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*Peel off the insulation film from battery compartment before first use.

Thank you for choosing Fasttest HBlyzer Hemoglobin Testing System.
Before you start testing, carefully read this Owner’s Booklet.

Intended Use

It's intended to be used for the quantitative determination of hemoglobin (Hb)
and calculated hematocrit (Hct) in capillary and venous human whole blood.
The system is intended for use outside the body (in vitro diagnostic use) by
physical examination and by health care professional in a clinical situation
such as anaemia.

Test Principle

The system consists of a portable meter that analyzes the intensity and

color of light reflected from the reagent area of a test strip, ensuring quick and
accurate results.

Fasttest HBlyzer 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 300 results. The meter can be operated by 3 AAA (1.5V) batteries.

To ensure accurate results:

* Read instructions and complete any necessary training before use.

« Use the code chip that accompanies each box of test strips.

« Use only Fasttest HBIyzer Hemoglobin Test Strips with Fasttest HBlyzer
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.




Important Safety information

A Warning

* During normal testing, any Hb Hemoglobin Meter or lancing device may
come in contact with blood. All parts of the kit are considered
biohazardous and can potentially transmit infectious diseases from
blood borne pathogens, even after you have performed cleaning and
disinfecting.

* The meter and lancing device should never be used by more than one
person. Do not share the meter and lancing device with anyone, including
family members, due to the risk of infection from blood borne pathogens.

* Cleaning and disinfecting the meter and lancing device destroys most,
but not necessarily all, blood borne pathogens.

* If the meter is being operated by a second person who is providing testing
assistance to the user, the meter and lancing device should be cleaned
and disinfected prior to use by the second person.

* Disinfect the meter and lancing device before allowing anyone else to
handle them. Do not allow anyone else to test with the meter or lancing
device.

* |t is important to keep the meter and lancing device clean and disinfected.
Clean and disinfect the lancing device once per week to remove visible dirt or

other material for safe handling and/or prior to disinfecting.
For instructions on how to clean and disinfect the meter and lancing device,
see Chapter Caring for your Meter.

* Wash hands thoroughly before and after handling the meter, lancing device,
or test strips.

* Choking hazard. Small parts. Keep away from children.

* Strong electromagnetic fields may interfere with the proper operation of the
meter. Do not use this meter close to sources of strong electromagnetic
radiation.

* To avoid electrostatic discharge, do not use the meter in a very dry
environment, especially one in which synthetic materials are present.




INCLUDED WITH YOUR KIT OG_H'M_
a. Hb Meter EE‘EB_I
b. AAA Batteries
c. Lancing Device

d. Canister of Test Strips

e. Code Chip a
f. Carrying Case

AWARNING: Keep the meter and testing supplies away from young
children. Small items such as the battery cover, batteries and test strips,
are choking hazards.



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

Test Strips: 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.

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.

Test Strip Package Insert: Provides detailed instructions on using the

Hb Hemoglobin Test Strips.

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.




Getting to know your system

a. Meter

Right Arrow»Button
On/Off ® Button

Left Arrow< Button

Strip Channel
Test strip Holder




b. Meter Display

Date and Time BB BB BB BB 1 Low Battery

Reminder

Test Strip Reminder
Apply Blood Sample t . ‘ ' ' . '
Reminder

Code Number =

or Test Result

Memory -rMEM gIdL mmoIIL - Measurement
nits

Code -CODE HCT BB% % 1 Sound Icon

HCT Value

Sound Icon: Appears when the sound is turned on.

Low Battery Reminder: Appears when the battery should be replaced.
Code Number or Test Result: Indicates code number or test result.
Memory: Indicates a test result is being recalled from memory.

Code: Indicates the code number of the test strips.

Measurement Units: Indicates the units for the test result.

HCT Value: Shows calculated HCT value.

Test Strip Reminder: Indicates when to insert test strip.

Apply Blood Sample Reminder: Indicates when to apply Blood Sample.




Getting to know your system

Important meter information for use

*Do not get water or other liquids inside the meter.

+ Keep the Strip Channel clean.

+ Keep the meter dry and avoid exposing it to extremetemperatures
or humidity.

* Do notdrop the meter or get it wet. If meteris 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.




c. Test Strips

Insert Arrows —
Specimen Application Area—

Specimen Application Area - After strip is inserted into the Strip Channel,
apply a blood drop to the center of test strip. The Specimen Application
Areais 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.

Important: the meter should only be used with Fasttest HBIlyzer test strips.
Using other test strips with this meter can produce inaccurate results.
Specimen Application

For best results, fill the Specimen Application Area with approximately

10 uL of blood specimen. Incorrect results may occur if the specimen is
not applied correctly, or if the Specimen Application Area is not filled.
Before Testing

() Front Side Front ront Side|
N
\
W
] 23 o R

Incorrect- Incorrect-
Not enough blood Too much blood

Correct

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.




After Testing

Back \ Back

\
\

\
N

Incorrect-

Correct Not enough blood

Code Number

Each package of test strips is printed with a code number [CoDE,

lot number [oT], and unopened expiration date g . Whenever a new
canisteris opened, mark the date on the label. Calculate the opened
expiration date by adding three months. Record this opened expiration
date on the label.

50 Test Strips / Test Stribi

Important test strip information for use

+ The system has an operating range of 15°C ~30°C (59°F ~86°T ).

« Store the test strip package in a cool, dry place between 2°C ~30°C
(356 °F ~86°F).

+ Use test strips only within the system operating temperature range.

+ Keep away from direct sunlight or heat.

+ Store your test strips in their original vial only; never transfer them to
another vial or any other container.

+ Never store individual test strips outside the vial.




+ After removing a test strip from the vial, immediately close the vial cap

tightly.

+ With clean, dry hands, you may touch the test strip anywhere when

removing it from the vial or inserting it into the meter.

+ Do not use test strips beyond the expiration date. This may cause

inaccurate results.
+ Do not bend, cut, or alter test strips.
* Anew canister of test strips 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
itis firstopened. Usage after this period may resultin inaccurate
readings.
* Forin vitro diagnostic use. Test strips are to be used only outside the
body for testing purposes.
+ Do not use test strips that are torn, bent, or damaged in any way.
Do not reuse test strips.

+ 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.

A Warning: The cap or vial contains drying agents that may be
harmful if inhaled or swallowed and may cause skin or eye
irritation.




Getting to know your system

c. Lancing Device

Lancet

Release Button

Depth Adjusting Knob
Depth Indicator Ejection Spring Controller

d. Lancet

Protective Cover

— Lancet Pin




a.Initial Setup

The meter will turn on automatically after the batteries are inserted. The meter
will display the date and time setup screen. Please follow below procedures to
set the parameters of the meter.

@ Set the year

The year will appear at the top of the display.
Press <« or » until the correct year is displayed.
Press button @ to save and the Month and

Date figure is flashing automatically.

@ Set the month

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 button @ to save and the Date figure is flashing
automatically.

3 Set the date

The month and date will appear at the top of the display
separated by a single dash (-), with flashing date.

Press <« or» until the correct date is displayed.

Press button @ to save and the 24 hour figure is flashing
automatically.




(@ Set the time format

The meter can display the time in either
an AM/PM(12-hour) or a 24:00(24-hour)
format. Press < or > to switch
between the two settings

Press button O to save and Time

figure is flashing automatically.

) Set the time

The hour and minutes will appear at the top of the display
separated by a colon, with flashing hour. Press <€ or
until the correct hour is displayed. Press @ 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 @ to save and proceed
to Measuring unit setup.

gldL

(©) Set the measuring unit

The meter can display test results in either grams per decilitre(g/dL) or
millimoles per litre(mmol/L) or grams per litre(g/L). Press < or» to
select g/dL, g/L or mmol/L.

Press @ to save and proceed to Sound setup.




(@ Set the sound
- .' Press <« or > to select sound
,'. -

either ON or OFF. The Sound
' Symbol will appear on the
display when the sound is
turned on. Press

OR

g

b.Meter Setup
When use the mete

r not for the first time and need to set up the meter, with

the meter turned off, press and hold for 2 seconds to enter Meter Setup

mode shown below.

