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Mission® Hb Hemoglobin Testing System

Quick

* Hemoglobin (Hb) and Hematocrit (Hct) results in < 15 seconds
« Simply insert strip, apply specimen and read results

« Features auto-calibration for added convenience

« No specimen preparation required

« Low maintenance and quick clean up

Accurate

* Only 10pL capillary or venous blood required

* Precise results equivalent to automatic hematology analyzers

* Wide Hb measurement range of 4.5-25.6 g/dL with Hct range of 13-75%
« Stores up to 1,000 results

Portable

« Operated by battery or optional AC adapter

« Small and handheld for immediate diagnosis

« Ready to use in any point of care setting

« Dry strips eliminate inconvenience in shipping and storage of liquid reagents

Convenient

« Can test capillary and venous whole blood
* Minimal training required

* Easy to read large LCD

* Quick data transfer via Mini USB port

Specifications

Feature Technical Specification
Methodology Reflectance Photometry
Detection Principle Methemoglobin
Time to Results <15 seconds
Memory 1,000 tests with date/time and ID number
Specimen Volume 10 pL
Specimen Type Capillary and Venous whole blood
Hb Measurement Range 4.5-25.6 g/dL
Hct Range 13-75%
Wavelengths 525 nm
PC Interface Mini USB Port
Calibration Automatic
Hb Within Run Prevision CV = 3%
Hb Total Precision CV = 3%
Accuracy Hb 4.5-10 g/dL, + 0.4 g/dL; Hb 10-25.6g/dL, + 4%
Ambient Operating Conditions 10-40°C (50-104 °F); < 85% RH
Optimum Operating Conditions 15-30 °C (59-86 °F); < 85% RH
Meter Storage Conditions 0-50°C (32-122°F); < 90% RH
Strip Storage Conditions 2-30°C (36-86 °F); < 85% RH
Strip Shelf Life 2 years unopened canister; 3 months opened canister
Power Source 3 AAA Batteries or AC Adaptor
Battery Life 2,700 tests or 360 hours
Automatic Shut Off 8 minutes
Line Leakage Current 3 uA
Meter Dimensions (L X W X H) 127 mm x 58 mm x 25 mm (5.0"x2.28”x 0.09”)
LCD Dimensions (L X W) 39 mm x 37 mm (1.54” x 1.46")

Ordering Information

Product Name Catalog No. Components
1Meter 1 Warranty Card 1 Quick Reference Guide 2 Control Strips
. . . . J 10 Lancets (26G/1.3 mm) 10 Test Strips 1 Lancing Device Insert 1 Control Strip Insert
Mission” Hb Hemoglobin Testing System C111-3021 3AAABatteries 1 Lancing Device 1 Test Strip Insert 10 Capillary Transfer Tubes - Plastic
1Users Manual 1 Carrying Case 1Code Chip
50 Test Strips (25/Canister) 1 Code Chip 1 Test Strip Insert
C131_3011J 100 Test Strips (25/Canist 1 Code Chi 1 Test Strip Insert
Mission® Hb Hemoglobin Test Strips Ps anister) P P
J 50 Test Strips (25/Canister) 1 Code Chip 1 Test Strip Insert
C131-3021 50 Capillary Transfer Tubes - Glass/10 pL (25/Canister)
Mission® Hb Hemoglobin Control Strips C121—3031“/ 2 Control Strips (2/Canister) 1 Control Strip Insert
2 Level-0 Control Solution (1 mL/bottle) 1 Control Solution Insert
Mission® Hb Hemoglobin Control Solution C121-3091Y 2 Level-1 Control Solution (1 mL/bottle) 1 Control Solution Insert
2 Level-2 Control Solution (1 mL/bottle) 1 Control Solution Insert
Mission® Capillary Transfer Tubes Cc121-3081Y 50 Capillary Transfer Tubes - Plastic/10 pL
Mission® Lancets C121-30414 100 Lancets (26G/1.3 mm)
Mission® Lancing Device Cc121-3051Y 1 Lancing Device 1 Lancing Device Insert
Mission® Safety Lancets | C121-3061* 20 Lancets (21G/2.8 mm)
Mission® Hb Hemoglobin Adaptor Kit c121-3011Y 1 Power Adaptor
Mission® Hb Hemoglobin Data Transfer Kit C121-3021 1USB Cable 1 Installation Disk
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We also offer other rapid diagnostic and medical products:

Blood Glucose Monitoring Systems, Clinical Chemistry including Urinalysis, Imnmunoassay EIA/ELISA and more
CE Marked for sale in the European Community
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Mission

Sistemul Hb de testare a
hemoglobinei

Sectiunea 1. Introducere

Sistemul de testare a hemoglobinei Mission” este indicat pentru determinarea cantitativa
a hemoglobinei (Hb) si hematocritul calculat (Hct) in singe venos si capilar. Sistemul este
alcatuit din dispozitivul portabil Mission care analizeazad intensitatea si culoarea luminii
reflectate din zona de reactie de pe stipurile de testare, asigurind rezultate sigure si rapide.

Rezultatele testarii sunt oferite in mai pufin de 15 secunde, iar testarea propriu-zisa
necesitd doar o picaturd de singe integru. Dispozitivul Mission poate arhiva pind a 1000 de
rezultate si inregistrarile pot fi transferate la un calculator pentru analizare ulterioard, prin
intermediul portului USB.

Pentru a asigura rezultate exacte, respectati urmatoarele reguli:

e  (Cititi instructiunea de utilizare sau treceti trainingul necesar.

e  Utilizati cipul de codare care insoteste fiecare cutie de stripuri de testare.
e  Folositi doar stripurile de testare Mission Hb Hemoglobin.

e A se utiliza sistemul Mission doar pentru diagnosticul in vitro.

e A se utiliza doar profesional.

e A se testa doar mostrele de singe integru.

e EDTA sau anticoagulantii pe baza de heparina pot fi utilizate.

e A nuse lasa la indemina copiilor.

Sectiunea 2. Primii pasi

Inspectati setul din cutie si observati daci exista careva nereguli vizibile. In caz de existent
a acestora, contactati distributorul local al productiei. Scoateti intreg confinutul cutiei. Setul
trebuie sa contind urmatoarele:

e Hb Meter - dispozitivul de testare- citeste
stripurile de testare si afiseazd concentratia




hemoglobinei si calculeaza valoarea hematocritilor (Hct).

Cutie cu stripuri de testare — parte a sistemului si folositd impreund cu dispozitiv
pentru masusrarea Hb si Hct.

Baterii AAA.

Cip de codare — calibreaza automat dispozitivul cu numarul codat atunci cind este
inserat in dispozitiv.

Strip de control — verifica operarea adecvata a dispozitivului prin verificarea daca
dispozitivul poate detecta o valoare pre-calibrata.

Tub de transfer capilar — colecteaza 10 pl de singe capilar pentru testarea singelui
din deget.

Husa — ofera mobilitate testarii. Sistemul este portabil.

Lancete sterile.

