" FREESTYLE LITE BLOOD GLUCOSE TESTSTRIPS - -

TreeStyie tite Hlood Glurose Test Stiips-Produet kloanation
Galy for s with FraeStyle, FroeStyle freedom, FrecStyle Bini, FreeStyle #avigator, FreeStyle Freedom Lite, FreeStyle Lite
flood Ghucose Systems 1o Test [or Ghucose in Wile Blood
{Bined Ghucose Test Strip with Cowpnciric Technologys

1MPORYANY; PLEASE READ TH3S INFORMATION AND YOUR OWHER'S BOOKLEY BEFORE
USING THE FREESTYLE LITE TEST STRIPS TO TEST YOUR BLOOD SUGAR.
Forhelp calf Customer Care.

Intended Use

freeStylaLite blood glucose test steips are for use with freeStyle, TreaStyte Freedom, freeStyte Mind, FreeStyle Havigator, [eeStyle Freedom
tite, FreeStyle Live blood ghucose neters to measute glucose {sugar] inwhole boed FreeStyleLite test steips are used for testing cutside
Uhe bady tin witre diagnostic use) and are for seli-testing of <are giveruse, freeStyle, FreoStyle Freedam, FreeStyte Mini, FreeStyie Navigator,
FreeStyle Freedomn Lite, FreeStyle Lite blood glucose ronitoting sysheins ate intended for use in te horme and in professional settiags. Thig
product is not intended for the diagnosis of ot screening for diabetes mellitus o for bse with neanatal samiples or arterial blood.

Wamings

- Donotuse during xylose absorption testing.

+ Any dhange inmedication based on your blood glicose test resui:s without the consent, an&adwce cs a physman oF
fiealthicare professionalis ot recommended.

» Product contains small ¢ that mighthe ¢ da chukirag hazayd.

HOFE: A control solition test should be parformed when you quéstion yeurresutis and want 1o conﬁrm that yaurmeter
and test strips are \working properly. Yo obtain contro) solution, cati Customer Care,

WARhING 1fyeu continue to got contrel solution 1est sesufts thatfall outside the sange printed oa the test strlp visl, the
system may not be furctioning properly, D
restrlt within the range printed on the test

lal label. Contact Customer Care.

P
Parformance Characteristics
The prerfarmance of these test strips bas been tested hoth m faboratary and dinical studies, Hie testiag range is 20 mo/dl 1o 560 mg/dt

{10 mamokt 10 27,8 mmol/t}. The FreeStyle Lite test steip is calibrated 1o display the equivatent of plasima glucose velues 1o altow casy
comparisen of results with feboratoey methods.

Aectiracy
Cagllfary bload glucose eesults abitained by Say users were compared with those obtained using the Y81 Gliose fnalyzer.

Summary of systetn accacy foi finger samyples veitlh YS! glucose results fower than 75 mg/dL (4.2 nenolfl).

se the system to test your blood untif yo geta <ontrel soluzion fest -

Witain Within Within
5 g/t (0.3 mmol/l) + 10 mo/dL (0.6 mnoifL) # 15 mg/dL (0.8 mmolil)
3% B 1003 {11411) 100% (1111
Sumneary of system aceuracy for finger samples with Y3 glucose results of 75 mgfdl (4.2 mmolit} or higher,
Within Within Within Witkin
£ 5% =10% 215% +£20%
et L84 (1154168} 95% {160/168) 99 (166/168) 99% {167/168)

+ The cap or vial contains drying agents to protect the tastsmps Drying agemsmay be !;atmft:i i mhalodcr
and may cause skin oy gye iitation, .-

- If you get FreeStyle cantrot sofutien test resﬁltslhal fall uutsidethu range printed on thelen snip vial, repaat the
testwith a new test strip. If the testresult is still sutside the range printed on the test strip vial, the system may not
beworking properly. DO HOT use the systen: ta test your| blood unul )au gt‘! aconurol solttion test result wnhmho
range grinted on the test strip vial label.

- Donotfill the teststnp flnmbolh 1helnftand nghtsample arcas dunngasmglelen Tfns may museinauumm rest
resuls,

Ponotusetest smps heyand |heexpwy da:e pnnzed on the pa(iiage singe, thismay case Inaccurate results.

Physiotogic differences inthe cradation between the fingerand sther test sites fike the forearm, upper a1m, thigh,

alf and hand, may resuit in differences in biood glucase measurements betwieen the other 1est sites and your finger.

