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Vércukorszint meghatározáshoz

Egyesével 
csomagolva

Figyelmeztetés

Rendeltetésszerű használat

A más területről történő mintavétel (AST)

Korlátozások

A mérési eredmény értelmezése

Referencia értékek

1. táblázat Megbízhatósági eredmények < 5,55 mmol/l 
vércukorszint érték esetében

2. táblázat Megbízhatósági eredmények ≥ 5,55 mmol/l 
vércukorszint érték esetében

3. táblázat Megbízhatósági eredmények 
1,7 mmol/l – 24,06 mmol/l vércukorszint tartományban

Megkérdőjelezhető vagy ellentmondásos 
mérési eredmények

Tárolás és kezelés

	Kizárólag MÉRYkék vércukorszintmérővel használható!
	In vitro diagnosztikai használatra (kizárólag külsőleg használandó)!
	Kizárólag egyszeri használatra önellenőrzéshez!
	Egészségügyi szakemberek és mások, akik a vércukorszintmérőt több emberen használják, vegyék  
 figyelembe, hogy minden terméket és eszközt, mely emberi vérrel lép kapcsolatba úgy kell tekinte- 
 ni, mely képes fertőzéses megbetegedések átvitelére még fertőtlenítés után is.
	Kérjük, tekintse át ezt a kezelési útmutatót és a MÉRYkék vércukorszintmérő kezelési útmutatóját is 
 mielőtt MÉRYkék tesztcsíkot használna! A megbízható mérési eredmények és a gyártó teljes   
 szolgáltatásának, támogatásának és garanciájának fenntartása érdekében kizárólag MÉRYkék   
 vércukorszintmérővel használja a MÉRYkék tesztcsíkot!
	Jelentősen alacsony vérnyomású vagy sokkos állapotban lévő betegek esetében helytelen mérési  
 eredmények tapasztalhatóak. Kritikus állapotú betegek tesztelése kézi vércukorszintmérővel nem  
 ajánlott!
 Azon betegek esetében, akiknek károsodott a perifériás keringési rendszere az ismert helyekről vett
  vérminta nem feltétlenül tükrözi a valós fiziológiai vércukorszintet. A következő esetekben szüksé- 
 ges körültekintően eljárni: súlyos dehidratáció diabéteszes ketoacidózis vagy stressz hiperglikémia  
 következtében, hiperozmoláris nem ketoacidotikus kóma, sokk, szívelégtelenség (NYHA IV. osztály)  
 vagy perifériás artériás okkluzív betegség. 
 Amint az minden apró tárgy esetében ajánlott, a tesztcsíkok és lándzsák kisgyermekektől elzárva  
 tartandók! Ha valaki mégis lenyeli őket, azonnal forduljon orvoshoz!

 A tesztcsíkot direkt napfénytől elzárva tartsa! Ne tárolja magas páratartalmú helyen.
 Ne érintse meg a tesztcsíkot nedves kézzel!
 Az egyesével fém fóliába csomagolt tesztcsíkot a fólia feltépése után azonnal használja fel!
 Ne hajlítsa, vágja, vagy más módon ne változtassa meg a tesztcsíkot!

 Xilóz: Ne végezzen vércukorszintmérést xilóz felszívódási teszt közben vagy röviddel azután, mert  
 hamisan magas mérési eredményt kaphat.
 Hematokrit: A hematokrit értéknek 20% és 65% között szükséges lennie. Tájékozódjon hematokrit  
 értékéről egészségügyi szakember segítségével.
 Használat újszülötteken: a tesztcsík nem használható újszülöttek esetében!
 Metabolitok: Dopamin, L-Dopa, metildopa, húgysav, aszkorbinsav és acetaminophen normál   
 vérkoncentráció esetében nem befolyásolja jelentősen a vércukorszintmérés eredményét.
 Nincs jelentős hatással a mért vércukorértékre a galaktóz, maltóz és fruktóz.
 Lipaemiás hatás: Megemelkedett triglicerid a vérben 3000 mg/dl (33,9 mmol/l) értékig nem   
 befolyásolja jelentősen a mérési eredményt, de a még magasabb értékek már jelentős eltérést   
 okozhatnak.
 Magasság hatása: A magasság 3275 méterig nem befolyásolja a mérési eredményt.
 Csak heparint használjon alvadásgátlásra kapilláris vagy vénás vérminta esetében is.