Press « or» todisplay several setup sub modes:
System setup, including date, time, units and
Set
sound.
CHE Optical Check mode. Refer to Control Strip user
manual.
dEL Memory Delete mode.
Elt Exit setup modes and save changes when @
is pressed. The meter will automatically turn off.




Setting up your meter

Coding your meter

(D Check the code on the test strip vial before

inserting the test strip
Code numbers are used to calibrate your meter

with the test strips you are using

2 Put the code chip from strip package into the chip

port of meter.
Each strip package contains one chip code. Replaced

the existed code chip when you start using a new vial
of strips

Note: If there’s no chip on the meter, the LCD
willdisplay ®» & =

Follow step 2 to install the code chip.




(@) Match the code on the meter with the code
on the test strip vial
« If the code on the meter match the code on
the test strip vial, the meter is now ready to
perform a blood glucose test.
« If the code on the meter does not match the

005 code on the test strip vial, please discard
Example this vial test strips and contact vendors.

A CAUTION: Matching the code on the meter and the code on the
test strip vial is essential to obtain accurate results. Each time
you test, check it to make sure the code numbers match.




Preparing the lancing device

m Warning

+ During normal testing, any Hb Hemoglobin meter or lancing device
may come in contact with blood. All parts of the kit are considered
biohazardous and can potentially transmit infectious diseases
from bloodborne pathogens, even after you have performed
cleaning and disinfecting.

* The meter and lancing device should never be used by more than
one person. Do not share the meter and lancing device with
anyone, including family members, due to the risk of infection
from bloodborne pathogens.

+ Cleaning and disinfecting the meter and lancing device destroys
most, but not necessarily all, bloodborne pathogens.

« |f the meter is being operated by a second person who is
providing testing assistance to the user, the meter and lancing
device should be cleaned and disinfected prior to use by the
second person.

+ Disinfect the meter and lancing device before allowing anyone
else to handle them. Do not allow anyone else to test with the
meter or lancing device.

« [tis important to keep the meter and lancing device clean and
disinfected. For instructions on how to clean and disinfect the
meter and lancing device, see Chapter Maintenance.

+ Wash hands thoroughly before and after handling the meter,
lancing device, or test strips.

* You must not insert the lancet cap into the lancing device and
simultaneously press the release button or hold the lancing
device with the release button resting on a surface such as a
table top. This could release a lancet and inadvertently cause
injury.




Preparing the lancing device

(@D Turn the cap anti-clockwise to remove it.
Insert a new sterilized lancet into the
lancet holder and push it down firmly
until it stops.

@ Twist off the protective disk until it
separates from the lancet.

(3 Replace the lancing device cap.
Avoid touching the lancet pin.

@ Adjust the depth setting
Twist the lancing device cap until the desired
setting appears. Smaller numbers are for
shallower punctures, which may be less
painful.

Note: A shallower puncture may be less painful. Try a shallower setting
first and increase the depth until you find the one deep enough to
get a sufficient blood drop for testing.




Testing

Preparing the lancing device

® Cock the lancing device
Slide the ejection spring controller back
until it clicks. The lancing device isready
to use.
If it does not click, that’s okay. It may have
been cocked when you inserted the lancet.




Fingertip Blood Sampling

(@ Prior to testing, make sure the 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.

@ Place the lancing device firmly against
the side of your fingertip. Press the
Release Button.

Approximate size (3 Gently squeeze your finger until you

get a round drop of blood. Discard the first drop.
If the blood smears or runs, Do Not use that
sample. Wipe the area and gently squeeze
another drop of blood or puncture a new site.




Fingertip Blood Sampling

@ For use with the Capillary Transfer Tube, hold the
tube horizontally and touch the tip of the Capillary
Transfer Tube to the blood sample. Capillary action
will automatically draw the sample to the fill line and
stop.
Note: The Capillary Transfer Tube will fill automatically.
Never squeeze the Capillary Transfer Tube while sampling.

Align the tip of the Capillary Transfer Tube with the
Specimen Application Area of the strip to apply the
second drop of blood (approximately 10 uL).

Note: Do not to touch the strip 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.




Testing

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.




Venous Blood Sampling

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 of the Specimen Application Area of the strip. Do not to touch the strip
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 are not recommended for use.

Note: Refer to NCCLS Documents H3-A6, Collection of Diagnostic Blood
Specimens by Venipuncture.




Blood Sampling

IMPORTANT:

+ Use only Test Strips Fasttest HBlyzer.

+ Make sure your meter and test strips are about the same temperature
before you test.

+ Testing must be done within the operating temperature range
15°C~30°C (59°T ~86°T).
For the most accurate results, try to test as close to room temperature
20°C ~25°C (68 °F ~77 °F)as you can.

« Tightly close the cap on the vial immediately after use to avoid
contamination and damage.

+ Store unused test strips only in their original vial.

+ Do Not open the test strip vial until you are ready to remove a test strip
and perform a test. Use the test strip immediately after removing it from
the vial.

+ Do Not return the used test strip to the vial after performing a test.

+ Do Not re-use a test strip that had blood or control solution applied to it.
Test strips are for single use only.

+ Write the first open date on the vial label when you first open it. Discard
the vial 3 months after first open date.




(D 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.

Note: Iff+ NJappears, it indicates the battery is
almost out of power. Replace the battery now.

2 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 test strip canister label. Refer to Section 3
Coding the Meter.

The strip symbol will flash when the meter is ready for the
strip to be inserted.

(3 Insert a test strip into the strip channel in the same
direction as the arrows indicated on the strip. Ensure that
the test strip is inserted all the way to the end of the

strip channel.

@ The blood drop symbol will flash when the meter is
ready for the specimen to be applied.




® Apply approximately 10 uL of blood to the middle of
the Specimen Application Area of the test strip.

Note: For testing capillary blood, use the second drop of
blood for accurate results. Refer to Section 6 Fingertip
Testing for details.

® The meter will begin testing automatically with
three dashes in a line flashing on the display indicating
the test is in progress.

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

Remove the used test strip and press ® button, the
meter will return to the initial screen ready for another strip
to be inserted and a test performed.

Note: Discard all blood specimens, used test strips 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.




Deleting Data

To delete all data from the meter database, enter the Setup Menu
(refer to Section 4 Meter Setup). Press <€ or - until dEL is displayed.

Press @ to delete all data. After flashing, all data will be cleared and dEL
will be displayed again.

Memory

The meter automatically stores up to 300 test results with the time and date of
the test and any test markers. Results can be reviewed at any time. Test results
are stored from the newest to the oldest, so set the time and date correctly in
the meter.

g5-22 w:2em | DPress®to turn on the meter.
(I
nw o

@From the Initial Screen, press <€ or » to review each record.
Press @ to return to the initial screen.

®lf no data is stored the meter will display three
dash(-) and MEM.




Maintenance

Replacing the battery
If your battery runs low, the battery symbol * " appears on every display

screen until you change the battery. 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.

(D With the meter off, 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 three 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.

(3 Put the battery cover back into position until it
locks into place.

Note: Batteries need to be properly disposed of. Contact
your local government for disposal or recycling practices

mmmm N Yourarea.




Caring for your system

Avoid getting dirt, dust, blood, control solution, water, or any other liquid
in the meter’s test strip port.

Important: Never immerse the meter in water or any other liquid. This
may cause inaccurate reading or meter malfunction.

Storing your system

Store your meter, test strips and other items in your carrying case after
each use. Store each item in a cool, dry place between

15°C~30°C (59°F'~86°T"). Do Not refrigerate. Keep all items away
from direct sunlight and heat.

Tightly close the cap on the test strip vial immediately after use to avoid
contamination or damage. Store test strips only in their original vial.

Checking for expiration or damages to test strips and control strip

Expiration dates for test strips are printed on their vial labels.

When you first open a new vial of test strips, record the discard

date on the label. Refer to the test stripvial for instructions on determining
vial for instructions on determining the discard date.

Cleaning your meter

To clean your meter, wipe the outside with a soft cloth dampened with
water and mild detergent. Do Not use alcohol or another solvent to
clean your meter.

Do Not get any liquids, dirt, dust, blood inside the meter through

the test 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 the center of the Test Strip
Holder with your thumb and pusrl1 itin untillit clicks into place.

