher.come

*%

%

%

(a) Bilirubin may decrease over the product shelf life.

(a) Die Bilirubinkonzentration kann sich wahrend des Haltbarkeitszeitraums des Produkts verringern.
(a) Les valeurs de bilirubine peuvent diminuer au fil de la durée de conservation du produit.

(a) | valori della bilirubina potrebbero diminuire durante la durata di conservazione del prodotto.
(a) La bilirrubina puede disminuir a lo largo de la vida Gtil del producto.

(a) Bilirubin kan reduceres i labet af produktets holdbarhedstid.

(a) Bilirubine kan afnemen gedurende de houdbaarheidsperiode van het product.

(a) Bilirubiini voi vahentya tuotteen séilytysaikana.

(a) H XohepuBpivn evdéyetat va pewvetal o€ 0An T Sidpketa {wii¢ Tov MPoiovTog.

(a) Bilirubin kan reduseres i lopet av produktets holdbarhetstid.

(a) Wraz z uptywem czasu przechowywania wyrobu stezenie bilirubiny moze spadac.

(a) A bilirrubina pode diminuir durante o prazo de validade do produto.

(a) YpoBeHb 6unupy6rHa MOXeT yMeHbLUATLCA B TeYeHMe CPOKa FOAHOCTI NPOAYKTa.

(a) Vérdet for bilirubin kan reduceras under produktens livslangd.

(a) Bilirubin, iiriiniin raf dmrii siiresince azalabilir.

(a) BB REESREXHAN TSR,

(a) Vrijednost bilirubina moze se sniziti tijekom roka skladistenja.

(a) EVILEVIZERORERIFHBICOI>TRLISRD T BN HD F T,

(a)  BAIRMREEERGERSHHEITESEHEE.
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(b)

(b)
(b)
(b)
(b)
(b)
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(b)
(b)
(b)
(b)
(b)
(b)

(b)

(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)
(c)

Phosphorus, Salicylate, and Triglycerides may increase over the product shelf life.

Die Phosphor- , Salicylat- und Triglyceridkonzentrationen kdnnen sich wéhrend des
Haltbarkeitszeitraums des Produkts erhéhen.

Les valeurs de phosphore, de salicylate et de triglycérides peuvent augmenter au fil de la durée
de conservation du produit.

| valori difosforo, salicilato e trigliceridi potrebbero aumentare durante la durata di conservazione
del prodotto.

El fosforo, el salicilato y los triglicéridos pueden aumentar a lo largo de la vida dtil del producto.
Fosfor, salicylat og triglycerider kan gges i lobet af produktets holdbarhedstid.

Fosfor, salicylaat en triglyceriden kunnen toenemen gedurende de houdbaarheidsperiode van
het product.

Fosfori, salisylaatti ja triglyseridit voivat lisdantya tuotteen séilytysaikana.

0 Owapopog, To Lahikuhiko kat Ta TpyAukepita evoéxetat va au§avovtal oe OAn T Sidpketa {wrig Tov mpoidvToc.
Fosfor, salicylat og triglyserider kan gkes i lapet av produktets holdbarhetstid.

Wraz z uptywem czasu przechowywania wyrobu stezenie fosforu, salicylanéw i trigliceryddw moze rosnac.

0 fosforo, o salicilato e os triglicéridos podem aumentar durante o prazo de validade do produto.
YposHy Gocdopa, canuuunarta n TPUTAMLEPUAOB MOTYT NOBILLATHCA B TeYeHIe CPOKA FOAHOCTI NPOAYKTA.
Vardena for fosfor, salicylat och triglycerider kan 6ka under produktens livslangd.

Fosfor, Salisilat ve Trigliseritler diriiniin raf dmrii siiresince artabilir.

B, KBREN T h=ENREEE R RS,

Vrijednosti fosfora, salicilata i triglicerida mogu se povisiti tijekom roka skladistenja.

U HUFIVER. BLUR T FIZREORERFHEEICHT>TRAITEMY
BAREMN HDET,

B KABEAA =B H mBs R R E L AR RS BRI R AE 2 g A0 o

Alkaline Phosphatase, Phosphorus and Magnesium may recover low upon initial thaw
requiring additional 2-8°C equilibration.

