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Constituent/
Componente/Bestandteil/
Costituente/Constituant/
Constituinte/Bestanddel/

Bestdndsdel/Tuotatiké/  Fgrvintat intervall/Avapevopevo s0pog TH@Y/
Ocakavany rozsah/Forventet omrade

Zlozka/Bestanddel

Multi-Analyte Control

(Red Cap)

Tapa roja/Roter Verschluss/Tappo rosso
Bouchon rouge/Tampa vermelha/Rad htte
Rott lock/Kokkivo napa/Cerveny uzéver
Rod hette

LOT] 90630566

Expected Range/
Intervalo esperado/Erwarteter Bereich/

Intervallo atteso/Plage attendue/

Intervalo esperado/Forventet omrade/

(Black Cap)

Tapa negra/Schwarzer Verschluss

Tappo nero/Bouchon noir/Tampa negra Sort
hatte/Svart lock/Madpo nwpa

Cierny uzaver/Svart hette

LOT] 90630567

Expected Range/

Intervalo esperado/Erwarteter Bereich/
Intervallo atteso/Plage attendue/
Intervalo esperado/Forventet omrade/

Forvéntat intervall/Avapevopevo evpog Tipwv/

Ocakavany rozsah/Forventet omrade

For all Lipid Cassettes

Para todos los casetes de lipidos/Filr alle Lipidkassetten/Per tutte le cassette per lipidi/Pour toutes les cassettes Lipides/Para todas as cassetes de lipidos Til alle
lipidkassetter/For alla lipidkassetter/lia 6heg Ti¢ kaoétec hmbiwv/Pre vietky lipidové kazety/For alle lipidkassetter

Total Cholesterol 136-191 mg/dL
HDL Cholesterol 25-40 mg/dL
Triglycerides 103-152 mg/dL
Glucose 100-147 mg/dL
For ALT Cassettes

3.52-4.94 mmol/L

0.65-1.03 mmol/L

1.16-1.72 mmol/L
5.55-8.16 mmol/L

210-296 mg/dL
51-80 mg/dL
213-313 mg/dL
223-329 mg/dL

Para los casetes de ALT/Fiir alle ALT-Kassetten/Per le cassette per ALT/Pour les cassettes ALT/Para cassetes de ALT/
Til ALT kassetter/For ALT-kassetter/Tia 1i¢ kaoéveg ALT/Pre kazety ALT/For ALT-kassetter

ALT
For ALT/AST Cassettes

36-66 U/L

138-252U/L

Para los casetes de ALT/AST/Fiir alle ALT/AST-Kassetten/Per le cassette per ALT/AST/Pour les cassettes ALT/AST/Para cassetes de ALT/AST/
Til ALT/AST kassetter/For ALT/AST-kassetter/Tia i kaoéteg ALT/AST/Pre kazety ALT/AST/For ALT/AST-kassetter

ALT
AST

36-66 U/L
27-50 UL

138-252 U/L
75-137 UL

Sample Setting/Ajuste de la muestra/Probeneinstellung/Impostazione del campione/Réglage de I'échantillon/

Defini¢ao da amostra/Preveindstilling/Instélining for provet/PiOuon Sciyparoc/Nastavenie vzorky/Praveinnstilling
Set the sample type to SAMPLE = “Whole B."in the Cholestech LDX configuration menu.
Ajuste el tipo de muestra a MUESTRA = «Sangre entera» en el meni de configuracion del sistema Cholestech LDX.

5.43-7.66 mmol/L

1.32-2.07 mmol/L

2.41-3.54 mmol/L
12.38-18.26 mmol/L

Den Probentyp im Konfigurationsmenii des Cholestech LDX auf PROBE = Vollblut” einstellen. Cholestech Corporation
Impostare il tipo di campione su CAMPIONE =*Sangue intero” nel menu di configurazione Cholestech LDX. AR
Réglez le type d'échantillon sur ECHANTILLON = « Sang total » dans le menu de configuration de Cholestech LDX. yward
Defina o tipo de amostra para AMOSTRA = “Whole B." (Sangue total) no menu de configuragao do Cholestech LDX.
Indstil pravetypen pa PRGVE = “Whole B (Fuldblod) i Cholestech LDX konfigurationsmenuen. [ECIREP
Stall in provtyp som PROV = "Whole B." (Helblod) p& Cholestech LDX instllningsmeny. AR-MED Ltd
PuBpiote Tov Tomo Seiypatog oto AEITMA ="Whole B.” (OMkd aipia) oo pevod Stapopewong tou Cholestech LDX. Runnymede Malthouse
V konfiguracnej ponuke zariadenia Cholestech LDX nastavte typ vzorky na SAMPLE = Whole B." (VZORKA = ,celd krv B.") 5%'::9’3 ng:'g”
Innstill pravetypen som PRAVE = “Whole B (fullblod) pé konfigurasjonsmenyen for Cholestech LDX. 9
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Multi-Analyte Control

Cholestech
L D C€

12712 (1 Vial Set)

12-713 (3 Vial Set)

Intended Use

Assayed quality control material for use with the Cholestech LDX System.