Amennyiben az alábbi vegyületek koncentrációja meghaladja a táblázatban található határértékeket, 
a mért vércukorérték magasabb lehet a valóságosnál.

1. Felszívó nyílás
 Érintse a felszívó nyílást a vércsepphez. 
 A minta automatikusan felszívódik.
2. Ellenőrző ablak
 Itt ellenőrizheti, hogy elegendő vérmintát szívott-e fel a tesztcsík.
3. Tesztcsík nyél
 Itt fogja meg a tesztcsíkot a mérő tesztcsík csatlakozójába 
 történő behelyezéshez.
4. Elektromos érintkezők
 A tesztcsíknak ezt a végét tolja be ütközésig a mérőkészülék 
 tesztcsík csatlakozójába.

FIGYELEM:
A tesztcsíkot kék felszínével felfelé illessze a tesztcsík csatlakozóba!
A helyes eredményhez mindig ütközésig tolja be a tesztcsíkot a 
csatlakozóba! 

FONTOS: Ne használjon lejárt tesztcsíkot, mert az eredmény nem lesz megbízható!
 Az egyesével, fém fóliába csomagolt tesztcsíkok a fólián olvasható időpontig használhatóak fel!
  (A tesztcsík általános lejárati ideje, a gyártástól számított 18 hónap az utasításoknak megfelelő   
 tárolási körülmények között.)
 A tesztcsíkot száraz, hűvös helyen, 2°C és 30°C között, 85% páratartalom alatt tárolja! 
 Ne fagyassza le!

A MÉRYkék tesztcsík MÉRYkék vércukorszintmérő készülékkel együttesen a vércukor kvantitatív meg-
mérésére szolgál friss kapilláris teljes vérmintából, mely minta származhat az ujjbegyből, tenyérből, 
alkarból vagy felkarból. A készüléket és tesztcsíkot diabéteszben szenvedő betegek önállóan otthoni 
önellenőrzésre és egészségügyi szakemberek is használhatják. Nem használható azonban a diabétesz 
diagnosztizálására. Egészségügyi szakemberek kapilláris teljes vér mellett, vénás vérvétellel vett min-
tával is alkalmazhatják a mérőrendszert. A rendszeres vércukorszint mérés információt biztosít Önnek 
és orvosának arról, hogy a kezelése hogyan befolyásolja a vércukorszintjét. A vércukra rendszeres el-
lenőrzése segít a diabétesze kontrollálásában is.

A MÉRYkék mérőkészülékek plazma ekvivalens vércukormérési eredményeket szolgáltatnak. Az ered-
mények millimól glükóz molekula per 1 liter vér (mmol/l) mértékegységben jelennek meg. A MÉRYkék 
vércukorszintmérők mérési tartománya az 1,1 – 36,1 mmol/l értékek között helyezkedik el.

Ha szokatlan vagy a közérzetének ellentmondó mérési eredményt kap:
■ Bizonyosodjon meg arról, hogy a vér teljesen kitölti az ellenőrző ablakot.
■ Ellenőrizze, hogy a tesztcsík szavatossága nem járt-e le.
■ Ellenőrizze a vércukorszintmérő és a tesztcsík működését kontrolloldattal.
FIGYELEM:
Szokatlanul magas vagy alacsony mérési eredmények súlyos egészségügyi problémára utalhatnak. 
Ha mérési eredményei többször is túl magasak vagy túl alacsonyak, forduljon szakorvosához.

Forrás: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16

Kérjük, működjön együtt szakorvosával az Önnek legmegfelelőbb terápiás céltartomány 
meghatározásában.

1. LÉPÉS
Először illessze be ütközésig a tesztcsíkot, az elektromos érintkezőkkel 
előre, a vércukorszintmérőbe! A készülék automatikusan bekapcsol, 
majd egy ellenőrző folyamat végén megjelenik a vércsepp szimbólum.