Alkalische Phosphatase, Phosphor und Magnesium erzielen ggf. niedrige Wiederfindungswerte
nach dem erstmaligen Auftauen und erfordern eine weitere Gleichgewichtseinstellung bei 2-8 °C
La phosphatase alcaline, le phosphore etle magnésium peuvent présenter un faible niveau de détection
lors de la décongélation initiale, nécessitant une équilibration supplémentaire entre 2 et 8°C.
Fosfatasi alcalina, fosforo e magnesio potrebbero presentare bassi valori di recupero nello
scongelamento iniziale e richiedere un ulteriore equilibramento a 2-8 °C.

Tras la descongelacion inicial, es posible que se obtengan valores bajos de fosfatasa alcalina,
fosforo y magnesio, y que sea necesaria una estabilizacion adicional a 2-8 °C.

Alkalisk fosfatase, fosfor og magnesium genoprettes eventuelt med lave veerdier straks efter
forste optening, sa der kreeves yderligere stabilisering ved 2-8 °C.

Alkaline fosfatase, fosfor en magnesium kunnen lage terugvindingswaarden hebben na eerste
ontdooiing en extra stabilisering bij 2-8 °C kan nodig zijn.

Alkalifosfataasi, fosfori ja magnesium voivat aiheuttaa alhaisia arvoja alkusulatuksen yhteydessa,
miké edellyttéa lisatasapainotusta 2-8 °C:ssa.

H A\kahikr} pwagpardon, o Dwapopog kat To Mayvijato evéxetat va GUMTOLY ApYd KaTa TV apxIKi améyugn
Kat va anatrobv emmhéov e§loopponnon oe Beppokpacia 2-8 °C.

Alkalisk fosfatase, fosfor og magnesium kan gjenvinne lavt ved farste tining og trenge ytterligere
utbalansering ved 2-8 °C.

Odzysk fosfatazy alkalicznej, fosforu i magnezu po wstepnym rozmrozeniu moze by¢ niski. W takim przypadku
konieczne jest dtuzsze pozostawienie materiatu w temperaturze 2-8°Cw celu osiggniecia stanu réwnowagi.
Afosfatase alcalina, o fésforo e o magnésio podem recuperar em baixo apés descongelamento
inicial, sendo necesséria equilibracdo adicional entre 2-8 °C.

Tocnie nepBiYHOro pa3mopaxuBaHuA enouHan hocdatasa, hochop v MarHuii MoryT 06HapyKMBATbCA B HU3KUX
KOHLIEHTpaLuAX, No3ToMy TpebyeTca AononHUTeNbHOE BblAepXuBaHUe npu Temnepartype 2—-8 °C.

Alkaliskt fosfatas, fosfor och magnesium kan uppvisa lagt utbyte direkt efter upptiningen, vilket
kan kréva extra ekvilibrering i 2-8 °C.

ilk gbziilme sonrasinda Alkalin Fosfataz, Fosfor ve Magnezyum geri kazanim dilsiik olabilir ve 2-8°C sicaklikta ek
dengeleme gerekebilir.

BRI, MRFEBHIT2-8°C OTH, MWEBELEE. BNSIRETRESR
1§, TEMEER,

Alkalna fosfataza, fosfor i magnezij mogu se po odmrzavanju vratiti na snizene vrijednosti, $to zahtijeva dodatno
izjednacavanje temperature na 2 — 8 °C.

TIVAURRT72—E NV ELVRIT R T LI RAIDBREEDEIUNEAME VAR
HH 270 I5I22~8CTOFELHURETT,

IR RIBARS BRI SE AR BT RO B R AT AE (RIS FIRE T BB 1TERSM 2-8°C o




(d)
(d)
(d)
(d)
(d)
(d)
(d)
(d)

(d)
(d)

(d)
(d)
(d)
(d)
(d)
(d)
(d)
(d)

(d)

Contains the following Tricyclic Antid (TCA): Imipramine/Desipramine/Amitriptyline/
Nortriptyline.

Enthélt die folgenden trizyklischen Antidepressiva (TZA): Imipramin/Desipramin/Amitriptylin/
Nortriptylin.

Contientles antidépresseurs tricycliques (ATC) suivants : imipramine/désipramine/amitriptyline/
nortriptyline.

Contiene i seguenti antidepressivi triciclici (TCA): imipramina/desipramina/amitriptilina/
nortriptilina.

Contiene los siguientes antidepresivos triciclicos (TCA): Imipramina/desipramina/amitriptilina y
nortriptilina.