Summary and Explanation

Cholestech LDX Level 1 and Level 2 Controls are designed to be used only for monitoring the
performance of test procedures on the Cholestech LDX System.

Prindiples of the Procedure

The controls must be run to evaluate the performance of the test procedures at both the low
and high levels of each analyte.

The results obtained for the controls are to be compared with the assigned values given on
the assay sheet, accompanying the package insert, to determine if the procedure is within
control limits.

Professional Use Only

The controls are prepared from human and animal constituents in an aqueous preservative

medium containing antimicrobial agents.

Precautions

1. Forin vitro diagnostic use.

2. All human source material used to manufacture this product was non-reactive for
antigens to Hepatitis B (HBsAg), negative by tests for antibodies to HIV (HIV-1/HIV-2)
and Hepatitis C (HCV), non-reactive for HIV-1 RNA and HCV RNA by licensed NAT, and
non-reactive to Serological Test for Syphilis (STS) using techniques specified by the U.S.
Food and Drug Administration. Because no known test method can assure complete
absence of human pathogens, this product should be handled with appropriate
precautions.

3. This product should not be discarded in general waste but should be discarded with
infectious medical waste.

4. This product is intended for use as supplied. Adulteration by dilution or addition of any
materials to the product supplied invalidates any diagnostic use of the product.

Instructions for Use

1. Remove one vial of each of Cholestech LDX Level 1 and Level 2 Controls from the
refrigerator. (Note date opened on vial labels.)

2. Warm vials to room temperature for 10 minutes (18—30°C, 64—86°F).

3. Test one level of control material and then the other level in the following manner:

« Refer to the Cholestech LDX Control Material Assay Sheet accompanying this
product for information regarding the appropriate setting for sample type in
the Cholestech LDX Configuration Menu. If you need to change the sample
setting, see the Cholestech LDX System User Manual section “Setting the
Configuration Menu”"

- Mixeach vial by gently inverting 7 - 8 times.

Unscrew the vial cap. Use the 35pL MiniPet™ Pipette and tips provided in
the Cholestech LDX Starter Pack to dispense the control material onto a test
cassette. Use a new tip for each control level. Discard tip with infectious
medical waste.

«  After use, wipe the top of the vial with a standard, absorbent laboratory wipe
and replace the cap.

REMEMBER, if necessary, reset the sample type to the sample type you are
using.

Materials provided: Control Level 1 and Control Level 2.

Materials not provided: 35uL MiniPet (P/N 11-846), Pipette Tips (P/N 11-010), Cassettes

Procedure

When the vials are at room temperature, the control material can be used. For testing

instructions, refer to the package insert for the test cassette you are using. The controls are

to be tested in the same manner a patient's sample would be tested. Frequency of testing
controls: refer to the package insert for the test cassette you are using.

Storage and Stability

Cholestech LDX Controls are to be stored upright and refrigerated at 2—8°C (36-46°F).

Stored under this condition, unopened vials can be expected to give stable results until the

expiration date listed on the box. Opened vials are stable for 30 days refrigerated at 2—8°C

(36— 46°F). Minimize exposure to strong light. /H/”

¢

DO NOT FREEZE.

Indications of Product Deterioration

Inability to obtain expected values may indicate product deterioration. Do not use a vial of
control if there is evidence of a crack in the vial or microbial growth (cloudiness or odor). If
the recovered values are not within the expected ranges:

1. Check expiration date on control vial. Discard outdated products.

2. Review control product package insert and the operating procedure for the Cholestech
LDX Analyzer and test cassette, then run a test on a new vial of control.