Dispozitiv de intepare — se utilizeaza cu lancete sterile pentru colectarea mostrelor
de singe.

Sectiunea 3. Stripuri de testare

dispozitivul Mission pentru masurarea concentratiei
hemoglobinei din singe venos si capilar.

Stripurile de testare sunt stripuri subtiri din plastic,
contin reagent chimic care functioneaza cu

Zona de aplicare a mostrei (ZAM) — dupd ce

stripul este inserat in canalul pentru stripuri, plasati 10 pl
de singe in centrul stripului de testare. Zona pentru
aplicarea mostrei este vizibila atit din fata cit si din spatele
stripului de testare.

Sageti de inserare — sunt localizate in fata stripului de testare si arata directia de

Inserare a acestuia.

Aplicarea mostrei

Pentru obtinerea celor mai bune rezultate, umpleti zona de aplicare a mostrei cu
aproximativ 10 pl de singe. Rezultate incorecte pot apdrea in cazul in care mostra nu este

corect aplicatd sau dacazona nu este corect umpluta.

Dupa aplicarea mostrei, asigurati-vd cd ZAM este acoperitd complet. ZAM
trebuie sd rdmind acoperitd pe tot parcursul testului. Daca ZAM nu este suficient de bine
acoperita sau volumul mostrei este prea mare, repetati testarea pe un alt strip.

N.B. Nu adaugati inca singe pe ZAM, in cazul in care mostra aplicata este prea mica.

Eroarea E-5 sau un rezultat scazut pot aparea pe ecran.
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Pe fiecare cutie de stripuri, veti gasi urmatoarele inscriptii importante:

CODE- codul numeric; LOT- numarul lotuluiVnumérul stripurilor; g termenul
de expirare al cutiei sigilate.

De fiecare datd cind o cutie este deschisa, inscrieti data deschiderii pe ea, adagati la
aceasta 3 luni si inscrieti termenul de valabilitate al cutiei deschise.

Masuri de precautie pentru stripurile de testare

Stripurile de testare trebuie pastrate in cutie sa originald, pentru a le asigura conditia buna
de functionare.

Nu pastrati stripurile de testare inafara cutiei originale. Ele trebuie pastrate in cutia sa
originald, cu capacul bine inchis.

Nu transferati stripurile in cutie noua sau intr-un alt container.

o O cutie noua de stripuri poate fi utilizatd in decurs de 3 luni din momentul deschiderii.

Aruncati cutia dupd expirarea termenului de 3 luni din momentul deschiderii. Utilizarea
stripurilor dupa expirarea termenului de 3 luni din momentul deschiderii, poate provoca
rezultate gresite in urma testarii.

A se utiliza doar pentru diagnosticul in vitro.

Nu utilizati stripurile indoite, stricate sau alterate in vreun mod. A nu se utiliza de 2 ori
acelasi strip.

Inainte de a executa testul la hemoglobina, verificati ca codul muneric indicat pe ecranul
dispozitivului sd coincidd cu numarul indicat pe cutia cu stripuri.

Stripurile de control

Stripurile de control Mission sunt stripuri subtiri, din plastic, utilizate Tmpreund cu
dispozitivul Hb Meter, cu scopul verificarii sistemului optic. Dupa inserarea stripului in
dispozitiv, sistemul optic al acestuia determind intensitatea culorilor din stripul de
control. Pe ecran pot aparea urméatoarele rezultate:

YES — dispozitivul lucreaza bine.
No — dispozitivul nu functioneaza bine.
Precautii pentru stripurile de control

e Stripurile de control se pastreaza in cutia inchisa, la temperatura camerei 2-30°C
si evitati contactul direct cu razele solare, temperaturile inalte si umiditate.
e Stripurile se vor pastra in cutie Inchisa bine, pentru a le pastra in conditie buna.



¢ A nu se ingheta sau raci.

e A se pastra curate. A nu se indoi. A nu se atinge regiunea de testare a stripurilor.
e A nu se utiliza dupa expirarea termenului de valabilitate.

e Dooar pentru utilizare in vitro.

e A nu se utiliza dupa expirarea termenului de valabilitate indicat pe cutie.

N.B. Nu utilizati stripurile indoite, decolorate sau alterate.

Sectiunea 4. Setarea initiala
Inainte de inceputul testarii,, verificati dacd urmatoarele proceduri sunt respectate.
1.Porniti dispozitivul Hb Meter

Dispozitivul poate fi utilizat cu ajutorul Adaptorului AC sau a bateriilor 3 AAA care vin
in set. Pentru a utiliza dispozitivul cu baterii, inserafi cele 3 baterii in sectiunea pentru
baterii in spatele la Hb Meter. Dupa inserarea bateriilor, dispozitivul se va porni automat
si va arata data si timpul. Dupa setarea acestora, el se va stinge automat.

Apasati butonul pentru a porni dispozitivul. Pentru citeva secunde, ecranul va afisa
toate simbolurile utilizate in lucru. Dispozitivul se va stinge automat, dupa 8 min de
pauza de lucru.

2.Codarea dispozitivului Hb Meter

De fiecare data, cind o noua cutie de stripuri trebuie utilizata, cipul de

= E2
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codare, care vine in set cu fiecare cutie noud, trebuie inserat In e
dispozitiv. Scoateti cipul de codare din cutia cu stripuri.Comparati codul 5 ﬁEH
numeric de pe cip, cu codul indicat pe cutia de stripuri. Rezultatele pot fi ‘
inexactedaca cele doua coduri nu sunt identice. Contactati distributorul cope
Dvs oficial in cazul in care veti depista aceasta iregularitate.
Inserati noul cip in sectiunea pentru cip, din partea
V T——_ ] dreaptd a dispozitivului. De reguld, el se introduce cu
= | | usurintd. Cipul rdmine in dispozitiv pe parcursul utilizarii
9 cutiei de stripuri respective. A nu se scoate cipul pe
\ 678  parcursul utilizarii stripurilor din cutia de provenienta.
Codul numeric de pe cip va aparea pe ecranul
dispozitivului dupa pornirea acestuia.
N.B. Daca cipul nu este corect introdus sau daca el lipseste, dispozitivul va afisa 3
liniute pe ecran.



Sectiunea 5. Setarea dispozitivului si optiuni

Cu dispozitivul inchis, apasati butonul “ si tineti-1 apasat timp de 4 sec, pentru a
accesa modul de setare.

N
LLb

Apasati sagetile stinga sau dreapta pentru a alege diverse submoduri de setare:

No. SEt Setarea numarului testului. Numarul testulu poate fi stabilit de la 1 la 999.

SEt Setarea sistemului,inclusiv a datei, timpului, resetarea numarului, unitati si
sunet.

CHE Modul de verificare optica.

PC Modul de transfer a datelor.

dEL Modul de stergere a memoriei.

Elt Iesire din modul de setare si salvarea schimbarilor atunci cind se apasa “ .
Dispozitivul se va Intoarce automat la ecranul initial.