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

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 to scratch the
transparent window covering the sensor.

t Hblyzer
L@E

B

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




Maintenance

Cleaning your lancing device

+ To clean, wipe them with a soft cloth dampened with water and mild
detergent. Do Not immerse the lancing device in any liquid.

« To disinfect, prepare a solution of one part household bleach to ten
parts water. Wipe the lancing device with a soft cloth dampened with
this solution. Immerse the caps only in this solution for 30 minutes.
After disinfecting, rinse briefly with water and allow both to air dry.




Message

Possible Cause

Test strip was
removed during
the test.

Specimen was applied
to the test strip too
soon.

Used or dirty test strip

The test strip may be
moved during testing.

What to do

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

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

Ensure the test strips are
with the expiration date
printed on the canister label.

Replace the batteries,
then repeat the test.




Battery have discharged
but have enough power
to run 20 more tests.

No test record.

The test result is lower
than 4.5 g/dL .

Insufficient sEecimen
less than 1

The test result is higher
than 25.6g/dL.

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

Check the memory when
test results are stored.

If the specimen was taken
from a specimen container,
ensure the specimen

is mixed well and repeat test.
Repeat test and apply
enough specimen.Use at
least 10 uL of whole blood.

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




Meter does not enter the test mode after inserting a test strip.

Probable Cause

What to Do

The battery is dead.

Replace the battery (and reset the date and
time, if necessary. )

The battery is installed
incorrectly or there is no
battery in the meter.

Check that the battery is installed correctly
with the positive (+) sign facing upward,
toward you.

Test strip inserted upside
down, wrong end in, or
incompletely inserted
into the meter.

Insert the test strip with the printed side up
and the top of the strip in the meter.

Defective meter or test strips.

Contact the vendor.

Blood or foreign objects put
into the test strip port.

Contact the vendor.

Test does not start after applying the blood sample.

Probable Cause

What to Do

Blood sample too small.

Repeat the test with a new test strips and
a larger blood sample.

Defective test strip.

Repeat the test with a new test strip.

Sample applied after meter
times out (two minutes) and
turns off.

Repeat the test using a new test strip. Wait until
you see the blood and test strip symbols on the
display screen before you apply the blood
sample.

Defective meter or test strips.

Contact the vendor.




Specifications

Meter Type

Fasttest HBlyzer

Blood Sample

Capillary and Venous whole blood

Blood Volume

10yl

Test Strip Type

Fasttest HBlyzer One Test Strip

Measuring Range

4.5-25.6g/dL

Measuring Time

<15seconds

Power

3*AAA Alkaline Battery

Battery Life

Approximately more than 1000 tests

Memory Capacity

300 test results

Operation

Environment

15°C ~30°C ( 59 °F ~ 86 °F )
10% ~ 70% RH

Dimensions

126*57*25 mm

Weight

185g(with battery)




Warning

* Any product coming in contact with blood is considered contaminated
(potentially infectious).

* During normal testing, any blood glucose meter may come in contact
with blood.

* Lancing devices may also be considered sharps. Disposal of sharps
is regulated by law in many jurisdictions.

Comply with any laws or ordinances relating to the disposal of sharps
and/or contaminated products. Contact your local health department
or other appropriate authorities for proper handling and disposal of
used meters, used test strips, used lancets, and used batteries.
Please consider the following points when disposing of used testing
materials:

* Consider recycling of the meters and batteries at an appropriate
facility. Be aware the meter is potentially hazardous electronics
scrap (e-scrap) and should be disposed of accordingly. The batteries
are potentially hazardous also and should be disposed of accordingly.

* Disinfect the meter before recycling or disposing.

*29 CFR 1910.1030 — Bloodborne pathogens
* Directive 2002/96/EC - Directive on waste electrical and electronic
equipment (WEEE)




Warranty

Limited 2-Year Warranty

The meter is guaranteed for 2-year from the date of purchase. If the
meter does not function properly due to defective components or poor
workmanship, we will repair or replace it freely. This warranty does not
cover damage due to improper handling in any way. Battery does not
included in the warranty.
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* ilk kullanimdan énce pil bsimesindeki yalitim filmini siyirarak gikariniz.

Plusmed fasTTest Hblyzer Hemoglobin Olgiim Sistemi cihazini segtiginiz
icin tesekkiir ederiz. Olgiim islemine baglamadan dnce bu Kullanma
Kilavuzunu dikkatlice okuyunuz.

Esas Kullanim Amaci

Bu cihaz, kapiller ve vendz insan tam kaninda bulunan hemoglobin (Hb) ve
hesaplanmis hematokrit (Hct) miktarinin kantitatif tespitinde kullanilir. Sistemin,
fiziksel muayene yoluyla ve sadlik uzmani tarafindan anemi gibi klinik bir
vakada vicut diginda kullaniimasi (in vitro tani amagli kullanim) tasarlanmistir.

Olgiim Prensibi

Sistem, bir dl¢iim seridinin reaktif alanindan yansiyan isi§in yogunlugu ve
rengini analiz ederek, hizli ve dogru sonuglar veren portatif bir dlgiim aygitindan
olusmaktadir.

Plusmed fasTTest Hblyzer Hemoglobin Olgiim Sistemi 15 saniyeden daha
kisa stirede sonug bildirir ve yalnizca tek bir tam kan damlasiyla yeterlidir.
Olgiim aygrti 300'e kadar sonucu hafizasinda saklayabilir. 3 adet AAA (1.5V) pil
ile caligtinlabilir.

Dogru sonuglara ulagmak igin:

+ Aygiti kullanmadan dnce talimatlari okuyun ve gerekli egitimleri tamamlayin.

* Her 6lgiim seridi kutusunda bulunan kod gipini kullanin.

+ Plusmed fasTTest Hblyzer Hemoglobin Olgiim Aygitinda yalnizca
Plusmed fasTTest Hblyzer Hemoglobin Qlgiim Striplerini kullanin.

* Yalnizca in vitro tani igin kullanilir.

+ Sadece profesyonel kullanima yoneliktir.

* Yalnizca tam kan drneklerinde test yapin. EDTA veya heparin antikoagtilanlari
kullanilabilir.

+ Cocuklarin erisemeyecegi yerlerde muhafaza edin.



Onemli Giivenlik Bilgileri

& Uyari

+ Normal test sirasinda Plusmed fasTTest Hblyzer Hemoglobin Olgiim Aygiti
veya parmak delme cihazi kan ile temas edebilir. Kitin tim parcalarinin biyozararli
oldugu distintilmektedir ve dolayisiyla temizlik ve dezenfeksiyon yapmis olsaniz bile
kan yoluyla bulagan patojenlerden bulagici hastaliklarin gegme olasiligi vardir.

+ Olglim aygiti ve parmak delme cihazi kesinlikle birden fazla kisi tarafindan
kullaniimamalidir. Kan yoluyla bulasan patojenlerden enfeksiyon riski nedeniyle,
olclim aygiti ve parmak delme cihazini aile bireyleri dahil olmak Uizere baskasiyla
paylagmayin.

+ Olglim aygrti ve parmak delme cihazinin temizlik ve dezenfeksiyon islemi kan
yoluyla bulasan patojenlerin gogunu yok etmesine ragmen, tiimiintin yok edilmesini
saglamaz.

+ Olgiim aygiti test isleminde kullaniciya yardimei olan ikinci bir kisi tarafindan
calistiriliyorsa, ikinci kisi tarafindan kullanim dncesinde élgim aygiti ve parmak
delme cihazi temizlenmeli ve dezenfekte edilmelidir.

+ Bagka birinin 6lctim aygiti ve parmak delme cihazina dokunmasina izin vermeden
once bu cihazlari dezenfekte edin. Bagkasinin, dlclim aygiti veya parmak delme
cihaziyla test yapmasina izin vermeyin.

+ Olglim aygiti ve parmak delme cihazinin temiz ve dezenfekte edilmis sekilde
muhafaza edilmesi énemlidir. Glvenli kullanim amaciyla ve/veya dezenfeksiyon
oncesinde, gorlindrdeki kirleri ya da diger maddeleri gidermek igin parmak delme
cihazini hafta bir kez temizleyin ve dezenfekte edin. Olglim aygiti ve parmak delme
cihazinin temizlenmesi ve dezenfekte edilmesine iliskin talimatlar icin bkz. Olglim
Aygitinizin Bakimi.