3. Ifthe values are still outside of the expected ranges, call Cholestech Technical Service at
1.800.733.0404 (US only) or 510.732.7200 (Outside US).

anltaﬁons of Procedures
When pipetting control material remove the pipette tip from the sample well before
releasing the plunger or control material may be removed from the sample well causing
ermoneous results.
Check the control assay sheet for the correct sample setting for running controls.
Verify that the lot number on the control vial and the assay sheet are the same. Each
control lot has different control ranges.
Erroneous control results may occur if the control material is not stored according to the
storage instructions o if controls are used past the dosed or open vial expiration date.
Discard any vial if there is evidence of product deterioration such as cloudiness or odor.
This control material is not to be used as a standard or for instrument calibration.
For more information, refer to the “Limitations” section of the package insert for the test
cassette being used or the “Precautions and Wamings” section of the Cholestech LDX
System User Manual.

Expected Results

Referto the assay sheet for expected results. Be sure that the lot number on the vial of control
corresponds to the lot number on the assay sheet.

The value and expected range for each analyte are derived from data using several
Cholestech LDX Analyzers and cassette lots. The expected range established applies only to
this lot of control. If a laboratory prefers to set its own ranges, see the Cholestech LDX System
Procedure Manual section “Quality Control” for instructions.

Technical assistance may be obtained by contacting Cholestech Technical Service at
1.800.733.0404 (US only) or 510.732.7200 (Outside US).

US. Patents 5,614,414 and 5,770,451

For instructions in European languages contact your local distributor. For the
name of your distributor email ctec_support@cholestech.com or call Cholestech
Customer Service, 510.732.7200.

Para instrucdones en idiomas europeos, pongase en contacto con su distribuidor
local. Si no sabe cudl es el nombre de su distribuidor, envie un correo electrénico
a ctec_su lestech.com o llame al Servido de Atencién al Cliente de
Cholestech al 510.732.7200.

Anleitungen in europdischen Sprachen erhalten Sie von lhrem drtlichen Handler.
Den Namen des ortlichen Handlers erhalten Sie, wenn Sie per E-Mail (ctec_
support@cholestech.com) nachfragen oderssich telefonisch an den Kundendienst
von Cholestech unter der Rufnummer 510.732.7200 wenden.

Per ottenere le istruzioni tradotte nelle lingue europee, rivolgersi al distributore
di zona. Per ottenere il nome del distributore di zona, inviare un messaggio di
posta elettronica a ctec_support@cholestech.com o chiamare il servizio dienti
Cholestech al numero 510.732.7200.

Pour obtenir des directives d'utilisation dans une langue européenne, contacter
votre distributeur local. Pour connaitre le nom de votre distributeur, envoyer un
e-mail a ctec_support@cholestech.com ou appeler le service dientéle Cholestech
au 510.732.7200.

Para instrugdes em linguas europeias, contacte o seu distribuidor local. Para
saber o nome do seu distribuidor, envie uma mensagem de correio electrnico
para ctec_support@cholestech.com ou contacte o Apoio ao Cliente da Cholestech,
para o niimero 510.732.7200.

Hvis der gnskes anvisninger pa europaiske sprog, kontaktes den lokale
forhandler. Navnet pé forhandleren fas ved at sende en e-mail til ctec_support@
cholestech.com eller ringe il Cholestech kundeservice pa telefon 510.732.7200.
Kontakta din lokala dterforsiljare for anvisningar pa europeiska sprak. Fraga
efter narmaste aterforsaljare per e-post till ctec_support@cholestech.com eller
ring Cholestech kundservice, 510.732.7200.

Ta odnyiec o€ Evpwmaikéc YMIOOEC, EMKOIVWVIOTE JE TOV TOMKO oag Siavopéa.
Tia to 6vopa Tov &mm oag, anooteiete email ot Sie08uvon ctec_support@
cholestech.com 1} emkovwviioTe pe My ummpeoia e§urmpémong meEhaT@v MG
Cholestech oTo mépwvo 510.732.7200.

Pokyny v eurdpskych jazykoch ziskate od miestneho distribitora. Ak chcete
ziskat meno distribiitora, napiSte e-mailovii spravu na adresu ctec_support@
cholestech.com alebo zavolajte na oddelenie sluzieb pre zikaznikov spolocnosti
Cholestech na dislo 510.732.7200.

Kontakt din lokale forhandler hvis du vil ha instruksjoner pa et europeisk sprak.
Navnet pa forhandleren far du ved & sende en e-post til ctec_support@cholestech.
com eller kontakte kundeservice hos Cholestech pa telefon 510.732.7200.

Cholestech LDX s a registered trademark of Cholestech Corporation. MiniPet is a trademark of TriContinent Scientific, Inc.
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