Setarea numarului testului

No.

"
.- :. =. De la ecranul cu No.SEt, apasati “ pentru a intra in setdrile numarului
-‘ - "a testului.

No. o . . cpx
° ‘ " Numarul testului poate fi setat cu orice cifra de la 1 1la 999.

2
"‘ ile pind cind veti alege numarul solicitat. Dupa ce dispozitivul va ajunge la 999,
urmatorul numar de test va fi 1.

Apasati [{] pentru a reveni la meniul setarilor.

Setarea sistemului

O )
De la ecranul SEt, apasati “ pentru a accesa setarea sistemului. -, o o

Setarea timpului si a datei




Prima optiune seteaza timpul la modul de 12 sau 24 ore. Apasati sagetile pentru a alege una din
optiuni.

A 5
PH . 24H
k.

Apasati “ pentru a salva si avansa la setarea anului. Cifra anului va aparea in virful
ecranului. Apasati sagetile pina la alegerea anului potrivit.

Apasati [l entru a salva si avansa la setarea lunii i datei.
p p

Sectiunea 6. Testarea

Inainte de a purcede la testare, utilizatorul trebuie sa citeasca cu atentie instructia de
utilizare.  Urmatoarele etape aratd procedura de masurare corectd a concentratiei de
hemoglobina.

Colectarea mostrei

Dispozitivul Meter Hb solicita utilizarea unei mostre de un volum extrem de redus de
singe integru. Se poate utiliza singe proaspit colectat venos sau capilar. Inainte de testare, alegeti
o suprafatd curata si uscatd. Revizuiti procedura si asigurati-va ca toate cele necesare testarii va
stau la dispozitie.

Colectarea singelui cu ajutorul dispozitivului de intepare

Pentru a obtine picatura de singe din deget, ajustati adincimea penetratii lancetei in deget
pentru a reduce discomfortul. Scoateti partea de sus a dispozitivului de Intepare si inserati lanceta
sterila.

Plasati bine lanceta sterila in dispozitiv si scoateti capacelul rotund. Pastrati capacelul
rotund pentru a-1 plasa pe lanceta la debarasare.



Plasati cu grija inapoi capacul dispozitivului. Evitatati contactul cu acul.

LN
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Asigurati-va ca capacul este bine plasat. Ajustati adincimea puncatiei prin invirtirea
capacelului dispozitivului. In total, aveti la dispozitie 6 adincimi de ajustare. Pentru a reduce
discomfortul, utilizati cea mai mica adincime (ea de regula produce picatura necesara de singe).
Setarea 1 si 2 sunt destinate pielii sensibile si subtiri. Setarile 3 si 4 sunt pentru piele normala, 5
si 6 sunt pentru piele groasa.

Trageti de partea surd, inferioard a dispozitivului pind auziti un click. Aceasta Inseamna
ca dispozitivul este Incarcat si pregatit pentru ntepare.

Inainte de a purcede la testare, asigurati-vd ci mina pacientului este relaxati si calda.
Folositi apa calda pentru a intensifica circuitul sangvin sau masati mina de la incheietura pina la
virful degetelor. Curatati degetul cu alcool si asigurati-va ca s-a uscat. Apdsati pe butonul sur de
pe corpul dispozitivului pentru realizarea Inteparii.

Pentru a scoate lanceta nesterila sau folosita urmati urmatorii pasi:

1. Scoateti capacul dispozititvului si plasati capacul protector al lancetei pe ea.

2. Miscati butonul sur, lung inainte, pentru a scoate lanceta.




Testarea singelui venos

e Singele trebuie testat in maxim 8 ore din momentul colectarii.

e Mostra trebuie sa fie de o consistentd omogend, pentru asigurarea distributiei uniforme a
celulelor.

e Daca mostra a fost Inghetata, asigurati-va ca ea a fost incalzita la temperatura camerei (15-
30°C).

e Alta coagulanti decit EDTA nu se recomanda spre utilizare.

Testarea singelui din deget

Stergeti prima picaturd de singe. Apasati usor degetul pentru a obtine o altd picatura. Colectati
10ul de singe capilar in pipeta sau tub pentru transfer capilar. Aplicati a doua picatura de singe
pe ZAM.

N.B. Nu atingeti stripul cu tubul pentru transfer capilar. Utilizarea ultimului se recomanda pentru
obtinerea unor rezultate exacte.

Mostrele de singe pot fi obtinute si cu ajutorul dispozitivului de intepare, care vine 1n set.

Pastrarea si curatirea aparatului

Pentru obtinrea celor mai bune rezultate, aparatul trebuie curatit cel putin dupa fiecare zi
de testare. Suprafata poate fi curatitd cu ajutorul unui material uscat sau umed, dupa necesitate.
Este preferabil ca aparatul sd fie pastrat in husa proprie dupa sfarsitul utilizarii. Nu utilizati
solventi organici, dizolvanti sau alte substante toxice pentru curatirea aparatului. Aceasta ar
putea cauza deteriorarea lui.
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Section 1  Introduction

The Mission® Plus Hb Hemoglobin Testing System is intended for the
quantitative determination of hemoglobin (Hb) and calculated hematocrit
(Hct) in capillary and venous human whole blood. The easy to operate
system consists of a portable meter that analyzes the intensity and color of
light reflected from the reagent area of a test strip or device, ensuring quick
and accurate results.

The Mission® Plus Hb Hemoglobin Testing System provides results in less
than 15 seconds and requires only a single drop of whole blood. The meter
can store up to 1,000 results and records can be transferred to a computer
for further analysis using the USB port. The meter can be operated by 4
AAA (1.5V) batteries or an optional AC adapter.

To ensure accurate results:
® Read instructions and complete any necessary training before use.

® Use the code chip that accompanies each box of test strips or
devices.

e Use only Mission® Plus Hb Hemoglobin Test Strips or Mission® Plus
Hb Hemoglobin Test Devices with the Mission® Plus Hb Hemoglobin
Meter.

® For in vitro diagnostic use only.
® For professional use only.

® Test only whole blood specimens. EDTA or heparin anticoagulants
can be used.

® Keep out of reach of children.

Note: Throughout this user guide, meter parts or functions will
appear in bold. Items appearing on displays are identified
in bold italics.



Section 2 Getting Started

Inspect the kit box, meter and accessories for any visible damage. For US
customers, call customer service toll free at 1-(800)-838-9502 if any visible
damage exists. For customers outside the US, contact your local
distributor. Remove the meter and other packaging contents from the kit
box. The starter kit consists of the following:

For use with test strips:

. ‘
Mission® Plus Hb

Canister of Test Strips

% Code Chip

L T TENR ]
Control Strip
- L
Hb Meter Capillary Transfer Tube/Dropper
.
.
.
.
AAA Batteries Carrying Case
Lancing Device Sterile Lancets



For use with test devices:

Mission® Plus Hb . i
{ Canister of Test Devices
w % Code Chip
Control Device
.'_}_
Hb Meter
|
—_—
.
L >

Capillary Transfer Tube/Dropper

AAA Batteries Carrying Case
Lancing Device Sterile Lancets



Hb Meter: Reads the test devices and displays the hemoglobin (Hb)
concentration and calculated hematocrit (Hct) value.

