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Glucertain

Blaod Glucase Manitoring System

9 009 &

5 Sec. Resull Mini Queul Glucoss Mo Code
Sample Dehydrogenasa
Technology

User’s Manual

Please read this User's Manual thoroughly
before using your blood glucose meter.

Introduction
Welcome to the Glucertain™ Blood Glucoss System. This system is dependable & easy-to-use, utilizing a

compact, ightweight and partable meter that will aide you in monitoning your patientz’ blood glucose levels
Thnk aboul these mportant leatures,

@ Mo Code. Time-saving & much casier than code sysbems

Glucose Dehydrogenase Technology: Eliminates incorrect readings
on pabents recenving Dxygen herapy

@ Quick: Test Rezults in 5 seconds
g Mini Sample Size: 0.6 ul

Please read this manual thoroughly before you begin testing. It provides you and your diabetes care team
impartant information and step-by-step directions for use of the Glucertain Blood Glucose Sy=tem

Intended Use

The Glucertain Blood Glucose System is intended for the quantitative measurement of glucose in fresh
capillary whole hleod samples drawn from the fingerip. Testing is done outside the body (In Vitro diagnostic
use) The Glucertain Blood Glucose System is intended for multiple-patient use in professional healthcare
selbngs, @s an ard o mondor the effeclnveness of dabeles control. The system musl be used with salety
lancets, and Glucertain Safety Lancets are a part of the system A new safety lancet should be used every
time you perform a test The system is nat to be used on neonates, nor for the diagnosis of, or screening for,
diabetes mellitus.

Important Safety Instructions:

Only gingle-use safety lancets (such as Glucertaln Safety Lancets) should be used, & a new safety lancet
should be used lor each lesl

Al parts of the kil are consdered biohazardous and may transmel mbecbon, even o you have performed
cleaning and disinfection, Wash hands thoroughly with soap and water after handling the meter. Follow
Slandard Frecaubons when wsing the meter and oblaming a sample. A new parr of gloves should be worm by
the user hefore testing each patient

The meter should be diinfected after each use The Glucertain Blood Glucose System may be used for
testing multiple patients when Standard Precautions and the disinfection procedures included in this manual
are falkowed

Included with each Glucertain Blood Glucose Meter:

» Glucertain Control Solution (High)
# 7 BAA balleries

» User's Manual

Available separately:

» Glucertain Bloed Glucose Test Strips

« Glucertain Safety Lancets = Glucertain Control Solution [Low)

For further information, please see:
“Biosafely in Microbiological and Biomedical Laboatories (BMBL)" hitp:iwww. cde govibiosafety/publicationsbmbis/

“Frofecion of Laboratory Workevs Fror Ocsupalonally Acgqoeed fefecbons, Approved Goodeboe - Thord Feebor = Chucal
and Laboralory Skandards Instibule (CLE1) M29-A3

"Gk for lsolalon Frecaufons Freeeerlmg Transmesson of  fofecfoss Agents v Healthcare Selfegs 20007,
hilfp anana wihicps Fi solalonpre: i hilml

“FDA Public Health Motification: Use of Fingerstick Devicas on More than One Person Poses Risk for Transmitling
Blecdbome Pathogens: Initial Communication”™ (2010)
hilfp fareew Ida govibedhcal Deaces/Balety AlertsandNobeesuom? 240005 hilm

“CDC Clinical Reminder: Use of Fmngerstick Devices on More than One Person Poses Risk for Transmitting Bleedbome
Fathogens™ (2010) hitphwew.cde goviingectionsafetyTingerstick-DevicasBGM . himl



Important Information about your new Glucertain Meter

The Glucertain Blood Glucose Meter 15 desgned and approved o estimg Tresh capillary whole blood
samples from the fingertip, palm and forearm. The meter is for in vitro use ONLY {for testing outside the
hady) It should not be used to diagnose diabetes,

The Glucertain Blood Glucose Meter can anly be used with Glucertain Blood Glucose Test Strips
Other test strips will give inaccurate results. Glucertain Strips feature a unique glucose dehydrogenase
chemsly syslem.

Texsting 15 nob vahd for neonatal blood speamens.

