[Muiti-Analyte Control]
(Red Cap}

Tapa roja/Roter Verschiuss/Tappo rosso

g Bep: 2016-11-03

Bouchon rouge/Tampa vermelha/Rad hatte

(Black Cap}

Tapa negra/Schwarzer Verschluss

Tappo nero/Bouchon noir/Tampa negra Sort
hztte/Svart lock/Malpa ntiie

Cierny uzaver/Svart hette

LOT| 00340567
Expected Range/

Intervalo esperado/Erwarteter Bereich/
Intervallo attéso/Plage attendiie/
Intervala esperado/Forventet cmrade/
Fiirvantat intervall/Avapevopevo ebpog Tapew/
Diakévany rozsah/Forventet omride

LOT] o034 Ritt fock/Karktvo meypa/Cerveny uzdver
Fiad hette
LOT!| 00340566
Constituent/ Expected Range/
Componente/Bestandteil/ Intervalo esperado/Erwarteter Berefch/
Costitutante/Constituant/ Intervailo atteso/Plage attendue/
Constituinte/Bestanddel/ Intervalo esperado/Forventet amride!
Bestandsdel/Tvavard/  [gryantat intervall/Avapzvojevo sdpoc titiv/
ZloFka/Bestanddel Otakavany rozsah/Forventet omride
For ali Lipid Cassettes

Para todos los ¢asetes g oidos/Fiir alle Linidkassetten/Per tutte le cassette per fipidi/Pour toutes les cassettes Lipides/Para todas as cassetes de lipidos T alle

lipidkassester?Fir alia lipidkassetter/ia Ghes g xaoires humiv/Pre vietky lipidové kazety/For alle ipidkassetter

molfL
Tatal Chelasterol 137-193 mg/gl 3.54-4.99 mmol
Hﬁ]f(hull}estem! 25-46 myg/dL 0.75-1.18 mmal/L
Triglycerides 96142 mo/dl. 1.09-1.60 mmol/l.
Glucose 97-143 my/dl 5.38-7.93 mmot/L
For ALT Cassettes

205-288 mg/dL 5.30-7.45 mmotil.
50-78 mg/dL 1.28-2.02 mmol/L
194-286 mg/dL. 2-19-3.23 mmel/L

219-323 mg/di. 12.16-17.91 mmol/L

Para los casetes de ALT/Flir alle ALT-Kassetten/Per fe cassette per ALT/Pour les cassettes ALT/Para cassetes de ALT/

“Til ALT kassetter/For ALT-kassetter/Tia 1 kaoézeq ALT/Pre kazety ALT/For ALT-kassetter
AT 3971

Fer ALT/AST Casseftes

H-165 UL

Para los casetes de ALT/AST/Fir alle AL T/AST-Kassetten/Per le cassette per ALT/AST/Pour les cassettes ALTFAST/Para cassetes de ALT/ASTY

Til ALT/AST kassetter/Fir AUT/AST-kassetter/[a vig kaoérec ALT/AST/Pre kazety ALT/AST/For ALT/AST-kassetter

38-7TUA
28-54 UL

AlT
AST

91-165 UL
54-117 UL

ing/Aj i ione del campione/Réglage de Péchantillon/
Sample Setting/Ajuste de [a muestra.’Prnhenemstellungﬂmpus'tazmne ' 3 flon/
Deﬁ:igéo da amostra/Preveindstilling/nstéllning for provet/Podpion Seiypotog/Nastavenie vzarky/Praveinnstilling

Set the sample type to SAMPLE == "Whole B."in the Choiestech LK canfiguration ments.

Ajuste el tipo de meestra a MUESTRA = sSangre enteras en ef menii de configuracién del sistema Cholestech LOX.

Den Probentyp im Korfiguraticnsmenil des Cholestech LDX auf PROBE =, Vollblut” einstelien.

Tmpostare il tips df campione su CAMPIONE = “Sangure intera” nef meny o canfigurazione Cholestech LDX.

{holestech Corporation
3347 bnvestent Blvd,
Hayward, T4 94545 USA

Réglez le type d'échantilion sur ECHANTILEON = « Sang total » dans le meny de configuration de Cholestech LDX,

Defina o tipo de amostra para AMOSTRA =“Whate B {Sangue total) no meny de configuracdo do Cholastech LD¥.

Incistit pravetypen p3 PRAVE ="Whole B." (Fuldbloed) i Cholestech LBX konfigurationsmenuen.