Test Strips or Test Devices: Part of the system and used with the meter
to measure Hb concentration and calculated Hct in blood.

Code Chip: Automatically calibrates the meter with the code number when
inserted into the meter.

Capillary Transfer Tubes or Droppers: Collects 10 L of capillary blood
for fingertip blood testing and accurate results.

AAA Batteries: Provides power for the meter.

Carrying Case: Provides portability for testing.

User’s Manual: Provides detailed instructions on using the Hb
Hemoglobin Testing System.

Quick Reference Guide: Provides a brief overview of the Hb Hemoglobin
Testing System and testing procedures.

Test Strips or Test Devices Package Insert:  Provides detailed
instructions on using the Hb Hemoglobin Test Strips or Test Devices.
Lancing Device: Used with sterile lancets to prick the fingertip for blood
specimen collection. The packaged lancing device has multiple depth
settings, allowing users to adjust the depth of the puncture and minimize
discomfort. It can also eject the used lancets.

Lancing Device Package Insert: Provides detailed instructions on using
the Lancing Device.

Sterile Lancets: Used with lancing device to draw blood specimens.
Sterile lancets are inserted into the lancing device with each blood draw and
discarded after use.

Control Strip or Control Device: Verifies the proper operation of the
meter by checking that the meter can detect a pre-calibrated value.

Control Strip or Control Device Package Insert: Provides detailed
instructions on using the Hb Hemoglobin Control Strips or Control Devices.
Warranty Card: Should be completed and returned to the distributor to
qualify for the 2-year meter warranty.



Section 3 Components

The Mission® Plus Hb Hemoglobin Meter reads the test strips and displays
the hemoglobin (Hb) concentration and hematocrit (Hct) value. Use this
diagram to become familiar with all the parts of your meter.

Meter

For use with test strips:

Mission'prus Ho = L —
B et 4o

%

SN 495A0KGHNEX.




1 USB Port 6 Left Arrow <« Button
2 Liquid Crystal Display (LCD) 7 Strip/Device Channel
3 Code Chip 8 Strip/Device Holder
4 Right Arrow » Button 9 Code Chip Slot

5 On/Off Q) Button 10 Battery Cover

Meter Display

During testing, the Mission® Plus Hb Hemoglobin Meter will display icons
showing the status, options available and prompts for testing:

Battery Sound Icon

Date and Time —83 33 ELEA

Test Number —|

Test Result Area 7} ‘. ‘. ‘
D D)
AR "R "4 I

Memory —MEM g/dL mmol/L

Code —{CODE | HCT BB %

Measurement Unit HCT Value

Test Strip and
Blood Drop Symbols

Sound Icon: Appears when the sound is turned on.

Battery: Appears when the battery should be replaced.

Test Number: Indicates assigned test number.

Test Result Area: Indicates test result or displays menu options.
Memory: Indicates a test result is being recalled from memory.

Code: Indicates the code number of the test strip or devices.
Measurement Units: Indicates the units for the test result.

Hct Value: Shows calculated Hct value.

Test Strip and Blood Drop Symbols: Indicates when to insert test
strip/device or apply specimen.



Meter Use and Precautions

Do not get water or other liquids inside the meter.
Keep the Strip/Device Channel clean.

Keep the meter dry and avoid exposing it to extreme temperatures or
humidity.

Do not drop the meter or get it wet.  If meter is dropped or has gotten
wet, ensure the meter is working properly by running an Optical Check.
Refer to Optical System Check in Section 8 for details.

Do not take the meter apart. Taking the meter apart will void the
warranty.

Refer to Section 10 Maintenance for details on cleaning the meter.
Keep the meter and all associated parts out of reach of children.

Note: Follow proper precautions and all local regulations when
disposing of the meter and used batteries.

All Hb systems preventive warnings with regard to EMC

1.

This instrument is tested for immunity to electrostatic discharge as
specified in IEC 61000-4-2. However, use of this instrument in a
dry environment, especially if synthetic materials are present
(synthetic clothing, carpets, etc.) may cause damaging static
discharges that may cause erroneous results.

This instrument complies with the emission and immunity
requirements described in EN 61326-1 and EN 61326-2-6. Do not
use this instrument in close proximity to sources of strong
electromagnetic radiation, as these may interfere with proper

operation of the meter.

For professional use, the electromagnetic environment should be

evaluated prior to operation of this device.

7



Test Strips

The Mission® Plus Hb Hemoglobin Test Strips are thin plastic strips which
contain a chemical reagent system which works with the Mission® Plus Hb
Hemoglobin Meter to measure the hemoglobin (Hb) concentration in capillary
and venous whole blood.

Each test strip appears as shown:
Front Back

Insert Arrows —
Specimen Application Area—

Specimen Application Area - After strip is inserted into the Strip Channel,
apply 10 pL of blood to the center of the test strip. The Specimen
Application Area is visible from the front and the back of the test strip.

Insert Arrows - Located on the front of the test strip, the arrows show the
direction in which the test strip should be inserted.

Test Devices

The Mission® Plus Hb Hemoglobin Test Devices are plastic devices, in which a
reagent layer containing a chemical reagent system works with the Mission®
Plus Hb Hemoglobin Meter to measure the hemoglobin (Hb) concentration in
capillary and venous whole blood.
Each test device appears as shown:

Front Back

Insert Arrows

Specimen
Application Area

Handle



Insert Arrows - Located on the front of the test device, the arrows indicate the
direction in which the test device should be inserted.

Specimen Application Area - After device is inserted into the Device Channel,
apply 10 pl of blood to the hole in the center of the test device.

Handle - Located on the end of the test device, the handle is used to insert
and remove the test device from the meter.




Specimen Application

For best results, fill the Specimen Application Area with approximately 10 pL

of blood specimen. Incorrect results may occur if the specimen is not

applied correctly, or if the Specimen Application Area is not filled.

Front Side

Correct

Front Side

Correct

Before Testing

\ Front ront Side|
.
N\
m MA
2 A
\ \
Incorrect- Incorrect-

Not enough blood Too much blood

Before Testing

Front ront Side
A
\

Incorrect- Incorrect-
Not enough blood Too much blood

After applying the specimen, ensure the Specimen Application Area is

completely covered. The Specimen Application Area should remain

covered throughout the entire test.  If the Specimen Application Area is not

covered, or if there is too much specimen covering the Specimen Application

Area, repeat the test with a new test strip or device.

After Testing

Back \Back
\
Or
\
\

Incorrect-

Correct Not enough blood
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After Testing
Back

Correct Incorrect-
Not enough blood



Note: Do not add more blood to the test strip or test device if the
specimen applied to the Specimen Application Area is too
little. Error E-5 or a low result may appear on the display.
Discard the used strip/device and retest.