Do nol desassemble the meter as thes may cause damage o the componenls resulling nooncomect
readings. Disassembling the meter will also void the warranty

Always keep the meter clean and store it in a safe place. Protect the meter from direct sunlight to ensure
a longer Ifespan

You shoukd nol store e meber and best stnps in a car, a bathroom or a refngerator,

Keep e meter, lest sinps and salety lancels away from children and pels,

Critically ill patients should not be tested with blood glucose meters. See page T for more explanation
Remaove batteries if the meter will not be used for one month or more.

Waming for potential bichazard: Healthcare professionals using this system on multiple patients should

be aware that all products or ohjects that come in contact with human blood, even after cleaning, should
be handled as if capable of transmitting viral disease.

Hote:

B Do not touch the strips with wet hands

m Do not use expired sirips (the expiration date is shown on the vial )
B Do nol bend, col or twest the stops.

B Altiade of 10,000 or more feet may have an effect on readings

Why is it so important to test blood glucose regularly?

Testing blood glucese regularly can make a big difference in how you manage your patients' day to day
diabetic care. We've made the Glucertain Blood Glucose System as simple as possible to help you use it
regularly.

Do you need help?
Faor technical assistance, call toll-free B6G-203-2761 (Fastern Time, Mon-Fri 8-00AM-5-00FM)

For customer service, call CellEra, LLC toll-free 800-532-2391, or your medical supply distributor.

Health-Related Information

It the patient s expenencng detydrabion, requent uvonabion, low blood pressare, shock or hyperosmolar
hyperghycemic nonketatic coma (HHNEC), you may get a test result that is lower than the actual blood
glucose kevel We recommend confirming the result on such patients via a elinical laboratory

If you hawve followed the steps in the user's manual, but still have sympioms that don't seem to match
your test results, of If you have gquestions, please call Technical Service toll-free at B65-203-2r61
(Earsterm Time, Mon-Fn B.00AM-5 00FM).

Heallhcare personnel should wash hands & change gloves bebseen patients, even il pabienl-dedicated
testing devices and single-use lancing devices are used

Mote: Warning for potential bichazard:

Healthcare professionals using this system on multiple patients should handle all products or
objects in contact with human bleod carefully to aveoid transmitting viral disease, even after
cleaning.
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Glucertain Safety Lancets

Cal # Size Color-code

30226 26 gauge Pink

30228 28 gauge Pumple
Miole

28 gauge is the most comfortable. 26
gauga works hetter on thicker skin

Instructions for use
Clean test site prior to use.

1. Full off prodectve cap. Stenhity
of lancet tip is maintained until

profectve cap s removed,

2.Position Glucertain Lancetente | | "
test site. i

3. Push firmby against test site.
Sharp Lancel bp s actualed
and punctures skin

4, After use dispose Into
approprate “sharps®
conlamer.

13.

14.

Installing Batterias

. Open the battery door on the

back of the meter by pushing
the tab to the left and pulling
the door up

. Iresert bwo batteries, The
meter will beep to confirm the
batteries are inserted

cormecthy

&, Put the battery door back in
place and snap it closed
The meter tums on
automatically

Setting The Time and Date - First Time Use

Set the current time and date in your meter.

1. Press = (right button) to
turn the meter on.

2. The large display shows the last
2-digits of the year that flashes
at the top of the display as well.
Press 4 (left button) to adjust
the year and press + (right

button) to confirm the setting.

3. Repeat step 2 to set the month,
date and time. The flashing
field is the one you are
currently setting. (A=AM,
P=PM)

15.

16.

Using Glucertain Blood Glucose Test Strips

Lise only with Glucertain Blood Gluoose Meters,

Glucertain Blood Glucose Test System is a “no code” system and does not require test strip calibration.
Glucertain Blood Glucose Test system utilizes glucose dehydrogenase chemistry to avoid incormect
readings on patients receiving Oxygen therapy.

Hum @ control solubion bestevery lime you open a new box of lest stnps (See Chapler 2 "Control Solution
Testing.™)

Keep the lest strps n ther ongmal wval,

After you take a test strip out of the vial, tightly close the vial immediately to keep the test strips dry

Uze the test strip within three minutes after taking it out of the vial.

The strip is for single use only. Do not reuse.