Stll in provtyp som PROV == "Whele B (Helblod) pd Cholestech LDX instilningsmeny.

i (im0 Gef -  {Ohikd ¢ 0 Siopd Cholestech LI¥.
Puliytiote vov 1omo Sefypatoc o1o AEITMA == "Whole B (Ohko ¢ipa) oo pevel Siopdpapuwong o chECK, .
v kulnﬂguramej poritke zariadenia Chotestech LDX nastavie typ vzorlfy i SAMPLE =, Whole B {VIORKA = celd krv B
Innstilf pemvetypen som PROVE = “Whale B.” {fellbiod) pi kenfiqurasionseenyen for Chofestech LOX.
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Irterded Use
Assayed quakity control materfal for use with the Cholestech LDX System.,

Summary and Explanaticn
Cholestedh LDX Level T and Level 2 Controls are designed to be used only for moritoring the
performance of test procedures on the Chalestach LDX System.

Principles of the Procedure
The controls must be run 1o evaluate the pecformance of the test procedures at bath the fow
and high levels of each analyte.

. The results oitatned for the conmrols am tn be compared with the assigned vahses given
the assay sheet, accompanying the package imsert, to detemmine if the proceduce s within
coriral fimits.

Reagents

The controls are prepared from human and animal constituents in an aquenus preservative
medium containing antimicobiat agents.

[Professional Use Only|

Precautions

1. Forimvitro diagnostic use.

L Al human source material wsed to manuficture this product was non-reactive for

antigens to Hepatitis B (HBsAg), negative by tests for antibadies to KIV (HIV-T/H-2)

and Hepatitis C (HCV), non-reactive for HIV-1 RNA and HCY RNA by licensed NAT, and

non-reactive to Serological Test for Syphilis {STS} using techniques spedified by the 13,

Faod and Brug Administration. Because no fnown test method can assure omplete

absence of human pathogens, this product should be handled with appropifate

precautions,

This product should not be discarded in gensral waste but shoukd be dismrded with

infectious medical waste,

4. This product s intended for use as suppiied. Adulteration by diution or addition of any
materfals to the product supplied invafidates any diagnostic use of the produc.

Instmctions for Uise .

1. Remove one vial of each of Cholestech LDY Level 1 and Level 2 Controls from the
refiigerator. {Note date opened on vial labels.)

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

3. Testone levet of control material and then the other fevel in the foliowing manner;

+ Refer 10 the Cholestech LOX Controf Material Assay Sheet acompanying this
product for infomation regarding the appropriate setting for sample type in
the Cholestech LDX Configuration Menw, If you need to change the sample
setting, see the Cholestech LDX System User Manual section “Setting the
Configuration Meny.”

+ Mixeachvial by gently inverting 7—8 imes.

v Unsorew the vial cap. Use the 351 MiniPet™ Pipette and tips provided in
the Cholestech LD, Starter Pack to dispense the controf material onto a test
cassette. Use 2 naw tip for each controf level. Discard tip with infectious

b

medical waste,

= Afteruse, wipe the top of the vial with a standard, absorbent laheratory wipe
and replace the cap.

+ REMEMBER, if necessary, resef the sample Type to the sample type you are
using.

Materials provided: Convrol Level 1 and Contral Level 2.
Materfals rot provided: 35pL MiriPat (P/N 13-846), Pipette Tips (P/N 11-010), Cassettes

Procedure

When the vials are at raom temperature, the tontrol materlal can be sed, For testinig
instructions, refer to the package Insert for the test assette 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 e using.

Storage and Stability

(holestech LOX Contrals are to be stored wpright and refrigerated at 2-8°C {36~46°%).

Stored under this condition, unopened vials can be expected to give stable resutts untf the

expiration date listed on the box, Opened vials are stable for 30 days refrigerated at 28

{36~-46°F). Minimize sxposure to strong light. /g”
i

DO HOT FREEZE.
Indications of Product Deteripration

Inabifty to abtain expected values may indicate product deterioration. Do not se 2 viat of
canteol If there i evirlence of 2 crack in the vial or microbial growth (cloudiness or ador). If
the recovered vales are niot within the expected fanges:

T Thark evaization dsts an canteal vial Diersed aotdasad nmduse

2. Review contro! product package insert and the operating proceduve for the Cholestech
LD¥ Analyzer and test cassette, then rin a test on 2 new vial of contral,

3. Ifthevaluesare st outside of the expected ranges, Gl Grolestech Technical Service at
18007330404 {15 only} or 5107327200 Putside US).

limitations of Precedures

+ When pipetting contrl materia! remove the pipette tip fiom the sample well hefor
releasiny the plunger or control materfal may be removed from the sample well causing
ETIONeqds results,

+ Chedkthe contyol assay sheet for the corect sample setting for uoring contrals.