Code Number

Each package of test strips or test devices is printed with a code number
[CODE, lot number [IOT], unopened expiration date & and test quantity V4
Whenever a new canister is opened, mark the date on the label. Calculate
the opened expiration date by adding three months. Record this opened

expiration date on the label.

. . @

Mission® plus

- prirdet et

Hb Hemoglobin Test Strips (¥
REF C 1

[copg] 125 ‘
W 10

m (1], §CE

Test Strips or Test Devices Precautions and Instructions

for Use
® Test Strips or Test Devices should be stored tightly capped in their
protective canister to keep them in good working condition.

® Do not store test strips or test devices outside their protective canister.
Test strips or test devices must be stored in the original canister with
the cap tightly closed.

® Do not transfer test strips or test devices to a new canister or any
other container.

® Replace the cap on the test strips or test devices canister immediately
after removing a test strip or test device.
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® A new canister of test strips or test devices may be used for 3 months
after first being opened. The opened expiration date is 3 months
after the date the canister was first opened. Write the opened
expiration date on the canister label after opening. Discard the
canister 3 months after it is first opened. Usage after this period may
result in inaccurate readings.

® For in vitro diagnostic use. Test strips or test devices are to be used
only outside the body for testing purposes.

® Do not use test strips or test devices that are torn, bent, or damaged
in any way. Do not reuse test strips or test devices.

® Before performing a hemoglobin test, make sure that the code
number on the meter display matches the number shown on the test
strip canister and on the code chip ink-jet printed.

Refer to the test strips or test devices package insert for more details.

12



Control Strips or Control Devices

The Mission® Plus Hb Hemoglobin Control Strips or Control Devices are
plastic strips or devices containing a brown reference pad which works with the
Mission® Plus Hb Hemoglobin Meter to ensure the optical system is working
properly. After the control strip or device is inserted into the meter, the optical
system of meter detects the color intensity of the control strip or device. The
meter displays YES or no to show whether the meter is functioning properly.
Refer to Section 8 Optical Check for details.

The control strip/device appears as shown below:

Front Back Front Back

>

-
o
=

Precautions

® Store in the closed canister at room temperature within 2-30°C (36 -
86°F) and avoid exposing it to direct sunlight, extreme temperature or
humidity.

® Control strips or control devices should be stored tightly capped in
their protective canister to keep them in good working condition.
® Do not freeze or refrigerate.

® Keep the control strips or control devices clean and do not bend. Do
not touch the test area of the strip or device.

® Remove the control strip or control device for immediate use. Put
13



the control strip or control device back and close the canister tightly
immediately after use. Do not use contaminated, discolored, bent or
damaged control strips or control devices.

® Do not use after the expiration date.
® For in vitro diagnostic use only.
Storage and Handling

® Store control strips or control devices in a cool, dry place. Store
away from heat and direct sunlight.

® Transport and store in its closed canister within 2-30 °C (36-86 °F),
less than 85% humidity.
® Do not freeze or refrigerate.

® Replace the cap on the control strips or control devices canister
immediately after removing it from container.

® A new canister of control strips or control devices may be used for 1
year after first being opened. The opened expiration date is 1 year
after the date the canister was first opened. Write the opened
expiration date on the canister label after opening. Discard the
canister 1 year after it is first opened. Usage after this period may
result in inaccurate readings.

Note: The expiration date is printed in a Year-Month format.

For example, 2011-01 is January, 2011.

14



Section 4  Initial Setup

Before testing, ensure the following procedures are followed.

Turn on Meter

The meter can be operated using the certified AC Adapter or 4 AAA batteries
(1.5V).

To use the meter with batteries, insert 4 AAA batteries (1.5V) into the battery
compartment located on the back of the meter.

To use the meter with the power adapter, connect the Mini USB port of the power
adaptor to the USB port located on the top of the meter with a USB cable, and
plug the adaptor into a 100-240V ac, 50-60 Hz primary power outlet.

The meter can also be powered from the USB port of a personal computer,
connected by a USB cable.

The meter will turn on automatically after the batteries are inserted. The
meter will display the date and time setup screen. Refer to Section 5 Meter
Setup for details. After the date and time have been set, the meter will
automatically turn off.

Press (I) to turn the meter on. The screen will briefly display all of the LCD
symbols. Observe the LCD at startup to ensure all segments and display
elements are turned on, and there are no missing icons or elements. After
startup, observe there are no permanently turned on segments or icons.  After
the power-on diagnostic check, the Initial Screen will be displayed.

The meter will turn off automatically after 8 minutes of inactivity.
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Coding the Meter

Each time a new box of test strips or test devices is used, the code chip
packaged with the new box of test strips or test devices must be inserted into
the meter. Take the code chip from the test strips or test devices box.
Compare the code number on the code chip with the code number printed
on the canister label. Results may be inaccurate if the two numbers are not
identical. For US customers, immediately call customer service toll free at
1-(800)-838-9502 if the code number on the code chip does not match the
number on the canister label with which it was packaged. For customers
outside the US, contact your local distributor immediately.

Insert the new code chip into the code chip slot of the meter. It should
easily snap into place. The code chip should remain in the meter. Do not
take it out until a new box of test strips or test devices is needed. The code
number will appear on the Initial Screen after startup.|

CODE| 678

T T CODE
For US Customers, immediately call customer service toll free at
1-(800)-838-9502 if the code number on the code chip does not match the
number that is displayed on the screen. For customers outside the US,
contact your local distributor immediately.

If the code chip is not properly inserted into the code chip slot, or if it is
missing, the meter will display three dashes as shown below.

R\

CODE
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Section 5 Meter Setup and Options

With the meter turned off, press and hold d) for 4 seconds to enter Meter
Setup mode shown below.

Press 4 or P> to display several setup submodes:

No. SEt Test number setup. The test number can be set from 1 to 999.

SEt System setup, including date, time, test number reset, units and
sound.

CHE Optical Check mode. Refer to Section 8.

PC Data Transfer mode. Refer to Section 7.

dEL Memory Delete mode. Refer to Section 7.

Elt Exit setup modes and save changes when (!) is pressed.

The meter will automatically return to the Initial Screen.

Press d) to enter the mode when the desired submode is displayed.
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Test Number Setup

From the No. SEt screen, press (I) to enter Test Number Setup.

o o
LLh
Al

The test number can be set to any number from 1 — 999

No.

Press < or » until the correct test number is displayed. To quickly cycle to
the desired test number, press and hold <« or ».

Press d) to save and return to the Meter Setup screen.
Note:

Once the meter reaches test number 999, the next test
number will be 1.
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System Setup

From the SEt screen, press d) to enter System Setup.

Hour Setup

The first option sets the clock to either 12 or 24 hour mode. Press « or »
to switch between the two settings.

N/
LN}

Press d) to save and advance to Year Setup.
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Year Setup

The year will appear at the top of the display. Press <« or » until the
correct year is displayed.

20 0%

Press d) to save and enter Month and Date Setup.