When you open a new lest stnp weal, check the expration date, The best stnps are good Tor theee monthes
Trarm Wz el date the wal 5 opened or unbl the exparaton date, whichewer comes irsl, Record the date
you infially open the best stnp o nal m the desgnated spol on e wal,

Store the best sinp wial and your meler inoa cool diy place, bebween 35%F - B5"F (270 - 30°C). Do nol

Insert the test strip into the meter before apphying blood or contral solution
D nod towsech the test strip with wet hands Do not bend, cut, or twist the: test sirips




Chapter 2: Control Solution Testing

When to Run a Control Solution Test

Running the Glucerain Control Solution Test will let you know that your meter and test strips are working
properly. You should run control solution tests:

I you ane wsing a new Glucertain Blood Glocose Meler,

When you apen a new vial of Glucertain test strips

If you think the meter or test strips may be working incomectly.

If the meter is dropped.

If test results are kower or higher than expected, you have repeated the test with similar results

When you practice the test procedure

Hote: Professional users are Instructed to follow federal, state, and local guidelines.

17.

About Glucertain Control Solutions
B Use only with Glucertain Blood Glucose Test Strips.

B Wile the date you imbally opened the Conbrol Solutson botlle on e abel, The control solulion s good
far three months from the date the bottle is opencd or until the expiration date on the bottle, whichewer
comes first

Doy not use eontral solution that is past the expiration date

The contrel solution can stain clething. If you spill, wash your clothes promptly with soap and water.

Cloge the control solution bottle tighthy after every use.
Left over contral salution should not be returned to the control salution bottle
Store the bollle of conlrol sclulion al room lemperalure, between 30°F - B27F (270 - 30°C) Do nol reeze.

Glucertan Contral Solubions ane avaldable i Lewvel 1 {Low) and Lewel 3 (Hgh). To purchase, conlacl your
medical supply distributor or CellFra, LLGC

19.

Running a Control Solution Test

You need the meter, a test strip, and control solution.

[
& i da i
i
' '

1] 4
ﬂl-ai e ﬂ:ﬂ! e i
)’

1.Putatesttripintothe 2 Press « (left button) to cycle through . Before 3. The icons &, and
meter per the direction meal, ‘ After Meal & stop at Control Solution & appear.
of the arrow on the test Mode (CS), then press + (right button) to confirm
strip. The meter tums the setting.

on automatically.

4, Place the meter on a flat, level
surface. Shake the control
solubmon bottle well or roll bebween
your pahms,

5. Remove the control solution battle
cap and wipe the p of the bottle

with a tissue
6. Squeeze the hottle until a finy
drop forms at the tip of the bottle.
7. Tauch the drap at the tip of the 4. Do not remove the test strip 10. Push the Strip Ejector to eject
test strip (see above for proper until you confirm that the the test strip
technague). reading falls within the 11. Dispose property.
B, The meter starks Lo counl down range printed on the test
from & seconds and then shows sinp wial,

thee best resull



Understanding Control Solution Test Results

The Fabeel on your lest stnp vial shows e acceptable ranges for the Control Solubons. The resall you gel
should be walthin this range. Make sune you comparne the: resull bo the comect level (High or Low) of control

solubion,

When the controd result is within the range on the test strip vial, your test strips and your meter are working

properly.

I yowr conbrod solubon resull s nol withm the acceplable range ponbed on yowr lest stnp vial, ook al the
troubleshoobng checks thal begm n Chapler b, page 28

21.

Chapter 3: Testing For Blood Glucose
Using the Glucertain Lancets
B Dby single-use safety lancels should be used wilh tis system,

B |nstructons for Use for Glucertain Clinical Safety Lancets are printed on the side of the Lancet box and on

page 14 af this manual

Hote: Used test strips and lancets are considersd blo-hazardous waste in accordance with U.5.
& local regulations and should be handled as i capable of transmitting Infection. Follow your
healthcare facility’s policies for the proper handling of bio-hazardous materials and sharps

disposal.

22.

Qbtain a Blood Sample from the Fingertip to Run a Blood Glucose Test

3. Press + (left button) to set
Bazfore Meal or
Alter Meal Mode, then press

new pair af clean gloves automatically & backlight tums = (right button) to confirm the
should be womn by the user on. setting.
before testing each patient.