Indeholder falgende tricykliske antidepressiva (TCA): Imipramin/desipramin/amitriptylin/
nortriptylin.

Bevat de volgende TCA (tricyclische antidepressiva): imipramine/desipramine/amitriptyline/
nortriptyline.

Siséltdd seuraavia trisyklisia masennusléékkeitd (TCA): imipramiini/desipramiini/amitriptyliini/
nortriptyliini.

MMeptéxet ta akorouBa Tpikukhikd avtikatabAurtikd (TCA): lpmpayivn/Aeotmpapivn/Aprpirtulivn/Noptpumtulivn.
Inneholder falgende trisykliske antidepressiva (TCA): Imipramin/desipramin/amitriptylin/
nortriptylin.

Wyrdb zawiera nastepujace tréjpierscieniowe leki przeciwdepresyjne (TCA): imipramina/dezypramina/amitryptylina/
nortryptylina.

Contém os seguintes antidepressivos triciclicos (TCA): imipramina/desipramina/amitriptilina/
nortriptilina.

CofiepxuT cnegyioLwme TpULMKAMYeckue aHTuaenpeccanTbl (TLIA): MMunpamuH/ae3unpaminH/amuTpunTuauH/
HOPTPUNTUNUH.

Innehéller foljande tricykliska antidepressiva (TCA): Imipramin/Desipramin/Amitriptylin/Nortriptylin.
SuTrisiklik Antidepresanlani (TCA) igerir: imipramin/Desipramin/Amitriptilin/Nortriptilin.

BE AT ZIFLFHNERT (TCA): FBKIR/E R RBRIER/FERE W/ EREM,

SadrZi sljedece triciklicke antidepresive (TCA): imipramin/dezipramin/amitriptilin/nortriptilin.
UTOZBREMSOER(TCA ZEHESAITIIV/TITIIVITINITFIY/
JILNUZFF Y,

SHLUTZIBAEEE (TCA): Imipramine/Desipramine/ Amitriptyline/Nortriptylinee
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(0)

(o)

(0)

(0)

(0)

(0)

(0)

(0)

Analytes labeled with (o) have GEN-specific ranges which can be found on
www.mylabd: /ortho. Ref ce ranges on this pack insert are p
Thermo Fisher Scientific.

Die mit (o) gekennzeichneten Analyten haben generationsspezifische Bereiche, die auf
www.mylabdocs.com/ortho zu finden sind. Die Referenzbereiche in dieser Packungsbeilage
werden von Thermo Fisher Scientific bereitgestellt.

Les analytes portant la marque (o) ont des plages spécifiques a une génération qui peuvent
étre trouvées sur www.mylabdocs.com/ortho. Les plages de référence figurant sur cette
notice sont fournies par Thermo Fisher Scientific.

Gli analiti etichettati con il simbolo (o) hanno intervalli specifici di una generazione, reperibili
sul sito www.mylabdocs.com/ortho. Gli intervalli di riferimento riportati in questo foglietto
illustrativo sono forniti da Thermo Fisher Scientific.

Los analitos etiquetados con (o) tienen intervalos especificos de cada generacion que se
pueden consultar en www.mylabdocs.com/ortho. Thermo Fisher Scientific proporciona los
intervalos de referencia que se encuentran en este prospecto.

Analytter meaerket med (o) har GEN-specifikke omrader, som kan ses pa
www.mylabdocs.com/ortho. Referenceomrader i denne indlaegsseddel leveres af

Thermo Fisher Scientific.

Analyten met het label (o) hebben GEN-specifieke bereiken die te vinden zijn op
www.mylabdocs.com/ortho. De referentiebereiken in deze bijsluiter worden geleverd door
Thermo Fisher Scientific.

Analyyteilla, joissa on merkinté (o), on GEN-kohtaiset alueet, jotka voi tarkistaa osoitteesta
www.mylabdocs.com/ortho. Tamén pakkausselosteen viitealueet on toimittanut Thermo Fisher
Scientific.

Ot avahuteg pie emorjpavon (o) laBétouv ouykekpipéva ebpn FEN mou pmopeite va Bpeite otn SievBuvan
www.mylabdocs.com/ortho. Ta elpn avagopdc o€ auTo To évBeTo GUOKevadiag mapéxovtal amé

Thermo Fisher Scientific.