Month and Date Setup

The month and date will appear at the top of the display separated by a
single dash (-), with flashing month. Press <« or » until the correct month
is displayed.

Press d) tosave. The day will flash. Press < or » until the correct day

is displayed, then press d) to save and proceed to Time Setup.
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Time Setup

The hour and minutes will appear at the top of the display separated by a
colon, with flashing hour.

3
Ty
(XX
==}
o
=

Press <« or » until the correct hour is displayed. Press (I) to save and
proceed to Minutes.

Note: The meter will display AM or PM if the 12H time setting is
chosen.

Minutes will flash. Press <« or » until the correct Minutes are displayed.
press O to save and proceed to Test Number Reset Setup.

Test Number Reset Setup

Press <« or P to turn the test number reset ON or OFF. The test number
will reset to 1 for each new day of testing when the test number reset is
turned on. Press © to save and proceed to Units Setup.

No.SEE No. SEE
| ol g

-, OR

AR T
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Units Setup

Press « or » to select either g/dL, g/L or mmol/L.

OR OR

g/dL g/ L mmol/L

Press d) to save and proceed to Sound Setup.

Sound Setup

Press <« or » to select sound either ON or OFF. The Sound Symbol will
appear on the display when the sound is turned on. Press O tosave and
return to the setup screen.

R N vl

Tt
AR

Press <« or » until Elt is displayed and press d) to exit setup. The
screen will briefly go blank and display the Initial Screen.
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Section 6  Testing

Before performing any test, the user should review the Mission® Plus Hb
Hemoglobin meter manual for detailed instructions. The following steps show
how to use each component to measure the hemoglobin concentration.

Specimen Collection

The Mission® Plus Hb Hemoglobin Meter requires a very small specimen
which may be obtained from the whole blood. Fresh or EDTA or
heparin-anticoagulated capillary or venous whole blood may be used.
Before testing, choose a clean, dry work surface. Review the procedure and
make sure all of the items needed to obtain a drop of blood are available.

Venous Blood Testing

For fresh whole blood venous specimens, collect the venous blood in a
closed container with EDTA or heparin anticoagulants. Mix the specimen
well, then collect approximately 10 pL into a plastic syringe or pipette.
Apply it to the center hole of the Specimen Application Area of the
strip/device. Do not touch the test strips or test devices with the pipette.
® \Whole Blood must be tested within 8 hours of collection.
® Mix the specimens well before testing in order to ensure the cellular
components are evenly distributed.
® Allow the specimen to come to room temperature (15-30°C or 59-86°F)
for approximately 15 minutes if the specimen has been refrigerated.
® Anticoagulants other than EDTA and heparin are not recommended
for use.
Note: Refer to NCCLS Documents H3-A6, Collection of Diagnostic
Blood Specimens by Venipuncture.

Fingertip Blood Testing

Wipe away the first drop of blood. Apply light pressure to obtain a second
drop of blood. Collect 10 pL of capillary blood using a Capillary Transfer
Tube or pipette.
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Note: Referto NCCLS Documents H04-A6, Collection of Diagnostic
Blood Specimens by Skin Puncture.
For use with the Capillary Transfer Tube, hold the tube slightly downward
and touch the tip of the Capillary Transfer Tube to the blood drop. Capillary
action will automatically draw the sample to the fill line and stop.

Note: Make sure the blood covers the air vent of the tube or it will
be hard to squeeze blood out. Never squeeze the Capillary
Transfer Tube while sampling.
Align the tip of the Capillary Transfer Tube with the center hole of the
Specimen Application Area of the test strips or test devices to apply the
second drop of blood (approximately 10 pL).

Note: Do not touch the test strips or test devices with the Capillary
Transfer Tube or pipette. The capillary blood should be
tested immediately after collected. Use of a Capillary
Transfer Tube or pipette is recommended for accurate
results.
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For REF C112-3021/C112-3031:

Blood specimens can also be obtained by using a lancing device. Refer to
the instructions below for details.

Cocking Barrel Lancet Holder

Sterile Lancet

iﬁi}

Ejection Button Safety Tab
Release Button Puncture Depth Lancing Device
Settings Cover

For obtaining a drop of blood from the fingertip, adjust the penetration depth
on the lancing device to reduce discomfort.

Unscrew the lancing device cover from the body of the lancing device.
Insert a sterile lancet into the lancet holder and push it until the lancet comes
to a complete stop in the lancet holder.

g -7/—-

~]

Hold the lancet firmly in the lancet holder and twist the safety tab of the
lancet until it loosens, then pull the safety tab off the lancet. Save the
safety tab for lancet disposal.
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Carefully screw the cover back onto the lancing device. Avoid contact with

the exposed needle. Make sure the cover is fully seated on the lancing
device.

Adjust the puncture depth by rotating the lancing device cover. There are a
total of 6 puncture depth settings. To reduce discomfort, use the lowest
setting that still produces an adequate drop of blood.

Use settings 1 and 2 for delicate skin, 3 and 4 for normal skin, and 5 and 6
for calloused or thick skin.

Note: Greater pressure of the lancing device against the finger will
also increase the puncture depth.

Pull the cocking barrel back to set the lancing device. A click may be heard.
The device is now loaded and ready for obtaining a drop of blood.

&

\\
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Prior to testing, make sure the patient's hand is warm and relaxed before
collecting the capillary blood specimen. Use warm water to increase blood
flow if necessary. Massage the hand from the wrist up to the fingertip a few
times to encourage blood flow.

Clean the testing site with an alcohol swab and then dry the testing site
thoroughly.

Hold the lancing device against the side of the finger to be lanced with the
cover resting on the finger. Push the release button to prick the fingertip.
A click should be heard as the lancing device activates. Gently massage
from the base of the finger to the tip of the finger to obtain the required blood
volume. Avoid smearing the drop of blood. For the greatest reduction in
pain, lance on the sides of the fingertips. Rotation of sites is recommended.
Repeated punctures in the same spot can make the fingers sore and
callused.

Note: Make sure the patient's hand is warm and relaxed before
collecting a capillary blood specimen. Use warm water to
increase blood flow if necessary.
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Disposal of the Lancet

Unscrew the lancing device cover. Place the safety tab of the lancet on a
hard surface and carefully insert the lancet needle into the safety tab.

Press the release button to make sure that the lancet is in the extended
position.  Slide the ejection button forward to eject the used lancet. Place
the lancing device cover back on the lancing device.
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Test Processing

Ensure the meter is set up properly as described in previous sections. Turn
the meter on. The screen will briefly display all of the LCD symbols.
Observe the LCD at startup to ensure all segments and display elements are
turned on, and there are no missing icons or elements. The meter will
briefly show a blank display. Observe there are no segments or icons
permanently turned on.

After startup, the Initial Screen will be displayed. Ensure the code chip is
inserted, and compare the number showed in the display with the code
number printed on the canister label. Refer to Section 4 Coding the Meter.
The strip symbol will flash when the meter is ready for the device to be
inserted.
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Testing

For use with a test strip, insert a test strip into the Strip/Device Channel in
the same direction as the arrows indicate on the strip. Ensure that the test
strip is inserted all the way to the end of the Strip/Device Channel, until the
white edge of the test strip above the black line is no longer visible.