1. Wash your hands with soap 2. Put a test strip into the meter in
and warnm waler, the direction of the amow on he
Hirese and dry thoroughly, & sinp, The meler lurms on

23.

24.

appear,
‘When the blood drop flashes

on the display, you are
ready to use the Glucertain
Safety Lancet to obtain a
blood sample.

s
A

RN
S
. X}
5. Swab the blood collechion anca on a
patient's finger with an alcohol swab,
Flease wait at least § secands wntil
the intended area iz dry and clean
before using the Lancet.
&. Pull off the protective cap.
7. Place Glucertain Lancet onto test
sibe, Push agamst sibe o acluale and
punciure skin,

B. Genlly sguecze andfor
massage your fingertip
until a round drop of
hlood on your fingertip

8. Wipe away the first drop
with a tissue and use the
second drop.




10. Touch the drop to the tip of
thee ramsparent wandow of e

11. The meter counts down
froim b seconds and then

12. Push the Strip Fjector to eject the
st stnp & dispose of both sinp &

test strip displays the test result lancet properly
Do not put blosd on top of 13, After discarding, wash hands
the strip. thoroughly with soap and water.

When there 15 enowgh blood n
the stnp's confirmabion window,
ther meter wall beogin bo take &
reading

Hmse and diry thoroughby,
A4, Clean and dsmbect the meler

15. Change gloves between patients

Follownng the mstruchion in Chapler 5,

25.

Expected Values

The Glucertain Rlood Glucose Test Strips are whole-blood referenced and calibrated for easier companson to
lab results. The American Diahetes Asaociation recommends a post-meal glucose level of leas than

180 mgdl and a pre-meal glucose of 70-130 mgidL®

Unusual Test Results
If the results are inconsistent with the patient’s symptoms, please follow these steps:

1. Hun a control solubon lest, Chapler 2, "Control Solubon Tesbng.”

2. Repeal a blood gluoose test, Chapler 3, "Testing Your Blood glucose.”

3. ARer runnmg the guality control and relesting the patiend, o thene are sUll concems aboul the perlormancoe
of the meter, inform the Mursing Supenisor and follow your facility's procedure for cross checking results
with the Laboratary or another glucose test method (not anather meter)

. For accuracy and precision data and for important information on limitations, see the instructions that come
will your best sinpes,

Neote:
1. Extremely high relative humidity (above 90%) may cause inaccurate results.
2. Hematocrit below 20% or above 80°% may not allow accurate results.

26.

Chapter 4: Meter Memory & Data Transmission
Memory, Storing Test Results

Your meter stores a maximum of 480 test results with the time and date of the test. You can review them at
any time. When the memory is full, the oldest result is dropped as the newest is added, so it is very important
to have the correct ime and date set in the meter.

The memory function is necessary in order to transmit data to a central location (separate software &
instructions are available), and should not be used as a substitute for proper charting of patient data.

The average data function should not be used when meters are moved between patients.

27.

28.

Chapter 5: Maintenance and Troubleshooting
When to Install Batteries

The meter uses wo alkalme AA8 ballenes. Ballenes will nommally last bor
mare than 2000 tests. Cther types of AAA battenes are acceptable, but
in-use life may vary. Install the hatteries, when you first use the meter or
replace with new batteries when the "LP” (low power) message and the low
battery symbol appear on the desplay,

The meter will nol tum on the st me batlenes are mstalled. Press and hold
“+° Hight Button or mrsert the test stng o lurm your meler on,

The meter tums off automatically. Or you can press and hald "+ Right
Rution to turn your meter off

— Low battary symbaol

Motes re Battery Replacement:

1. The meter won't delete earlier records when you replace the batteries.

2. You should reset the time and date after you replace the batteries.

3. AAA batteries are required. Alkaline batteries are recommended.

4. Remowe batteries when you will not be using the meter for one month or more.



Cleaning and Disinfecting the Glucertain Blood Glucose Mater

Choesing the disinfectant

Accordng bo Gudelne for Desmibection and Stenhzabon n Healthcare Facilises m 2008, you should clean
your gluicose meter after every use to prevent any possibility of cross infection, Wipes used should be
FPA-registered as a disinfectant. Many FPA-reqistered disinfectant wipes have "2-minute” clalms. I your
wipes have higher or kwer dwedl times, you should adjust your technique accordingly.