+ Olgiim aygiti, parmak delme cihazi veya 6lglim seritlerini kullanmadan énce ve
sonra eller iyice yikanmalidir.

+ Bogulma tehlikesi. Kiictik parcalar. Cocuklardan uzak tutun.

* Guglii elektromanyetik alanlar élgiim aygitinin diizgiin galismasina engel olabilir. Bu
olguim aygitini guicli elektromanyetik radyasyon kaynaklarina yakin yerlerde
kullanmayin.

+ Elektrostatik bosalimi 6nlemek amaciyla, él¢iim aygitini 6zellikle sentetik maddele-
rin meveut oldugu ¢ok kuru bir ortamda kullanmayin.



KITINiZDE BULUNANLAR

OG-EE'IH:R"
a. Hb Olgiim Aygiti EE'EB.]
b. AAA Piller
c. Parmak delme kalemi @
d. Olglim Stribi Kabi

e. Kod Cipi 3
f. Tasima Cantasi

AUYARI: Olgiim aygiti ve test malzemelerini kiigiik gocuklarin erisemeyecegi
yerlerde muhafaza edin. Pil kapagi, piller ve 6lgiim stripleri gibi kiigik
materyaller bogulma tehlikesi olusturur.



Hemoglobin Olgiim Aygiti: Olgiim striplerini okur ve hemoglobin (Hb)
konsantrasyonu ve hesaplanmis hematokrit (Hct) degerini gosterir.
Olgiim Stripleri: Sistemin parcasi olup, kandaki Hb konsantrasyonu ve
hesaplanmis Hct degerini dlgmek icin 6lgiim aygitinda kullanilir.

Kod Gipi: Olgiim aygitina yerlestirildiginde, 6lgim aygitini kod numarasiyla
otomatik olarak kalibre eder.

AAA Piller: Olgiim aygitina enerji saglar.

Tasima Gantasi: Test iglemi icin taginabilirlik saglar.

Kullanma Kilavuzu: Hemoglobin Olgiim Sisteminin kullanimina iliskin
ayrintili talimatlari igerir.

Olgiim Stribi Paket insértii: Hemoglobin Olgiim Striplerinin kullanimina
iliskin ayrintili talimatlari igerir.

Parmak delme kalemi: Kan 6rnegi almak igin parmak ucunda delik
acacak steril lansetlerle birlikte kullanilir. Ambalajlanmis parmak delme
kaleminde, kullanicilarin delik derinligini ayarlamasina ve rahatsizligi en
aza indirmesine olanak saglayan birgok derinlik ayari vardir. Ayrica,
kullanilmis lansetleri disari atabilir.

Parmak delme kalemi Paket inserti: Parmak delme kaleminin kullanimi-
na iliskin ayrintili talimatlari igerir.

Steril Lansetler: Kan 6reklerini almak igin parmak delme kalemiyle
birlikte kullanilir. Steril lansetler her kan aliminda parmak delme kalemine
yerlestirilir ve kullanimdan sonra ¢ikarilarak atilir.




Sistemi Taniyalim
a. Olgiim Aygiti

LCD ‘

Sag ok dugmesi
Agma-Kapama digmesi
Sol ok diigmesi

Strip Kanali
Olgiim Stribi Yuvasi




b. Olclim Aygiti Gésterge Paneli

Tarih ve Saat BB BB BB BB 1 Dustik Pil

N Gostergesi
Olgiim Stribi Gostergesi
Kan Omegi Uygulama t . ' ' ' . '
Gostergesi
Kod Numarasi - ' ' ' ' , '

veya Olgiim Sonucu

—MEM g/dL mmol/L - Olgiim Birimleri
Kod -CODE HCT BB% N Ses Simgesi

HCT Degeri

Ses Simgesi: Ses acildiginda gérundr.

DusUk Pil Gostergesi: Pilin degistirilmesi gerektiginde gérunr.

Kod Numarasi veya Olgiim Sonucu: Kod numarasi veya test sonucunu
gOsterir.

Hafiza: Bir test sonucunun hafizadan geri ¢ekilmekte oldugunu
gOsterir.

Kod: Olgiim striplerinin kod numarasini gésterir.

Olgiim Birimleri: Test sonucuna iligkin birimi gdsterir.

HCT Degeri: Hesaplanmis HCT degerini gésterir.

Olgiim Stribi Géstergesi: Olgiim stribinin ne zaman yerlestirilecegini
gOsterir.

Kan Omegi Uygulama Géstergesi: Kan drneginin ne zaman uygulana-
cagini gosterir.




Kullanim igin 6nemli 6l¢iim aygiti bilgileri

+ Olglim aygitinin igine su veya diger sivilar girmemelidir.

« Strip Kanalini temiz tutun.

« Olctim aygitini kuru muhafaza edin ve asiri sicakliklara ya da rutubete
maruz kalmasini dnleyin.

« Olglim aygitini yere diisiirmeyin ya da islatmayin. Olgiim aygiti diiser ya da
Islanirsa, Optik Kontrol yaparak aygitin diizgiin ¢alisip ¢alismadigindan emin
olun. Ayrintili bilgi igin bkz. Bollim8 Optik Sistem Kontrol(.

« Olglim aygitini parcalarina ayirmayin. Parcalarina ayrimas! halinde garanti
gecersiz hale gelecekir.

« Olglim aygitinin temizlenmesine iligkin bilgiler igin bkz. Balim 10 Bakim.

« Olglim aygtti ve tiim ilgili parcalari gocuklarin erisemeyecegi yerde
muhafaza edin.

Not: Olgiim aygitini ve kullanilmis pilleri imha ederken, ilgili nlemlerin
uygulanmasi ve tiim yerel diizenlemelere uyulmasi gerekir.




c. Olgiim Stripleri On

) insért Oklari —Ir
Ornek Uygulama Alani [

Ornek Uygulama Alani - Stribin Strip Kanalina yerlestiriimesinden sonra, dlgiim
stribinin ortasina bir kan damlasi uygulayin. Ornek Uygulama Alani 6lgim stribinin 6n
ve arka tarafindan gérinebilir.

Insort Oklari - Olgiim stribinin 6niinde bulunan bu oklar, stribin hangi yénde
yerlestiriimesi gerektigini gosterir.

Onemli: Olgiim aygiti yalnizca HS-101 dlgtim stripleriyle kullaniimalidir. Bu 6igiim
aygitinda bagka élgtim striplerinin kullaniimasi hatali sonuglar elde edilmesine neden
olabilir.

Kan Ornegini Uygulama

En iyi sonuglari aimak igin, Ornek Uygulama Alanini yaklasik 10 uL kan érnegi ile
doldurun. Kan érnegi dogru bir sekilde uygulanmazsa ya da Ornek Uygulama Alani
doldurulmazsa hatali sonuglar gikabilir. ) )

Olgiim Oncesi

0 On Taraf - 6n

N\
= 2]\

Yanhg Yanls
Yeterli kan yok  Cok fazla kan var

Dogru

Kan 6rnegini uyguladiktan sonra Omek Uygulama Alaninin iizerinin tamamen
kapatildigindan emin olun. Omek Uygulama Alan! tiim test boyunca kapali kalmalidir.
Ornek Uygulama Alaninin {izeri kapatiimazsa ya da Ornek Uygulama Alanini kapatan
cok fazla kan érnegi varsa, testi yeni bir él¢iim stribi kullanarak tekrarlayiniz.
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Olgiim Sonrasi

Arka \ Arka
\
\
\
N
Dogru Yanhs
Yeterli kan yok

Kod Numarasi

Her 6l¢lim stribi kutusu tizerine basiimis bir kod numarasi [CODE], lot numarasi
ve agilmamis kutunun son kullanim tarihi & vardir. Yeni bir kutu
aclldiginda etiket tizerindeki tarihi isaretleyin. Ug ay ekleyerek agilmamis
kutunun son kullanim tarihini hesaplayin. Bu agilmamis son kullanim tarihini
etiket (izerine kaydedin.