For use with a test device, insert a test device into the Strip/Device Channel
in the same direction as the arrows indicate on the device. Ensure that the
test device is inserted all the way to the end of the Strip/Device Channel,
until the Insert Arrows are parallel with the two arrows on the Device Holder.
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The blood drop symbol will flash when the meter is ready for the specimen
to be applied. Apply approximately 10 pL of blood to the center hole of the
Specimen Application Area of the test strip or test device.

Note: For testing capillary blood, use the second drop of blood for
accurate results. Refer to Section 6 Fingertip Testing for
details.
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The meter will begin testing automatically with three dashes in a line
flashing on the display indicating the test is in progress.
l'i ‘l 1]
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No. 3

Hb results will be displayed within 15 seconds, with Hct value displayed at
the bottom of the screen.

If the concentration of hemoglobin is less than 4.5 g/dL (45 g/L or 2.8
mmol/L), the meter will display Lo. The meter will display Hi if the
concentration is more than 25.6 g/dL (256 g/L or 15.9 mmol/L).
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Remove the used test strip or test device. The meter will return to the initial
screen ready for another test strip or test device to be inserted and a test
performed.

Note: Discard all blood specimens, used test strip or test device and
materials carefully. Treat all blood specimens as if they
were infectious materials. Follow proper precautions and
obey all local regulations when discarding blood specimens
and materials.

Perform daily cleaning when testing is completed for the day. Refer to
Section 10 Maintenance.

The meter will automatically turn off after 8 minutes of inactivity, or when (I)
is pressed. If the meter is powered with an AC adaptor, turn off the meter
before removing it from the power outlet. Remove the batteries if the meter
will not be used for an extended period of time.
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Section 7 Data/Communication

Data Transmission

Plug the USB cable into the USB port located on the top of the meter and
connect the other end of the USB cable to a suitable PC.

Note: The PC must have suitable software installed to receive and
process the data being transmitted from the meter.

From the Setup screen (refer to Section 5 Meter Setup), press <« or » until

PC is displayed. Press d) to enable the Data Communication mode,
MEM will be displayed.

MEM

Press d) to transmit data to an external certified PC.
After data transmission is complete, the meter will return to the Setup Menu.

Note: Up to 999 test records are automatically stored in memory.
After 999 test records are stored, the oldest test record will be
replaced by a new record. For example, if 999 records are

stored in memory, the next test result (1,000) will replace the
first result stored in memory.
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Deleting Data

To delete all data from the meter database, enter the Setup Menu (refer to
Section 5 Meter Setup). Press « or » until dEL is displayed.

Press d) to enable data deletion, MEM will be displayed.

MEM

Press and hold d) until the meter returns to the Setup Menu.
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Memory/Database

From the Initial Screen (refer to Section 5 Meter Setup), press <« or » to
show the first record.

Press <« or » to view each record in date/time sequence. Press and hold
d) to return to the Initial Screen.

If no data is stored the meter will display one dash (-) and MEM.

D\

MEM
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Section 8 Optical System Check

Optical Check

Press <« or » from the Setup Screen to select the Optical Check mode as
shown.

Note:

® The control strip or control device is intended for checking the
optical system.  Refer to Section 9 Quality Control Test for using
control solutions.

® Allow the control strips or control devices and the meter to reach
room temperature (15-30°C or 59-86°F) prior to testing.

® The optical check should be performed under normal lab lighting
conditions. Do not perform under sunlight or extreme lighting
conditions.

Press (I) to enter this mode. The meter will flash the strip symbol as
shown below.
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Insert a control strip or control device into the Strip/Device Channel in the
same direction as the arrows indicate on the strip or device. Ensure that the
control strip or control device is inserted all the way.

Press (I) to start the optical check. If the meter displays YES, the meter is
normal. If the meter displays no, the meter is not functioning properly.

(Do R [
4B 4R A& AR

If the meter displays no, check the control strip for contamination or if it is
bent or damaged. If there are any visible signs of damage or contamination,
discard the control strip or control device and retest using a new strip or
device.

Note: For US customers, call customer service toll free at
1-(800)-838-9502 if the meter displays no again. For
customers outside the US, contact your local distributor to
double check if any Problem with system.

Press (I) to return to the Setup Screen.
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Section 9  Quality Control

Each lab should use its own standards and procedures for performance.
Test known specimens/controls at each of the following events in
accordance with local, state, and/or federal regulations or accreditation
requirements.

® Each new day of testing

® A new canister of test strips or test devices is opened
® A new operator uses the analyzer

® Test results seem inaccurate

® After performing maintenance or service on the analyzer

If QC tests do not provide expected results, perform the following checks:

® Ensure the test strips or test devices used are not past their expiration
date.

® Ensure test strips or test devices are fresh from a new canister.
® Ensure the controls are not past their expiration date.
® Repeat the test to ensure no errors were made during the test.
For US customers, call customer service toll free at 1-(800)-838-9502 for

additional information. For customers outside the US, contact your local
distributor.
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Section 10 Maintenance

Proper maintenance is recommended for best results.

Cleaning
For best results, the meter should be cleaned after each day of testing.
Meter Surface

A cotton cloth can be used to clean the surface of the meter. Use a damp
cotton cloth if necessary.

A dry, soft cloth may be used to clean the LCD and the sensor area. It is
recommended that the meter be stored in the carrying case after each use.

Take care to avoid getting liquids, residue, or control solutions in the meter
through the Strip Channel, Code Chip Slot or USB Port.

Test Strip Holder

Remove the Test Strip Holder by pressing in on middle of the Test Strip
Holder and sliding it out from the meter. Wipe it with a damp cloth or a mild
detergent and dry it with a dry, soft cloth. Slide the Test Strip Holder back
into the meter by laying it flat on the meter. Firmly press down on two side
of the Test Strip Holder with your thumb and push it in until it clicks into
place.

|

Note: Do not use organic solvents, such as gasoline or paint thinner.
This will cause damage to the meter.
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Meter Sensor Area

Remove the Test Strip Holder as described in the previous section. Wipe
down the Meter Sensor Area with a cotton swab. Do not scratch the
transparent window covering the sensor.

Note: Do not use bleach or alcohol to clean the Meter Sensor Area.
This will cause damage to the meter.
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Replacing the Batteries

When the battery icon is flashing, the battery
is running low and should be replaced as soon as
possible. An E-4 error message will appear if the
battery is too low to perform any more tests. The
meter will not function until the battery is replaced.

Make sure the meter is off before removing the battery. Turn the meter
over to locate the battery cover. Press the battery cover tab on the top and
lift the cover to open it. Remove and discard the old batteries. Insert four
AAA batteries on top of the plastic tape. Make sure the two outside
batteries are aligned with the plus (+) side down, towards the bottom of the
meter, with the middle battery aligned with the plus (+) side facing up,
towards the top of the meter.