Cleaning and Disinfection Instruction
Flease keep the meter free of dirt, dust, bloodstain, and water stains. After every use, follow both the cleaning
& disinfection instructions below, using the EPA-registered wipes.

Meter cleaning area

Code MName Pussﬁiﬁr of
contact with
blood
A Sinp Slol Hugh
B Front Case High
C S Butlon High
D Side Case High
E Front Butions High
F Back Cane Medium
G Rattery Cowver Medium

29.

30.

Step 1. Cleaning Instruction: Clean first to remove any heavy soil left on the surface of the meter.
Opezn, uniold and use the hest genmodal wape 1o remove heavy soil. AL blood and body fluds must be
thoroughly cleaned from surfaces and objects before disinfection with a germicidal wipe.

Step 2: Dislnfection Instruction: After cleaning, & before using the meter again, unfold a new wipe and
thoroughly wet all the surface of the meter, including the strip port and the other connection port. Treated area
must remain visihty wet for a full 7 minutes. Use additional wipe{s) if needed to assure continuous 2 minute
wet contact time. Let the device air dry for 30 seconds

Do: Do MNot:
B Make sure the meter is tumed off dunng cleaning and ™ Gel any morsture nlo the test sinp slot.
dizinfection B Spray any cleaning solution directly onto

the meter.
B Fut the meter under water ar liquid
B Four liguid onto the meter,

B Keep test strip wial{s) tightly closed when performing
cleaning and disinfection procedures; the fumes from the
disinfectant may affect the performance of the strips.

B Alter cleamng and deanfecton, please perlorm a physwcal
appearance and performance check of dewvioes,

B Abhways wean gloves when cleamng & esting,

Note:
After disinfection, users’ gloves should be removed and hands should be theroughly washed
with soap and water before procesding to the next patient.

Glucertain™ Blood Glucose Meter Cleaning & Disinfection Procedure

Choosing the Disinfectant Wipes

According to Guideline for Disinfection and Sterilization in Healthcare Facilites in 2008, we
recommend that you clean your glucose meter after every use to prevent any possibility of cross
infection. Wipes used should be EPA-registered as a disinfectant. Many EPA-registered disinfectant
wipes have “2-minute” claims. If your wipes have higher or lower dwell times, you should adjust your
technique accordingly.

Cleaning and Disinfection Instructions

Keep the meter free of dirt, dust, bloodstains, and water stains. The meter must be properly cleaned and
disinfected after every use.

Using two wipes, follow the cleaning instruction first & the disinfection instruction second.

1. Cleaning: Do the cleaning step first to remove heavy soil and touch contaminants left on the surface
of the meter. Open, unfold and use first disinfectant wipe. All blood and other body fluids must be thor-
oughly cleaned from surfaces and objects using the first wipe.

2. Disinfection: After cleaning, unfold a second wipe and thoroughly wet all the surfaces of the meter,
including the ports. Treated area must remain visibly wet for a full 2 minutes to effectively kill blood-
borne pathogens (such as viral hepatitis) and to prevent cross-contamination. Use additional wipe(s) as
needed to keep the meter continuously wet for 2 minutes. Air dry the meter for at least 30 seconds.

Do:

— Make sure the meter is turned off during cleaning and disinfection.

— Keep the test strip vial tightly closed when performing the cleaning and disinfection procedures be-
cause the fumes from the disinfectant may affect the performance of the strip.

— After cleaning and disinfection, please perform the physical appearance and performance check of
devices.

— Please wear gloves when doing the following physical and performance check steps.

31.

32.

Do Not:
* Get any moisture in the test strip slot. * Put the meter under water or liquid.
* Spray any cleaning solution directly onto the meter. e Pour liquid into the meter.

Physical Appearance check of the meter after each cleaning or disinfection:

Check item Accept Result
Is the display transparency clear? Yes
Is there NO erosion on the strip slot or other parts? Yes

Action: If any of the results is “No” the user should call the Technical Support line toll-free
at 866-994-3345 (Eastern Time, Mon-Fri 9:00AM-6:00PM).