HB HEMOGLOBIN TEST STRIPS
HB HEMOGLOBIN TEST STRIPLER
med
50 Test Strips / Test Stribi
lest Hblyzer T —
[ ——
£ | onscoe: @ Forcrlysngiuse. / Sateoe K ulanwm i
] 5
ik agiis / First open at : 5
f
2 g
g
L (€ R @8- mm H

Kullanim igin 6nemli 6lgiim stribi bilgileri

* Sistem 15°C ~ 30°C (59°F ~ 86°F) galisma araligina sahiptir.

+ Olgim stribi paketini 2°C ~ 30°C (35,6°F ~ 86°F) arasindaki kuru ve serin
bir yerde muhafaza edin.

+ QOlgiim striplerini yalnizca sistem galisma sicakligi araliginda kullanin.

+ Qlgiim striplerinizi yalnizca orijinal flakon iginde saklayin; asla baska bir
flakon ya da bagka bir kap icine aktarmayin.

+ Qlgiim striplerini kesinlikle flakon disinda muhafaza etmeyin.



* Bir élgim stribini flakondan gikardiktan sonra flakonun kapagini hemen
sikica kapatin.
Olgiim stribini flakondan gikarirken ya da 6lgim aygitina yerlestirirken
ellerinizin temiz ve kuru olmasi gerekir.
Olgiim striplerini son kullanim tarihinden sonra kullanmayin. Aksi
takdirde hatali sonuglar gikabilir.
Olgiim striplerini bilkmeyin, kesmeyin ya da lizerinde tahrifat yapmayin.
Yeni bir 6lgtim stribi kutusu ilk agilmasindan sonra 3 ay sireyle
kullanilabilir. Agilan kutunun son kullanim tarihi, kutunun agilmasindan
sonra 3 aydir. Agilmig kutu son kullanim tarihini, kutuyu agtiktan sonra
kutu etiketi Gzerine yazin. Kutuyu ilk agilmasindan 3 ay sonra atin. Bu
stireden sonraki kullanimlar él¢limlerin hatali olmasina neden olabilir.
in vitro tani amagl kullanima yoneliktir. Olgiim stripleri test amagli
olarak yalnizca vicut disinda kullanilacaktir.
Yirtilmig, bikdlmis veya diger sekillerde hasar gérmis dl¢iim striplerini
kullanmayin.
Olgiim striplerini miikerrer olarak kullanmayin.
Bir hemoglobin testi yapmadan dnce élglim aygiti tizerindeki kod
numarasinin l¢im stribi kutusunda ve piiskiirtme murekkep ile yazilmis
kod ¢ipinde gérlen numara ile ayni olmasina dikkat edin.

A Uyari: Kapak veya flakon, solunmasi ya da yutulmasi zararli olabilecek
kurutucu maddeler igermekte olup, cilt veya goz tahrisine neden olabilir.
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¢. Parmak delme kalemi

Lanset
Tetik Tusu
)
Derinlik Ayar Kafas!
Derinlik Géstergesi Ejeksiyon Yay Kontroldrii
d. Lanset
Koruyucu Kapak

| |

— e ()
I [

— Lanset Pimi



a.llk Ayarlar

Piller takildiginda 8lgim aygiti kendiliginden calisir duruma gelecektir. Olgiim
aygitinda tarih ve saat ayar ekrani gérilecektir. Cihazin parametrelerini
ayarlamak igin asagidaki prosedurleri takip ediniz.

@Yl ayar

Gostergenin en Ustlinde yil bilgisi gortlecektir. Dogru yil
bilgisi goriintilenene kadar <€ veya » tusuna basin.
Kaydetmek igin @ tusuna basti§inizda Ay ve Gln
bilgisi kendiliginden yanip sénmeye baslar.

@ Ay ayari

Gostergenin en Ustlinde, tek bir tire (-) ile ayrilmis sekilde

ay ve gun bilgisi gortntllenecek olup, ay1 ifade eden sayi
yanip soner. Dogru ay bilgisi gortintiilenene kadar

<« veya P> tusuna basin. Kaydetmek igin @ tusuna
bastiginizda Giin bilgisi kendiliginden yanip sénmeye baglar.

® Tarih ayari

Gostergenin en Ustlinde, tek bir tire (-) ile ayrilmig sekilde
ay ve tarih bilgisi gérintilenecek olup, glinl ifade eden
sayl yanip soner. Dogru gun bilgisi gérintllenene kadar
<« veya P> tusuna basin. Kaydetmek igin @tusuna
bastiginizda 24 saatlik zaman bigimi bilgisi kendiliginden
yanip sénmeye baslar.




) " Y ??aat Bigimi Ayarla}rll .

Ly clim aygitinda saat bilgisi AM/PM

Ph_ ) 1| (12saat)yada 24:00 (24 saat) bigiminde
gorinttlenebilir. [ki ayar arasinda gegis
yapmak icin <€ veya » tusuna basin.

Kaydetmek igin @ tuguna bastiginizda Saat
bilgisi kendiliginden yanip sénmeye baslar.
) Saat ayari

Gostergenin en Ustlinde, iki nokta Ust Uste imi ile ayrilmis
sekilde saat ve dakika bilgisi gériintilenecek olup, saati

ifade eden sayi yanip soner. Dogru saat bilgisi gortintiilenene
kadar <€ veya P> tusuna basin. Kaydetmek igin@tusuna basin
ve Dakika bilgisi ayarina gegin.

Not: 12 saatlik zaman bigimi ayari segilirse 6Iglim aygitinda

AM (6gleden dnce) veya PM (6§leden sonra) bilgisi gortilecektir.
Dakika bilgisi yanip séner. Dogru Dakika bilgisi gorintllenene
kadar <« veya » tusuna basin. Kaydetmek igin @ tusuna
basin ve Olgii birimi ayarina gegin.

gldL

VEYA

VEYA

mmol/L gl L

® Olgii birimi ayari
Olgiim aygiti test sonuglarini gram/desilitre (g(dL) ya da milimol/litre (mmol/L)
ya da gram/litre (g/L) cinsinden gdsterebilir. g/dL, g/L veya mmol/L segimi igin
<« veya P> tusuna basin. Kaydetmek i¢in tusuna @ basin ve

Ses ayarina gegin.




@ Sesayari

Sesi ACIK veya KAPALI konuma
getirmek icin <€ veya P> tusuna
basin. Ses agik konuma
getirildiginde g6stergede Ses
Simgesi gortilecektir.

b.Olgiim Aygiti Ayarlari

Olgiim aygitini ilk kez kullanmadiginiz halde cihazin ayarlarini yapmaniz
gerekiyorsa, cihazi kapall konuma getirdikten sonra asagida gosterilen tusa 2 saniye
basili tutarak Olgiim Aygiti Ayarlari moduna giris yapin.

Gesitli ayar alt modlarini gortintlilemek icin < veya » tusuna basin:

Set

Tarih, saat, birimler ve ses dahil olmak lizere sistem
ayarlari.

CHE

Optik Kontrol modu. Kontrol Stribi kullanma
kilavuzuna bakiniz.

dEL

Hafiza Silme modu.

Elt

Avyarlardan ¢ikis modudur. @ tusuna basildiginda
degisiklikler kaydedilir. Cihaz kendiliginden kapanir.




Olgiim Aygitinizin Kodlanmasi

(@ Olgiim stribini yerlestirmeden dnce 6lgiim stribi
flakonu lizerindeki kodu kontrol edin.

Olgiim aygitinizi kullanmakta oldugunuz élgim
stripleriyle kalibre etmek icin kod numaralari kullanilir.

@) Strip paketindeki kod ¢ipini, 6l¢iim aygitinin gip

girisine yerlestirin.

Her strip paketinde bir ¢ip kodu bulunur. Yeni bir strip
flakonu kullanmaya basladiginizda mevcut kodu
degistirin.

CODE

Olgiim aygiti iizerinde ¢ip yoksa, LCD ekraninda
& e e simgesigoriilecektir.

Kod ¢ipini yerlestirmek igin 2. adimi takip ediniz.




@ Olgiim aygit: iizerindeki kodu olgiim stribi
flakonundaki kod ile eslestirin.

+ Cihaz Uizerindeki kod 6lgiim stribi flakonu
Uzerindeki kod ile eslesiyorsa, dlglim aygiti
kan sekeri testi yapmaya hazir demektir.