Analytter merket med (o) har GEN-spesifikke grenseomrader som du finner pa
www.mylabdocs.com/ortho. Referanseomréadene i dette pakningsvedlegget er levert av
Thermo Fisher Scientific.

Do analitdw oznaczonych (o) zastosowanie maja zakresy obowiazujace dla danej generadji, ktére mozna znalez¢

na stronie www.mylabdocs.com/ortho. Zakresy referencyjne w niniejszej ulotce dotaczonej do opakowania zostaty
udostepnione przez firme Thermo Fisher Scientific.

Os analitos rotulados com (o) tém intervalos de criagdo especificos que podem ser
encontrados em www.mylabdocs.com/ortho. Os intervalos de referéncia neste folheto
informativo s@o fornecidos pela Thermo Fisher Scientific.

AHanuTbI, 0TMeUeHHbIE 3HaUKOM «(0)», UMeKOT CreLMUUHbIE N8 KOHKPETHOI BepCui MPOAYKTa AUaNa3oHl,
KOTOpble MOXHO HaifTut Ha caiite www.mylabdocs.com/ortho. PedepeHcHble i1anasoHbl, ykasaHHble Ha JaHHOM
NMCTKe-BKNaAblLLe, NpefocTaBneHbl komnanuei Thermo Fisher Scientific.

Analyter méarkta med (o) har GEN-specifika intervall som finns pd www.mylabdocs.com/ortho.
Referensintervall pa denna bipacksedel tillhandahalls av Thermo Fisher Scientific.

(0) ile etiketlenmis analitler, www.mylabdocs.com/ortho adresinde bulunabilen ve GEN'e 6zgii araliklara sahiptir.
Bu prospektiisteki referans araliklari Thermo Fisher Scientific tarafindan saglanmistir.

£ (o) tRIEM DT A B RETEM e E, HXERIES L www.mylabdocs.com/ortho. &%
BEAH LS ECE MR T REIR M,

(0)DIFVTWBHBHEICIE. Oy NER DEE N D £, CDEE
www.mylabdocs.com/ortho CHEER TE £ 9. CORMIN B ICHRHOBBEH T —FETrv>
Y—HAIIT1 TV LDREENTVET,

Analiti oznaceni s (0) imaju raspone specifi¢ne za GEN koji se mogu pronaci na web-mjestu
www.mylabdocs.com/ortho. Referentne raspone na ovim uputama za upotrebu isporucuje tvrtka

Thermo Fisher Scientific.

SHTYIERE % (o) BA GEN HrEsE, Ea]7E www.mylabdocs.com/ortho #El. A5 BEFR
SE(EEERE Thermo Fisher Scientific 121t

ided by




Lot Number / Chargennummer / Numéro de lot / Numero di lotto / Namero de
lote / Partinummer / Partijnummer / Erinumero / ApiBpé¢ naptidag/ Lotnummer /
Numer partii / Nimero de lote / Homep niota / Partinummer / Lot Numarasi / #£ 5 /
Oy 22/ Broj partije / #£5%

“Use By"” date / Verwendbar bis / Date limite d’utilisation optimale / “Utilizzare
entro” / Fecha limite de uso / “Anvendes for”-dato / Houdbaarheidsdatum /
“Kéyt. viim.”-pdivamaara / Hpepopnvia Ménc / Utlopsdato / Termin przydatnosci /
Data de validade / [lata «/cnonb3oBatb 4o» / Utgangsdatum / “Son Kullanim” tarihi /

It B ERRI{EERR / (E R HARR / Rok trajanja / fEFAHARR

Shelf life: Frozen Temperature / Date limite d’utilisation optimale / Durée de
conservation : température de congélation / Data di scadenza: se conservato
a temperatura di congelamento / Vida (til: temperatura de congelacion /
Holdbarhed: Frysetemperatur / Houdbaarheidsperiode: in bevroren toestand /
Kayttdika: pakastusldmpdtilassa / Midpkela {wn¢: Oeppokpacia katdpuéng /
Holdbarhet: Frysetemperatur / Okres trwatosci: temperatura zamrazania / Prazo de
validade: Temperatura congelada / (pok xpaHeHua: Temnepatypa 3amopaxusanus /
Héllbarhetstid: Fryst temperatur / Raf dmrii: Donma Sicaklig / fRERHE: R4S
BE | BXhHART: RIS R / Rok skladistenja: Temperatura zamrzavanja / {22

E RS S

Unopened Vial Stability: Refrigerated Temperature / Haltbarkeit des
ungedffneten Flaschchens: Kiihltemperatur / Stabilité du flacon non ouvert :
température de réfrigération / Stabilita provetta non aperta: a temperatura
refrigerata / Estabilidad del vial sin abrir: temperatura refrigerada / Stabilitet
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If you have any questions concerning this notification, in the USA please contact the Technical Support Department at 800-232-3342 or 510-979-5417. Outside the USA,
please contact your local Subsidiary or Distributor.