Performance check of the meter when/if there is a problem after cleaning:

Steps | Check item | Accept Result

After each cleaning & disinfection

1. Insert test strip Does meter power on? Yes
2. Apply Control solution Do you get a reading? Yes
Is the reading within control range? Yes

3. Remove test strip Does meter power off? Yes
4. Press/hold right button Does meter power on? Yes
for 3 sec. Does meter beep? Yes

5. Press and release Do memory readings appear? Yes
left button. Can they be read clearly? Yes

Action: If any of the results is “No”, please call the Technical Support toll-free at 866-994-3345
(EasternTime, Mon-Fri 9:00AM~6:00PM) for replacement with a new meter.



]

Maintenance and Testing Troubleshooting the Glucertain Blood Glucose System

Your meter needs litthe or no maintenance with normal use. It Troubleshooting Checks Action
automatically tests its own systems every time you turn it on and lets you < Was the test stri :

" ) = the test sinip exposed to open air for a kng . .
know if something is wrong. (See "Screen Messages” and what to do period of time? Repeat the contral test with property stored strips
about them.)

If the cap was not tight, or the vial was left
uncapped, open a new vial of test strips
Da not reuse the strips from the affected vial.

+ s the cap on the test strip vial kept tight to
To make sure the display s working propery, m ol e meter, Press and prevent moisture or humidity from affecting
hodd =" Right Button to see the complete display. All the indicators should strips?
he clear and look exacthy like the picture to the left. If not, please call
Technical Service toll-free at 866-203-2761 (Fastern Time, Mon-Fri

G:00AM-500PM).

. If nat. You can use control solution to verify the
¢ res [hge . o

Waes the meler funcbomng well? meter's lunctions. (Ghapler 2)
Replace with new contral salution to check the

¥ Isthe control solution expind or contarminated? performance of Glucertain Blood Glucose system

Repeat the control test with properly stored sinps

« VWere test stnps and control solutions stored in
or control solutions.

cool, dry places?

Read Chapter 2 "Contral Solution Testing™ and test
again. Stop using the meter if you continue to
abtain inaccurate results, please contact technical
service toll-free at B66-203-2761 or CellEra, LLC at
BO0-R82-2381

*  [hid you follow the testing steps propery?

33. | 34.
35. | 36.

Screen Messages and Troubleshooting

039

Mevar make treatment dacisions basad an an error messane

e B B - -
I

N ) I L

- A i
[l

System fault

3 [»
Action’ Replace the

ig:40 03¢
"-‘

. Ll
Ll I

Test result is higher than 800
migidL.

T 1800
) 1
LA

—
—
-—
—

—

.—
'—.
—
—
.-
—

The test result is lower than
20 mg/dL.

[x]

Humidified/Used strips
Achon. Replace with a
new strip

Humidified/Used strips
Aclon. Heplace with a new
strip

System fault

Acton. Replace the baltenes fesl, 1l
ERROR 001 appears again, please
call the Technical Service

MNote: Techmoal Servoe Woll-frec al 888-203-2761 (Eastern Time, Mon-Fn B.00AM-5.00FM).

hatteries first, If the above
ar Err appears, please call
the Technical Service.

Action® Test again If the result is
still the same, try a contral
solution test and if the control
selution test falls within the
correct range, please call lhe
Technical Senvice

Action Test again. If the result s
still the same, try a control
solution test and if the control
solution test falls within the
comect range, please call the
Technical Service.

Note: Technical Service toll-free at BGG-203-2T61 (Easten Time, Mon-Fri 8:00AM-5-00PM)

15
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e

LRE

r

Err message. Not enough
sample was drawn into the
test strip for measurement.
Action: Discard the test strip

and repeat the test.

\___4

-—

4,

The "Ht” and thermometer
icon appears. Temperature is
too high, outside the required
range of 50°F - 104°F (10°C -
40°C). This alerts users that
an incorrect result may occur
if the test continues.

Action: Relocate the meter to a
location with temperature
between 50°F - 104°F (10°C -
40°C).