+ Cihaz Uizerindeki kod 6lgiim stribi flakonu

005 uzerindeki kod ile eslesmiyorsa, bu flakon
Ornek olctim striplerini atin ve tedarikgi ile irtibat kurun.

A DIKKAT: Dogru sonuglarin elde edilmesi agisindan, élgiim aygiti iizerindeki
kod ile 6lglim stribi flakonundaki kodun eslesmesi sarttir. Her test isleminde
kod numaralarinin ayni olup olmadigini kontrol ediniz.




Parmak delme kaleminin Hazirlanmasi

A Uyarl

» Normal test sirasinda Hemoglobin Olgiim Aygiti veya parmak delme kalemi
kan ile temas edebilir. Kitin tim pargalarinin biyozararli oldugu distinilmektedir
ve dolayistyla temizlik ve dezenfeksiyon yapmis olsaniz bile kan yoluyla bulagan
patojenlerden bulasici hastaliklarin gegme olasiligi vardir.

+ Olgiim aygiti ve parmak delme kalemi kesinlikle birden fazla kisi tarafindan
kullaniimamalidir. Kan yoluyla bulagan patojenlerden enfeksiyon riski nedeniyle,
olclim aygiti ve parmak delme kalemini aile bireyleri dahil olmak iizere
baskaslyla paylasmayin.

« Olgiim aygiti ve parmak delme kaleminin temizlik ve dezenfeksiyon islemi kan
yoluyla bulagan patojenlerin gogunu yok etmesine ragmen, tiimtinin yok
ediimesini saglamaz.

+ Olgiim aygtti test isleminde kullaniciya yardimei olan ikinci bir kisi tarafindan
calistiriyorsa, ikinci kisi tarafindan kullanim 6ncesinde 6lgiim aygiti ve parmak
delme kalemi temizlenmeli ve dezenfekte edilmelidir.

+ Baska birinin 6lglim aygiti ve parmak delme kalemine dokunmasina izin
vermeden 6nce bu cihazlarl dezenfekte edin. Bagkasinin, dlglim aygiti veya
parmak delme kalemiyle test yapmasina izin vermeyin.

« Olgiim aygiti ve parmak delme kaleminin temiz ve dezenfekte edilmis sekilde
muhafaza edilmesi énemlidir. Olclim aygiti ve parmak delme kaleminin
temizlenmesi ve dezenfekte edilmesine iliskin talimatlar icin bkz. Olgiim
Aygitinizin Bakimi.

+ Olgiim aygiti, parmak delme kalemi veya élciim striplerini kullanmadan 6nce ve
sonra eller iyice yikanmalidir.

+ Lanset kapadini kesinlikle parmak delme kalemine sokmayin ve tetik tusuna
eszamanli olarak basmayin ya da parmak delme kalemini, tetik tusu masa iizeri
gibi bir yiizey izerinde dururken tutmayin. Aksi takdirde lanset firlayabilir ve
farkinda olmadan yaralanmaya yol agabilir.



Parmak delme kaleminin Hazirlanmasi

(D Kapag saat yoninin tersine gevirerek
cikarin. Lanset yuvasina sterilize edilmis
yeni bir lanset yerlestirin ve durana kadar
asag bastirarak sikica yerine oturtun.

@ Koruyucu diski lansetten ayrilana kadar
gevirerek agin.

(3 Parmak delme kalemi kapagini
tekrar takin. Lanset pimine
dokunmaktan kaginin.

@ Derinlik ayarini yapin
Arzu edilen ayar gdriinene kadar
parmak delme kalemi kapagini gevirin.
Daha ylizeysel delikler igin sayinin daha
klclik olmasi gerekir ve bu durumda
duyulan agri da azalabilir.

Not: Deligin daha yiizeysel olmasi agriy! azaltabilir. Once daha yiizeysel
bir ayarla baglayin ve test igin yeterli kan damlasinin geldigi derinligi
bulana kadar derinlik ayarini artirin.




Test 03

Parmak delme kaleminin Hazirlanmasi

® Parmak delme kalemini yukari dogru gekin
Ejeksiyon yay kontroldriin(i yerine oturana

— kadar geri kaydirin. Parmak delme kalemi

kullanima hazirdir.

Cihazin yerine oturmamasi problem

degildir. Lansete yerlestirdiginizde yukari

cekilmis olacaktir.




Parmak Ucundan Kan Ornegi Alma

Yaklasik Boyut

(D Test 6ncesinde, kapiller kan 6rnegdi almadan
once elin sicak ve gevsemis olmasina dikkat
edin. Gerekirse kan akigini hizlandirmak igin
sicak su kullanin. Kan akigini artirmak igin
bilekten parmak ucuna kadar birkag kez
masaj yapin.

Test bélgesini alkollu bir bez ile temizleyin
ve ardindan iyice kurulayin.

@ Parmak delme kalemini parmak ucunuzun
yan tarafina dogru tutun. Tetik Tusuna
basin.

3 Yuvarlak bir kan damlasi gelene kadar
parmaginizi hafifge sikin. ik damlayi
kullanmayin. Kan lekelenir ya da
sizarsa bu drnegi de kullanmayin.
Bolgeyi silin ve baska bir kan damlasi
icin parmag hafifce sikin ya da yeni bir
delik agin.
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Parmak Ucundan Kan Ornegi Alma

@ Kapiller Aktarma Tiipii ile kullanilirken, tlipl yatay
olarak tutun ve Kapiller Aktarma TupUnin ucunu
kan érnegine dokundurun. Kapiller islem otomatik
olarak 6rnegi dolum hattina gekecek ve duracaktir.

Not : Kapiller Aktarma Tipt otomatik olarak dolacaktir
Ornek alirken Kapiller Aktarma Tuptinu kesinlikle
sikmayin.

ikinci kan damlasini uygulamak igin (yaklasik 10 pL)
Kapiller Aktarma Tiiptiniin ucunu stribin Ornek
Uygulama Alani ile hizalayin.

Not: Stribi Kapiller Aktarma TlipU veya pipete
dokundurmayin. Ornek alimi sonrasinda kapiller kan
testi hemen yapiimalidir. Dogru sonuglar igin bir
Kapiller Aktarma Tlipl veya pipet kullaniimasi tavsiye
edilir.



Lansetin Atilmasi

Parmak delme kalemi kapagindaki vidayi agin. Lansetin
guvenlik tirnagini sert bir ylizeye koyun ve lanset
ignesini dikkatli bir sekilde gtvenlik tirmagina yerlegtirin.

Lansetin uzatiimis konumda oldugundan emin olmak
icin tetik tusuna basin. Kullaniimis lanseti ¢ikarmak igin
ejeksiyon dugmesini ileri kaydirin. Parmak delme
kalemi kapagini cihaza tekrar takin.




Test

Vendz Kan Ornegi Alinmasi

Yeni tam kan vendz ornekleri igin vendz kani EDTA veya heparin antikoagilanli
kapali bir kabin iginde toplayin. Ornegi iyice karistirin ve ardindan yaklasik 10 ulL
miktarindaki kani stribin Ornek Uygulama Alani ortasina uygulayin. Stribe pipetle
dokunmayin.

Tam kan 6rnegi alindiktan sonra 8 saat iginde test edilmelidir.

Hucresel bilesenlerin diizgln bir sekilde dagiimasini saglamak igin drnekleri test
oncesinde karistirin.

Ormek dondurulmus ise, yaklasik 15 dakika bekleyerek émegin oda sicakligina (15-
30°C veya 59-86°F) ulasmasini sagdlayin.

EDTA disindaki antikoagulanlarin kullaniimasi 6nerilmez.

Not: Bkz. NCCLS Dokiimanlari H3-A6, Damardan Tanilayici Kan Orneklerinin
Alinmasi.



Kan Orneginin Alinmasi

* Yalnizca Plusmed fasTTest Hblyzer Olgiim Striplerini kullanin.

+ Olgiim aygiti ve 6lgiim striplerinizin test éncesinde yaklasik olarak ayni sicaklikta
olmasina dikkat edin.

+ Test islemi 15°C ~ 30°C (59°F ~ 86°F) calisma sicakligi araliginda
gerceklestiriimelidir.

En dogru sonuglar igin imkaniniz varsa 20°C ~ 25°C (68°F ~ 77°F) olan oda
sicakligina yakin degerlerde test etmeye caligin.