Falls Sie Fragen zu dieser Benachrichtigung haben, wenden Sie sich in den USA an den technischen Kundendienst unter 800-232-3342 oder 510-979-5417. AuRerhalb der
USA wenden Sie sich bitte an die Vertriebsniederlassung in Ihrer Ndhe oder an einen autorisierten Vertriebspartner.

Aux Etats-Unis, pour toute question concernant cet avis, contacter le Service d'assistance technique au 800-232-3342 ou au 510-979-5417. En dehors des Etats-Unis,
contacter la filiale locale ou le distributeur local.

Per domande relative a questa notifica e vi trovate begli Stati Uniti, rivolgersi al servizio di assistenza tecnica al numero verde 800-232-3342 o al numero 510-979-5417. Al di
fuori degli Stati Uniti, rivolgersi alla filiale locale o al distributore.

Para cualquier consulta acerca de esta notificacion, en EE.UU. péngase en contacto con el Departamento de Asistencia técnica en los ndmeros 800-232-3342 or 510-979-
5417. Fuera de EE.UU., péngase en contacto con la subsidiaria o el distribuidor local.

Hvis du har nogle spargsmal til denne meddelelse, kan du kontakte den tekniske supportafdeling pa 800-232-3342 eller 510-979-5417, hvis du befinder dig i USA. Uden for
USA kan du kontakte det lokale datterselskab eller distributaren.

Als uvragen hebt over deze kennisgeving, kunt u contact opnemen met de afdeling Technische ondersteuning op 800-232-3342 of 510-979-5417. Buiten de VS kunt u contact
opnemen met de vestiging of distributeur in uw land.

Jos sinulla on kysyttavaa tasta ilmoituksesta, ota Yhdysvalloissa yhteyttéd tekniseen tukeen numeroon 800 232 3342 tai 510 979 5417. Ota Yhdysvaltojen ulkopuolella yhteytta
paikalliseen tytaryhtioon tai jalleenmyyjaén.

la omoteadrmote epwToelC avapopikd pe T mapovoa sidomoinan, evidg H.M.A., emkowwvnote pe To Tunpa Tegvikng umoaTrpi§ne otov apiBud 800-232-3342 1 510-979-5417. Extdg H.M.A., emkowwvrote e
TNV TOMIKT 0a¢ QuYATPIK 1} TOV TOMIKO dlavopéa.

Dersom du befinner deg i USA og har sparsmal knyttet til denne orienteringen, kontakt avdelingen for teknisk statte pa 800-232-3342 eller 510-979-5417. Dersom du befinner
deg utenfor USA, kontakte din lokale forhandler eller distributar.

W razie jakichkolwiek pytan dotyczacych tego powiadomienia, nalezy skontaktowac sie z dziatem wsparcia technicznego pod numerem 800-232-3342 lub 510-979-5417 (na obszarze Stanéw Zjednoczonych).
Poza obszarem Standw Zjednoczonych nalezy skontaktowac sie z lokalnym oddziatem firmy lub dystrybutorem.

Se tiver quaisquer questdes relativas a esta notificagao, nos EUA por favor contacte o departamento de assisténcia técnica através do nimero 800-232-3342 ou 510-979-
5417. Fora dos EUA, por favor contacte a filial da sua area ou o distribuidor local.

Ecnu y Bac ecTb Bonpochl 0THOCUTENbHO 3T0r0 yBegomnenus, B CLUA obpawaiitect B fenapTameHT TexHUueckoil noaaepxku no tenedoxy 800-232-3342 unu 510-979-5417. 3a npepenamu CLIA
o6paLualitecb B MeCTHYH J0UEPHIOI0 KOMNAHMUI0 UMK K AUCTPUObIOTOPY.