)
L

The "Lt” and thermometer icon
appears. Temperature is too
low, outside the required range
of 50°F - 104°F (10°C - 40°C).
This alerts users that an
incorrect result may occur if
the test continues.

Action: Relocate the meterto a
location with temperature
between 50°F - 104°F (10°C -
40°C).

37.

38.

Chapter 6: Technical Information
Specifications

Brand narme

Glucertam Blood Glucose Meler

Blood sample

Chermesiry syslem Glucose Dehydrogenase
Range 20 - 600 mgfdL
Response time 5 seconds
Memory sets 480 test results

e T o 5
Slorage and Temp. 35°F - B5°F (2°C -30°C)
transportation condition | Relative Humidity A0-85 % RH

06l

Fresh Blood from fingertip, palm, or forearm

Hematocrit (Het)

20-60%

Power 2 Alkaline 1 5W (AAA)

Rattery life Creer 2000 tests

Display dimension A50 * 43 0 mm

Device dimension H = W= D O x 57 % 22 mm

Weight 43 2 grams wio battery

FPrinciples Flectrochemical binsensar technobogy

Limitation
The: test strips are used for fresh capillary whole blood samples

2

Healthcare Professicnals — Please note these additional Limitations

I

9

. Altitwede of 10,000 feet or more may have an effect on readings.

39.

DO NOT use neonate Bood sample.

Extreme humidity may affect the results. A relative humidity greater than 90% may cause incorrect results.
The system should be used al a lemperature bebween 50°F and 104°F (10°C and 407C), Outside s
range, the system may get incomect results.

Dy WO peewesae thee best stops. The best stnps are lor smgle use onky,

Hematocnt: Hematocort values between 20% and G0% will not affect the results. Hematocrnt below 20%
may cause higher results. Hematocrit abowve G0% may cause lower results

Il the pateent bas the followang condibions, the resull may be maccurate;

+  Sevene dehydiaton

+ Severe hypatension (law blood pressure)

+ Shock

+  Acstate of yperglycemc-hyperosmolar stale (wilh or wilhout keloses)

Lipemic samples: Cholesterod leved up to 500 mogidl. and trighycerides up to 3000 moidl do not affect the
results. Grossly lipemic patient samples have not been tested and are not recommended for testing with
Glucertain Gluense Meter

Critically ill patients should not be tested with Glucertain Blood Glucose Meters.

40.

will not affect the test results.

10. Interfering Substances depend on the concentration. The below substances up to the test concentration

Test .
Eﬁ:l’;r:g Concentratian EI:::;:E#!- e BI::;;EEM!- Yo EI::J;EEH#
mgldl

Acetaminophen A 0.2 65 38
Ascorbic Acid 25 1.8 6.8 53
Dopaming 2 4.3 129 6.3
Gantisle Acid ] T.8 2.0 4.3
L-Dopa 2 R 12 1.8
Methyldopa 2 h2 -23 4.1
Uric Acid 13 8 349 318

A more extensive list of drugs and other substances that do not interfere with Glucertain test results may be

found at www.cellerallc.com.




Warranty

CellEra, LLC warrants the onginal purchaser for a period of 3 years from the date of purchase. This means
during the warranty period if the Glucertain Blood Glucose System does not work for any reason (other than
obvious abuse), CellEra will replace it with a new system or an equivalent product free of charge.

Please read this Glucertain User's Manual before operation. If you have any questions and/or need assistance,
please contact us as follows:

Technical Service, within the USA, call toll-free: 866-203-2761 (Eastern Time, Mon-Fri 8:00AM -- 5:00 PM)

Customer Service, within the USA, call toll-free: 800-892-2391 (Eastern Time, Mon-Fri 8:00 AM — 4:00 PM)

41.

42.

Device Information

Glucertain™ Blood Glucose System
Glucertain™ Blood Glucose Test Strips
Glucertain™ Blood Glucose Meter
Glucertain™ Safety Lancets
Glucertain™ Control Salution

Raferancea:
American Diabetes Association. Standards of medical care in diabetes-Table 10. Diabetes care. 2011; Vol. 24,
Suppl 1, 521.

Manufactured for:

Cellera, LLC
Cincimnat, OH
800-892-2391
wwnw. cellerallc.com
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