+ Kontaminasyon ve hasari énlemek icin kullanim sonrasinda flakon kapagini
sikica kapatin.

+ Kullaniimamis 6lgiim striplerini orijinal flakon iginde muhafaza edin.

* Bir 6l¢lim stribini ¢lkarmaya ve test yapmaya hazir olana kadar 6l¢tim stribi
flakonunu agmayin. Olglim stribini flakondan gikardiktan hemen sonra kullanin.

+ Testi tamamladiktan sonra kullaniimig élgtim stribini flakon igine koymayin.

+ Uzerinde kan bulunan ya da kontrol soliisyonunun uygulandigi bir dlgiim stribini
tekrar kullanmayin. Olgiim stripleri tek kullanimliktr.

+ Flakonu ilk agtiginizda ilk agilis tarihini flakon etiketi (izerine yazin. Flakonu ilk
acilis tarihinden 3 ay sonra atin.




@ Olglim aygitini galistirin. Ekranda kisaca tiim LCD
sembolleri gérllecektir. Tim kesitler ve goriinti
unsurlarinin ¢alisir durumda oldugundan ve eksik bir
simge ya da unsur bulunmadigindan emin olmak igin LCD
ekranini ilk agiligta gdzlemleyin.

Not: Egerd+ 1| simgesi pilin tiikenmek iizere oldugunu
gosterir. Bu durumda pili degistiriniz.

@ Ik galistirmadan sonra Baglangi¢ Ekrani gelecektir.
Kod cipinin yerlestirildiginden emin olun ve gostergedeki
numara ile élgtim stribi kutu etiketi Uzerinde basili olan
numaray karsilastirin. Bkz. Bolim 3 Olciim Aygitinin

Kodlanmasi.

Olglim aygiti stribin yerlestirimesi icin hazirsa, strip
sembolii yanip soner.

®  Olgiim stribini, strip kanalina, strip Uzerinde gosterilen
oklarla ayni yonde yerlestirin. Olgiim stribinin strip kanali
sonuna kadar girdiginden emin olunmalidir.

@ Olglim aygiti uygulanacak drmege hazir oldugunda
kan damlasi sembolii yanip soner.
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® Olgiim stribinin Ornek Uygulama Alani ortasina
yaklasik 10 uL kan uygulayin.

Not: Kapiller kan testlerinde, dogru sonuglar elde etmek
icin ikinci kan damlasini kullanin. Ayrintili bilgi igin
bkz. Béllim 6 Parmak Ucundan Kan Ornegi Alma.

© Olglim aygtti, ekranda testin devam etmekte oldugunu
gosterecek sekilde yanip donen lg tire imiyle birlikte otomatik
olarak test islemine baglayacakir.

@ Hb sonuglar 15 saniye ekranda kalacak, Hct degeri ise
ekranin altinda gértintilenecektir.

Kullaniimig dlgiim stribini cikarip @ tusuna bastiginizda
olclim aygiti baslangig ekranina geri doner ve bagka bir stribin
yerlestirilerek test isleminin yapiimasina hazir olur.

Not: Tiim kan 6rnekleri, kullaniimig dlglim stripleri ve
malzemeleri dikkatli bir sekilde atin. Tm kan drmeklerini
bulasici madde gibi degerlendirerek islem yapin.

Kan drnekleri ve malzemelerini atarken ilgili Gnlemleri
uygulayin ve tim yerel diizenlemelere riayet edin.



Verilerin Silinmesi

Cihaz veri tabanindaki tiim verileri silmek igin Ayarlar Menistine girin
(bkz. Bélim 4 Olglim Aygiti Ayarlari). dEL ibaresi goriinene kadar < veya »
tusuna basin.

Tim verileri silmek icin @ tusuna basin. Yanip sénme sonrasinda tiim veriler
silinecek ve dEL ibaresi yeniden gorlecektir.

Hafiza

Olgiim aygiti otomatik olarak, test tarihi ve saati ile test isaretleyicilerini icerecek
sekilde en fazla 300 test sonucunu kaydeder. Sonuglari istediginiz zaman
gorebilirsiniz. Test Sonuglari en yeniden en eskiye olacak sekilde depolanir.
Dolayisiyla cihazin saat ve tarihini dogru ayarlamaniz gerekir.

ge-22 wem | @®OIglim aygitini galistirmak igin @ tusuna basin.
(0

o522 22 | @Baslangig Ekraninda iken her kaydi goriintlilemek igin
% 'l:"! (] <« veya P> tusuna basin. @ tusuna basarak baslangig

AN ekranina geri donebilirsiniz.
MEM mmol/L
HCT 35% ™
®0lciim aygitinda herhangi bir veri kayitii degilse tig tire (-)
ce = imi ve MEM ibaresi gérilecektir.

CODE B




Pilin Degistirilmesi
Pilinizin enerjisi azalirsa, pili degistirene kadar her gosterge ekraninda
pil sembolii goriindr. Pil doluluk seviyesi daha fazla test igin yetersiz kalacak

sekilde cok dlserse, ekranda E-4 hata mesaji belirecektir. Bu durumda pil
degisimi yapilana kadar 6lclim aygiti islev gérmeyecektir.

@® Olglim aygrti kapali konumda iken, cihazi ters gevirerek pil

kapagini bulun. Ustteki pil kapag! timagina bastirin ve kapag
kaldirarak agin.

@ Eski pilleri gikarin ve atin. Plastik bandin tizerine {ic adet AAA

tipi pil yerlestirin. Dis taraftaki iki pilin (arti (+) kutbunun asagi yonld,
cihazin alt tarafina dogru bakmasina; ortadaki pilin ise arti (+) kutbunun
yukari yonld, cihazin dst tarafina dogru bakmasina dikkat edin.

® Pil kapagini yerine oturana kadar tekrar takin.

E Not: Pillerin uygun sekilde imha edilmesi gerekir. Blgenizdeki

imha veya geri doniisiim uygulamalari hakkinda bilgi almak igin
mmmm Verel idare ile irtibat kurulmalidir.




Sistemin Bakimi

Kir, toz, kan, kontrol sollisyonu, su veya diger sivilarin 6lgiim aygiti élglim
stribi girisine ntifuz etmesinden sakinin.

Onemli: Olgiim aygitini kesinlikle suya veya bagka bir sivi igine daldirmayin.
Aksi takdirde dl¢lim sonucu hatali gikabilir ya da cihaz arizalanabilir.

Sistemin Muhafazasi

Olgiim aygitiniz, 8lctim stripleri ve diger malzemeleri her kullanimdan sonra
tasima gantanizda muhafaza edin. Her pargayi 15°C ~ 30°C (59°F ~ 86°F)
arasindaki kuru ve serin bir yerde saklayin. Dondurucuya koymayin. Tum
malzemeleri dogrudan gtines 1191 ve 1sidan koruyun.

Kontaminasyon ve hasari 6nlemek icin kullanimdan hemen sonra 6l¢im
stribi flakon kapagini sikica kapatin. Olglim striplerini orijinal flakon iginde
muhafaza edin.

Olgiim Stripleri ve Kontrol Stribinin Son Kullanim Siiresinin Gegip
Gegmediginin veya Hasarli Olup Olmadiginin Kontrolii

Olgiim striplerinin son kullanma tarihleri flakon etiketlerinin lizerinde
yazilidir,

Yeni bir 6lctim stribi flakonunu acti§inizda son kullanma tarihini etiket
Uzerine yazin. Flakonun son kullanma tarihinin tespitine iligkin bilgiler igin
6lglim stribi flakonu talimatlarini inceleyiniz.

Olgiim Aygitinin Temizlenmesi

Olgiim aygitinizi temizlerken, dis yiizeyini su ve hafif deterjanla nemlendiril-
mis yumusak bir bezle silin. Cihaziniz temizlemek icin alkol veya diger
¢Ozlicti maddeleri kullanmayin.

Olgiim girisine sivi, kir, toz veya kan girmemesine dikkat edin.