(RN
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Close the battery cover and make sure that it snaps shut. Recheck and
reset the clock setting as necessary after battery replacement to ensure time
is set correctly. Refer to Section 4 Initial Setup.

Note: Do not discard batteries along with household waste. Follow
local regulations for disposal.
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Section 11  Precautions

Observe the precautions listed below to ensure accurate results and proper
operation of the analyzer.

The protection provided by the equipment may be impaired if used in
a manner not defined in this instruction manual.

Wear gloves to avoid contact with potentially hazardous biological
specimens during testing.

Avoid storing or operating the meter in direct sunlight, excessive
temperature, or high humidity. = Refer to Appendix 1 Meter
Specifications for operating condition requirements.

Keep the unit clean. Wipe it frequently with a soft, clean and dry
cloth. Use fresh water when needed.

Do not clean the unit with substances such as gasoline, paint thinner
or other organic solvents to avoid any damage to the meter.

Do not clean the LCD or sensor area with water. Lightly wipe with a
soft, clean, dry rag.

The Strip Channel must be kept clean. Lightly wipe with a soft, clean,
dry rag each day. Use water as needed. Refer to Section 10
Maintenance.

Follow all local regulations when discarding the unit or its accessories.

Do not use the unit or the devices outside of the operating
temperature ranges listed below.

Analyzer: 10-40 °C (50-104 °F) ; <90% RH
Strips: 15-30 °C (59-86 °F) ; <85% RH
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Section 12

Troubleshooting

Display

Causes

Solution

£- i

The sensor area is damaged,
dirty, or blocked at turn-on, such
as a used test strip/device left in
the meter.

Ensure the sensor area is clean and that
there are no objects covering the sensor
area. Refer to Section 10 Cleaning.
Restart the meter. Contact your local
distributor if the sensor area window is
broken.

]
'
(X ]

Test strip/device was removed
during the test.

Repeat the test and ensure the test
strip/device remains in place.

]
’
(XN

Specimen was applied to the
test strip/device too soon.

Repeat the test and apply specimen after
blood drop symbol appears.

Batteries are discharged but
have enough power to run 20
more tests.

Test results will still be accurate, but replace
the batteries as soon as possible.

L]
=t

Batteries have discharged and
meter will not allow more tests
until discharged batteries are
replaced.

Replace the batteries, or connect the meter
to the AC Adapter, then repeat the test.

]
[}

Insufficient specimen.

Repeat test and apply enough specimen.
Use around 10 pL of whole blood.

Expired test strips/device.

Ensure the test strips/devices are within the
expiration date printed on the canister label.

|
) .
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Code chip was removed during
testing.

Insert proper code chip. Confirm the
code chip matches the test strips/device
code and repeat the test.

The test result is lower than 4.5
g/dL (45 g/L or 2.8mmol/L).

If the specimen was taken from a
specimen container, ensure the specimen
is mixed well and repeat test.

Insufficient specimen less than
luL

Repeat test and apply enough specimen.
Use around 10 pL of whole blood.

The test result is higher than
25.6 g/dL (256 g/L or 15.9
mmol/L).

If the specimen was taken from a
specimen container, ensure the specimen
is mixed well and repeat test.

cobE

No code chip in the meter;
Code chip is damaged or
inserted incorrectly.

Insert the code chip that accompanied the
box of test strips/devices.

If the code chip is damaged, use a new
code chip with the correct code number.

If the code chip is inserted incorrectly,
remove the code chip and insert it into the
code chip slot.

For US customers, call customer service toll free at 1-(800)-838-9502 for details.

For

customers outside the US, contact your local distributor.
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Appendix 1

Meter Specifications

Feature

Specifications

Methodology

Reflectance Photometer

Test Time

<15 seconds

Measurement Range

4.5-25.6 g/dL, 45-256 g/L, 2.8-15.9 mmol/L

Specimen

Whole blood

Specimen Volume

10 L

Power Source

4 AAA batteries (1.5V)

AC Adapter (Mini USB, 5V dc, 50 mA)

Battery Life

360 hours or 2,700 tests

Units of Measure

g/dL, g/L, mmol/L

Memory

1,000 records

Automatic Shut Off

8 minutes after last use

Meter Size 137 mm x 79 mm x 26 mm (5.4” x 3.11” x1.02")
Display Size 50 mm x 50 mm (1.97” x1.97")
Weight 145g (without batteries)

Meter Storage Conditions

0-50°C (32 -122 °F); <90% RH

Operating Conditions

10 - 40 °C (50 -104 °F); <90% RH

Meter Connectors

USB cable for Data Transfer or Power (optional)
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Appendix 2

Index of Symbols

Consult instructions for
use

For In vitro
diagnostic use only

REF Catalog # SN Serial Number
Authorized
Manufacturer m
Representative
Lot Number Use by

M

Tests per Kit

Store between
2-30°C

STERILE| R

Sterilized using
irradiation

Code Number

ud
7

Do not discard along

with household waste USB Port
|
! Fragile, handle with care Lf This Side Up
sy ‘q
) - . ‘iqy
o Keep away from sunlight
Pt P y ¢}
Ki D
/ |\ eep Dry

and heat

Do not reuse
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Appendix 3  Warranty

Please complete the warranty card included in the packaging. Mail it to your local
distributor to register your purchase within one year of purchase.

For your records, write the purchase date of your starter kit here:

Note: This warranty applies only to the meter in the original purchase. It does not
apply to the other materials included with the meter.

ACON Laboratories, Inc. warrants to the original purchaser that this meter will be free
from defects in materials and workmanship for a period of two years (24 months). The
two years starts from the later of the date of original purchase or installation (except as
noted below). During the stated two years period, ACON shall replace the meter under
warranty with a reconditioned meter or, at its option, repair at no charge a meter that is
found to be defective. ACON shall not be responsible for shipping charges incurred in
the repair of a meter.

This Warranty is subject to the following exceptions and limitations:

This warranty is limited to repair or replacement due to defects in parts or workmanship.
Parts required which were not defective shall be replaced at additional cost. ACON
shall not be required to make any repairs or replace any parts that are necessitated by
abuse, accidents, alteration, misuse, neglect, failure to operate the meter in accordance
with the user’s manual, or maintenance by anyone other than ACON. Furthermore,
ACON assumes no liability from malfunction or damage to meters caused by the use of
strips other than strips manufactured by ACON. ACON reserves the right to make
changes in the design of this meter without obligation to incorporate such changes into
previously manufactured meters.

Disclaimer of Warranties

This warranty is expressly made in lieu of any and all other warranties express or
implied (either in fact or by operation of law) including the warranties of merchantability
and fitness for use, which are expressly excluded, and is the only warranty given by
ACON.

Limitations of Liability

In no event shall ACON be liable for indirect, special or consequential damages, even if
ACON has been advised of the possibility of such damages.

For warranty service, please contact your local distributor.
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