+ Verify that the lot number an the contral vial and the assay sheet are the same, Each
control fot has diferent contre! ranges.

+ Erroneous conirel results may occurif the control material is not stored according to the
storage instructions or f controls are sed past the Josed or open vial expiration date,

- Discard any viat if there is evidence of product deterioration stch as clotiness or ador.

« This contra] miaterial is not to be used as a standard o for instrument calibration.

- Formoreinformatian, tefer ta the “Limitations” section ofthe package insert for the tast
cassette being used or the "Peecautions and Wamings” section of the Chofestech LDX
Syster User Manuai,

Expacted Results

Refer to the assay sheet for expected results. Be sure that the [ot number on the vial of control
corresponds tothe Jot number on the assay sheet,

The value and expected range for cach analyte are dedived from data using several
Cholestedh L% Analyzers and tassette lots. The expected mnge established applies only to
thislat of control, Ifa Jaboratory prefirs 1o setits owr ranges, see the Chalestech LOX System
Procedure Manual section “Quality Control” for instnrctions.

Technicel assistance may be obtzined by contacting Cholestech Technical Service at
1.800.733.0404 (U5 only) or 510.732.7200 {Dutside US).

S, Patents 5,674,414 and 5,770,451

For Tnstriections in European languages contaet yous local distributor, For the
name of your distributer email ctec_support@cholestech.com or call Cholestech
Customer Service, 510.732.7200,

Para instrucdones en idiomas enropeos, péngase en contacto con su distribuidor
local. 5§ no sabe cuit es €] nombre de su distribuidor, envie un comren electrinico
a ctec_suppert@cholestech.com e llame al Servicio de Atancién al Clisnte de
Cholestach al 510.732.7200.

Anleftungen in europEischet: Sprachen erhalten Sie vor Ihrem rtlichen Hindier
Den Namen des értlichen Bindlers erhalten Sie, wenn Sie per E-Mail (ctac_
support@cholestach.com) nachfragen oder sich tefefonischan den Kundendienst
von Cholestech unter der Rufoummer 510,732, 7200 wenden,

Per ottenere |e istruzioni tradotte nelle lingue europes, rivolgersial distributore
dizona. Per ottenere i nome del distributore di zona, inviare un messaggio di
posta elettronica a ctec_support@cholestech.com o chiamare il sarvizio dienti
Chalested: al numere 510.732.7200,

Pour cbtenir des directives d'utifisation dans une langue elrepéenng, contacter
vatre distributenr local. Pour connaitre le nom de votre distributenr, envoyerun
e-mail a ctec_support@chalestech.com ou appeler I service dientéte Cholestech
au 510.732.7200,

Para instrzgées em linguas europeias, contacte o seu distribuidor focal, Para
saher o nome do sex distribuidor, envie uma mensagem de carrein elactranico
para<tec_support@cholestech.comon contacte o Apoiozo Cliente da Cholestach,
parao ntimero 5190.732.7204,

Hvis der enskes anvisninger pa europaiske spreg, kontaktes den [olalé
forhandler. Navnat pa forbandieren fis ved at sende en e-mail il ctec_supportd
cholestach.com eller ringe tf Cholestech kumdeservice pa telefon 510.732.7200,
Kontakta din lokala dterforsifare fr anvisningar pd suropeika sprik. Friga
efter nérmaste aterforsiljare per e-post tifl ctec_suppart@cholestech.com eller
ting Cholestech kundservice, 510.732.7200.
Tia oBnyies oe Eupwmdinéc yhiooeg, OTE e TOV TOMI) gag Slavopéa,
T o dvopa rew Savonéa oat, enworzihere email o Steouvar cteq_support@
cholestech.com § 0% 2 TV Umi|pedia efurmnpEmong ATty Tog
Cholestech uto tyhépuve 510.732.7200.
Pokyny v eurGpskych jazykoch ziskate od miestneho distrifitora, Al cheta
ziskat meno distriinitora, napiite e-mailowd sprévu na adresye tec_support@
chalestech.com alebo zavalajte na oddelenie shufleb pre zilznikov spolotnosti
Cholestech na dsio 510.732.7200.
Hontakt din lokale forhandler bvis du vil ba instruksjoner pa et aurapeisk sprak.
Nawmet pé forhandlarenfar du vedd sande en e-posttil ctec_support@cholestech.
com eller kontakte kundeservice has Chalestech pi telefon 570.732.7200,

Cholestech LDX is & stgistered mademark of Cholestech Corporalion, MiniPet i 2 Iradsmark of TriContinent Scientific, Inc.