Olgiim Stribi Yuvasi

Olgiim Stribi Yuvasinin ortasinda bastirmak ve cihazin disina dogru kaydirmak
suretiyle Olctim Stribi Yuvasini gikarin. Nemli bir bez veya hafif bir deterjan
kullanarak silin ve kuru, yumusak bir bezle kurulayin. Cihaz lizerinde diiz tutarak
yerine dogru tekrar kaydirin. Olctim Stribi Yuvasinin ortasina bagparmaginizla
sikica bastirin ve yerine oturana kadar itin.

Not: Benzin veya tiner gibi organik ¢ozlcUleri kullanmayiniz.
Bu maddeler 6lclim aygitiniza zarar verecektir.
Olgiim Aygiti Sensor Alani

Olgiim Stribi Yuvasini bir dnceki bélimde belirtildigi sekilde ¢ikarin. Olgiim Aygiti
Sensor Alanini pamuklu bir bezle silin. Sensoru kapatan seffaf cami gizmeyin.

Not: Olgiim Aygiti Sensor Alanini temizlemek igin agartma maddesi veya
alkol kullanmayiniz. Bu maddeler dl¢iim aygitiniza zarar verecektir.



Bakim 75

Parmak delme kaleminin Temizlenmesi

* Temizlemek icin, su ve hafif deterjanla nemlendirilmis yumusak bir bez
kullanarak silin. Parmak delme kalemini herhangi bir sivi igine daldirmayin.

« Dezenfekte etmek icin, bir birim ev tipi agartma maddesi ve on birim sudan
olusan bir sollisyon hazirlayin. Ardindan bu sollsyonla islatiimis yumusak
bir bez kullanarak parmak delme kalemini silin. Kapaklari 30 dakika
boyunca yalnizca bu sollisyon icinde bekletin. Dezenfeksiyon isleminden
sonra suyla durulayin ve dis ortamda kurumaya birakin.




Olasi Sebep

Olgiim islemi sirasinda
6lglim stribinin
cikariimasi.

Omegin 6lgiim stribine
cok ¢abuk uygulanma-
sl.

Olgiim stribinin
kullanilmis veya kirli
olmasi.

Olglim stribi 8lctim
islemi sirasinda hareket
etmis olabilir.

Yapilmasi Gereken

Testi tekrarlayin ve
6lgim stribinin yerinde
oldugundan emin olun.

Testi tekrarlayin ve érnegi
kan damlas| sembolii
goruldiikten sonra uygulayin.

Kutu etiketi tizerinde yazili
olan dlgiim stribi son kullanim
tarihinin gegmediginden emin
olun.

Pilleri degistirin ve ardindan
testi tekrarlayin.



Pil tikenmis olmasina
ragmen 20 6Iglim daha
yapabilecek enerjisi
vardir.

Olgiim kaydinin meveut
olmamasi.

Olglim sonucunun 4,5
g/dL seviyesinden
distk olmasi.

1 uL miktarindan az,
yetersiz kan 6rnegi.

Olglim sonucunun 25,6
g/dL seviyesinden
yiksek olmasi.

Olgiim sonuglari yine dogru
cikacak olmakla birlikte, en
kisa zamanda pillerin
degistirilmesi gerekir.

Olgiim sonuglari kaydedildi-
ginde hafizayi kontrol edin.

Kan 6rnegi bir drnek kabindan
alinmissa, drnegi iyice karistirin
ve Olgiim islemini tekrarlayin.

Testi tekrar edin ve yeterli kan
6rnegi uygulayin. En az 10 pL
tam kan kullanin.

Kan 6rnegi bir rnek
kabindan alinmissa, ornegi
iyice karistirin ve olgim
islemini tekrarlayin.



Bir dl¢iim stribinin yerlestiriimesinden sonra cihazin 6lgiim moduna gegmemesi.

Olasi Sebep

Yapilmasi Gereken

Pilin bitmis olmasi.

Replace the Pili degistirin (ve gerekirse tarih ve
saati yeniden ayarlayin.

Pilin yanlis takilmasi ya da
cihazda pilin olmamasi.

Pilin, arti (+) kutbu yukar (size) bakacak sekilde
takilip takilmadigini kontrol edin.

Olglim stribinin ters
yerlestiriimesi ya da tamaminin
cihaz i¢in sokulmamasi.

Olgiim stribini baskili yiizil yukari bakacak ve
tepesi cihazin iginde olacak sekilde yerlestirin.

Cihazin veya 6l¢iim striplerinin
kusurlu olmasi.

Tedarikgi ile irtibat kurun.

Kan veya yabanci maddelerin
olgim stribi girisini tikamasi.

Tedarikgi ile irtibat kurun.

Kan 6rneginin uygulanmasindan sonra 6l¢iim igleminin baglamamasi.

Olasi Sebep

Yapilmasi Gereken

Kan 6rneginin gok kiiglik
olmasi.

Olgiim islemini yeni bir 8lgiim stribi ve daha
biyik bir kan érnegi ile tekrarlayin.

Olgiim stribinin kusurlu olmast.

Olgiim islemini yeni bir 8lgiim stribiyle tekrarlayin.

Olgiim aygitinin galisma zaman
asimi (iki dakika) sonrasinda veya
kapali konuma geldikten sonra
uygulanan kan 6rnegi.

Olglim islemini yeni bir élgiim stribi ile tekrarlayin.
Kan ornegini uygulamadan énce, kan ve 6Iglim
stribi sembollerini gorlintli ekraninda gérene
kadar bekleyin.

Cihazin veya ol¢tim striplerinin
kusurlu olmasi.

Tedarikgi ile irtibat kurun.




Teknik Ozellikler

Cihazin Tipi Fasttest HBlyzer
Kan Ornegi Kapiller ve Vendz Tam Kan
Kan Miktari 10l

Olgiim Stribi Tipi

Fasttest HBlyzer Tek Kullanimlik Olgiim Stribi

Olgiim Araligi 4.5-25.6g/dL

Olglim Siiresi < 15saniye

Gig 3 adet AAA tipi Alkalin Pil
Pil Omril

Yaklasik olarak 1000 6l¢limden fazla

Hafiza Kapasitesi

300 test sonucu

Galistirma Ortami

15°C ~30°C ( 59 °F ~ 86 °F )
10% ~ 70% RH

Boyutlar

126*57*25 mm

Agirlik

185¢g(pil ile birlikte)




Uyan

* Kan ile temas eden bir irinin kontamine (potansiyel olarak bulasici)
oldugu disundldr.

* Normal élgiim islemi sirasinda kan sekeri 6lglim cihazi kana temas
edebilir.

« Parmak delme cihazlari da keskin ve delici alet olarak degerlendirilir.
Keskin ve delici aletlerin imha islemi bircok Ulkede kanunla diizenlenmistir.

Keskin ve delici aletler ve/veya kontamine drtinlerin imhasina iliskin yasa
veya yonetmeliklere uyulmalidir. Kullaniimis él¢lim cihazlari, kullaniimig
olctim stripleri, kullanilmis lansetler ve kullanilmis pillerin uygun sekilde
depolanmasi ve imhasi igin yerel saglik mUidurliga veya diger ilgili kurum
ve kuruluslarla irtibat kurulmalidir. Kullaniimis 6lgtim aletlerini imha ederken
asagidaki hususlar goz dninde bulundurulmaldir:

«Olglim cihazlari ve piller yetkili bir tesiste geri donisiime tabi tutulmalidr.
Olgiim aygitinin potansiyel olarak zararl bir elektronik alet (e-hurda) oldugu
unutulmamalidir. Piller de potansiyel olarak zararlidir ve bu husus dikkate
alinarak imha edilmelidir.

*Geri donlislim veya imha 6ncesinde dl¢iim aygiti dezenfekte edilmelidir.

*29 CFR 1910.1030 - Kan yoluyla bulagan patojenler
*2002/96/AT Direktifi - Atik elektrikli ve elektronik esyalar yonetmeligi
(WEEE)



Garanti 81

2 Yillik Sinirli Garanti

Olgiim aygrt satin alim tarihinden itibaren 2 yil garantilidir. Kusurlu bilesenler
veya kot iscilik nedeniyle cihazin diizgiin galismamasi halinde, iriin tarafimiz-
ca Ucretsiz olarak onarilacak veya yenisiyle degistirilecektir. Bu garanti herhangi
bir sekilde uygunsuz kullanimdan kaynaklanan hasarlari kapsamamaktadir.
Piller garanti kapsaminda degildir.
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