Differences n blood gluzese measurements betwaen the othertest sites and your finger stay be observed after

eating, Insulin medication or exercise. Changes is boed glucose may Be observed In finger blood samples sooner shan

blood samptes fram the forearm and other alternate sites. Vigorous rubliing of she altersate test sites before landng
wift help fomimimize the difference between & ngerand altersate site ostresults, If you ara testing for hypeglycomia

{tow blood glucose}, orif you suffer from hypoglycaemia ue we i that you test en your fingats,

Precantions

- Ensure that the correct unit of measurement is displayed with each result. See Dwner’s Booklet for further dletails.

- Severe dehydration or excessive watet lass may cause false low sesults. H you believe you are suffeding from severe dehydration, consuit
your pliysician immediately,

- Al devices contarninated with dtood should be disposed of properly.

Storage and Handling

Test strips must be discarded after the expiry date printed on the: ¥ial.

Afterremoving a test steig from the viaf, replace the vial ca immetfiately and dose it tightly. Use cach strip immediately after removing

it froan the-vial.

Store your test strips in their original viol arly. The cap or vial comaing drying agents 1o geotect e Lest steips, Do not transfer test strips o

anew vial or any other container,

Stor¢ al room temperature between 4°C 10 30°C (40°7 1o 86°T ). Use test strips onby within the system operating tempedature fonge as

atlingd in your Gwaer's Booktet,

fAwold exposing test steips Lo extrenie temperaturcs,

Do stot bend, cut, or alier 3 FreeStyle Lite test strip in any way.

With clean, dry hends you may gently touch the test strip snywhete whea reangving it from the vial orinserling it int the meler,

Performing a Blood Glicose Test

Test Method

When the blood sample is applied 1o the test steip, the glucese in the blood reacts \with the chemicals on the test suip, producing a smafi

electrical corrent, Tire meter measures e current over time, caloufates the electrical ¢harge, and converts it to.a glucase vatue.

The regression statistics are derived fror a ot of the lay user finger date versus YS| capillary data,

Slogie 495 0.3
yeinterept 7.3 mgfdl, 0.4 mmold
Latrelation coeffitient (R) 095 05

Rumber of samples tested 179 1M

Range tested 3375 mgldl 21208 mmetd

Precision
Within-Jol and within-vial peeciston of these test strips was meassred with venous blaod samples in the fsboratory.

Within-Let Precision

Average Glucose Loncentration mg/dL 433 942 140.7 283 345.0
{mmoli) 24) (5.2} (7.8 (13,2} 119.2)

sp nig/dl M 23 2.9 a8 6.8
{mmoliL) (.0 0.0 o 0.3 (.41

v % 33 24 12 i3 24

Within-Vial Preciston

fwerage Glucose Concentration myfdl 433 94,2 340.7 2333 345.0
{nxmol/t) (24} (5.2} (7.8) 113.2) {19.2)

50 mgldi 13 20 24 19 &0
{mmoli} (8.0 @1 (0.1 0.2 (0.3

[ % 19 22 18 19 1

Variability i blood tests fram suip to strig vas 3.3% or less.
Chemical Composition -

FAD Glucose Dehydsagengse (Aspergiios Gryzas) = 10 Unit
Other ingredients (bufer, mediator, etc) = 0.01mg
Refezence

Definilion and diagnosis of diabetes reffitus andimesnediate hypergiycemia; repart of s WHOADF consuitation. \World Health
Qrganization, Geneva, Switzerfand 2006,

Atkins SH, {rasmatapaia A, Jaker M, Charost M1, Reddy $: Fingerstick glucose determination in shock. Aun Int Med 1142 1020-1024.
1991,

santer 4, Love-Beer T: Misleading capitlary glucose measuretnents. Practicat Diabetes 72 110, 1990

Weckham MR, Achar KN, Cove BH: Unteliability of capiflary blood ghicose in periphesal vascular disease. Fractical Diabetes 3: 100. 1986,
Description of Symbaofs

~

"

See your blood glucose meter Dwner’s Bocklet for a step-by-step guide on how to do the test.