Om du har négra fragor om den hér informationen och befinner dig i USA kan du kontakta var avdelning for teknisk support pa telefonnummer +1 800-232-3342 eller +1 510-
979-5417. Utanfoér USA kan du kontakta ditt lokala avdelningskontor eller en distributdr.

Bu bildirime dair herhangi bir sorunuz varsa, ABD'de liitfen 800-232-3342 veya 510-979-5417 numarali Teknik Destek Departmant ile iletisim kurun. ABD'nin disinda, liitfen yerel Bayi veya Dagtici ile iletisim
kurun.

WREBEAX T LB, EXEER, HEE R 800-232-3342 5% 510-979-5417 A ZIEIBI T EEE LMK, BB R E LN D A B HEHE.
ABHNCEATZBEMVEDEICOVWTIERERDSIFHEFEICT (800-232-3342 F7=id 510-979-5417) TV Z AL HR—MBAIETEBVLE DRIV KEN DB S I HIZDOF
SUFLEIREBELETSEAVEDEESL,

Ako imate pitanja o ovoj obavijesti, u SAD-u nazovite odjel za tehnicku podrsku na broj 800-232-3342 ili 510-979-5417. Ako ste izvan SAD-a, obratite se lokalnoj podruznici ili distributeru.
EEERIBEF EAEER], 5HEE 800-232-3342 5 510-979-5417, MBI W B ARPT (S2E). EXE LIMBE, FFHBRIEEMMNF AT HELHE.

USA China New Zealand Switzerland & Austria

@ 800-232-3342 @& +86 800-810-5118 @ 0800 933 966 & +41 26 663 86 70
sales.diagnostics.fmt@thermofisher.com cdx.cn.info@thermofisher.com auinfo@thermofisher.com cdx.ch.info@thermofisher.com
Asia Pacific France Nordic United Kingdom & Ireland

@ +61 1800333110 @ +33 140866520 @ +472 3250433 & +44 1442 868 940
cdd.asia.info@thermofisher.com cdx.frinfo@thermofisher.com info.nordic.cdd@thermofisher.com cdx.uk.info@thermofisher.com
Australia Germany South Africa

@ +61 1800333110 @ +490800-40 40771 @ +27117926790

auinfo@thermofisher.com cdx.de.info@thermofisher.com support-za.idd@thermofisher.com

Canada Japan Spain, Portugal & Italy

@ 800-282-4075 @ +81(0)120-147-075 @ +34 93589 8338

info.cddcanada@thermofisher.com JPYOK-CDD.QC@thermofisher.com cdx.es.info@thermofisher.com

For countries not listed:
distributor.cdd@thermofisher.com
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Fremont, CA 94538 USA 16761 Hennigsdorf, Germany
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www.thermofisher.com/diagnostics Fax: +49 (0) 800 404 077 13

OCR-INS-VA th'erm'O
e 10 200 17 scientific

52



	Languages
	English
	Deutsch
	Français
	Italiano
	Español
	Dansk
	Nederlands
	Suomi
	ελληνικά
	Norsk
	Polski
	Português
	pусский
	Svenska
	Türk
	中国的
	日本語
	Hrvatski
	正體中文

	Instrument 
	ABBOTT ALINITY SYSTEMS (pgs 20-21)
	ABBOTT ARCHITECT SYSTEMS (pgs 22-24)
	BECKMAN COULTER AU SERIES (pgs 25-27)
	BECKMAN COULTER UNICEL INTEGRATED / SYNCHRON SYSTEMS (pgs 28-29)
	ORTHO-CLINICAL VITROS SYSTEMS (pgs 30-31)
	OSMOMETER
	ROCHE COBAS C / E / MODULAR SYSTEMS (pgs 33-34)
	ROCHE HITACHI / MODULAR D & P SYSTEMS (pgs 35-36)
	ROCHE INTEGRA SYSTEMS (pgs 37-38)
	SIEMENS ADVIA SYSTEMS (pgs 39-40)
	SIEMENS ATELLICA SYSTEMS (pgs 41-42)
	SIEMENS DIMENSION SYSTEMS (pgs 43-44)
	SIEMENS DIMENSION VISTA SYSTEMS (pgs 45-46)
	THERMO FISHER SCIENTIFIC INDIKO SYSTEMS (pgs 47-48)

	References and Footnotes (pgs 49-50)
	Symbols
	Contact Details