Setlp
Your blood glucase manitering system can be used 1o test o your finger, hand, lorearm, upper arm, calf, and thigh,
(tean the site you have chosen for the test. Use warm, soayy water. Rinse and thoroughly dry. To bring fresh blvod to the srface, b the
tost site {except the finger) vigarously fos a few seconds until you feel it getling warm.
Put a sleip in the meter. host meters vill turn en automaticaly. Poveer on if required.
For meters that require coding, be sure tiat the code on the meter display screen matdhes the code on the test stip vial. ifit does not
malch, see your Owner's Booklet for ow tocode the meter

2, Dothe Test

Velven the prempt to apply the sample anpears on Lhe screen, use your Bincing device 1o obtain a biood sample.

« Gently wouch one szmple apglication area of the test strip o the blood sample, f the strip does not §il, reapply the sampte Lo lie same

216 within 60 seconds. Do nat apply the sample to both edges of the strip. Do nat ot the samyie 07 tap of the sampe application arca.

« When the stip is full, the meter will"beep” of you will see the moving lines on the display.

3, Read Results

« Read the test results on the meter display.

What Do Your Results Mear?

Hotmal fasting biood ghecase tange for an adult without diatietes s less than 110 mg/dt {6.1 mmelft).'

Tvvo hours after meals, 1he blaod ghucose range for an adult without diabetes is less (han 148 mgrdL (7.8 manlfL))!

Consult your healtheare professional to determine the range that is appropriate for you.

Low or high hloed glucose readings can indicate a potentialiy serous medical condition. If your blsod glucose reading is unuswally low or

high, o if you do not feel the way your reading ingicates, repeat the test with & new test strip, Il your reading is not consistent with your

sympptoms or if yous blood glicose result s less than 60 m/dL (3.3 mmal/i) o1 higher than 240 mg/dL (13.3 mmol/L} you shoutd contact
your healthcare professional and foflaw his of her treatment advice.

Limitations

The FrecStyle Lite blood glucose test strips give accurate results when the following limitations are observed:

1. The test strips are for single use only. Do not reuse test strips.

2. Use fresh, whole capillary blood from the site you have selected to test.

3. Clean the site with warmt soapy water and dry thasoughiy before testing.

4. Therais no effect fiom altitde up 1o 3,048 meters {10,000 feet} shove sea level.

5. Haematacrit range: 15% to 65%.

Additional Information for Healthcare Professionals:

. A venous whole biood satmple may also be used. Use venous blood within 30 minutes after dvawing, Common anticoagulams {heparin,

£07A} may be used.

Ciralesterol up to SO0 mg/dL {13 mmolfL} or triglycerides up to 3,000 mosdt (34 minal/L) do not significantly affect test reselts. However,

glucose values inspecimens beyond these levels should be interpreted with caution.

. Insituations of decreased peripheral bloed Nove, capillary bload testing meay not Le appropriate as il may not represent the uye
physiolegical stale, Examples would include but are not imited to: severe dehydiation caused by diabetic ketoaddosis or the
Iiyperosmolar non-ketotic state, hypolension, shock, or pevipheral vascular disease.™™! Gritically #l patients should not be tested with
homeuse blood glucose meters.

Checking the System

The control solution is used to check the performance of the meless, test stiips, and your testing technigue. The systexn is parforming

correctly if the control sofution test resull fails ithin the specific contrat solution sange fisted on your FreeStyte Lite test strip vial.

When a control solution test is dane, you shoutd get resuits within the expected range printed on the Lest steip vial. I control salution lest
tesulls fall oulside this sange, repeat the test. Results that fall outside the range may be caused by:

« enerin performing the test

expired o contaminated contes! solution

improper coding of the meter

test strip deterioration

[ .

+ meter makunction
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This productés} and/or its use are protected by one or more of

the follawing pateats: US6,011,391; US6,120,676; U36,143,164;
156,156,173, US6,399,757; US6,338,790; USG,503,381; US6,591,125;
U56,607,658; V56,616,819 US6,618,334; US6,676,816; USH,745,740;
156,893,545, 456,842,518; US7,058,437; US7,615,637; USDSE2,142;
EP1119637; EP1145000; EPODS8495, CA2346415; (A2358993;
CA2353706; and CAXA23837. Additional patents may be issuei and/
or pending.

FreeStyle, FreeStyte Freadom, TreaStyle Mini, FreeStyte Havigator,
FreeStyle Fieedom Lite and FreeStyfe Eite are wadomarks of the Abatt
Group of Campandes i various jusisdictions.
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