2. LÉPÉS 
Érintse a tesztcsík felszívó nyílását a vércsepphez, várja meg, míg a vér 
teljesen ki nem tölti az ellenőrző ablakot! 0,5 µl minta szükséges a mérés 
elvégzéséhez. Kizárólag megfelelő mennyiségű minta felhasználása 
esetén várható pontos eredmény. Ekkor a mérőkészülék elkezdi a 
visszaszámlálást.

3. LÉPÉS 
Néhány másodperc múlva a mérőkészülék kijelzi a mérési eredményt. 
Az eredmény automatikusan tárolódik a memóriában. A készülék kikap-
csolásához távolítsa el a használt tesztcsíkot a tesztcsík kidobó gomb 
segítségével.

MINDEN MÉRÉS ELŐTT MOSSA ÉS SZÁRÍTSA MEG KEZÉT.

FONTOS: A más területről történő mintavétel elvégzése behatárolt. Kérjük, olvassa el a MÉRYkék vér-
cukorszintmérő felhasználói kézikönyvét is és konzultáljon szakemberrel mielőtt más területről történő 
mintavételt végez!
A más területről történő mintavétel azt jelenti, hogy a teste egy másik területét használja, nem az ujj-
begyét, a vércukorszint ellenőrzéséhez. A MÉRYkék tesztcsík lehetővé teszi a mintavételt az ujjbegyen 
történő mintavétellel egyező eredménnyel a tenyéren, az alkaron és a felkaron. Javasoljuk, hogy csak 
az alábbi esetekben végezzen más területről történő mintavételt:
■ Éhgyomri vagy étkezés előtti méréskor.
■ Legalább két vagy több órával inzulin beadás után.
■ Legalább két vagy több órával testmozgás után.
Ne alkalmazzon más területről vett mintát ha:
■ Úgy gondolja, hogy vércukorértéke alacsony.
■ Tudja, hogy hipoglikémiás állapotban van.
■ Más területről vett mintával mért értékek nem korrelálnak közérzetével.
■ Hiperglikémia miatt végez ellenőrzést.
■ Rendszeresen mért vércukorértékei gyakran ingadoznak.

További információkért kérjük olvassa el a MÉRYkék készülék kezelési útmutatóját.
A használt vérvételi lándzsa és tesztcsík biológiai veszélyforrás. Kérjük gondosan és a szabályzások-
nak megfelelően kezelje a hulladékot. 

A MÉRYkék kontrolloldat ismert mennyiségű glükózt tartalmaz, ami reakcióba lép a tesztcsíkkal. Ha-
sonlítsa össze a kontrolloldatos mérés eredményét a tesztcsík csomagolásán található kontrolloldat 
értékhatárokkal. Az eredménynek az értékhatárok közé kell esnie. Így megbizonyosodhat arról, hogy a 
vércukorszintmérő és a tesztcsík rendszerként együttműködnek-e, illetve, hogy Ön helyesen végzi-e el 
a mérést. A kontrolloldatos méréssel meggyőződhet arról, hogy mérési eredményei pontosak. Kérjük, 
olvassa el a MÉRYkék vércukorszintmérő kezelési útmutatóját a kontrolloldatos mérés részletes megis-
meréséhez. FONTOS: A kontrolltartomány minden egyes új csomag tesztcsíknál más lehet. Mindig az 
éppen használatban lévő tesztcsík csomagolásán lévő kontrolltartományt vegye figyelembe!

Glükóz-dehidrogenáz (E. coli) 8%
Elektromosan vezető anyag 55%
Enzimvédelem 8%
Nem reaktív összetevők 29%

Mindig kövesse a biológiai veszélyforrásokra vonatkozó előírásokat és eljárásokat valamint viseljen 
gumikesztyűt, amikor vérmintával végez tesztet. Egészségügyi szakemberek friss kapilláris vér-
mintával és vénás vérmintával is végezhetnek tesztet.
Szükséges mintaméret: 0,5 µl
Reakcióidő: 8 másodperc
Mérőkészülék mérési tartománya: 1,1 – 36,1 mmol/l
Hematokrit tartomány: 20% – 65%

Az Európai Unióban alkalmazott szabványnak (EN ISO 15197:2015) megfelelően, a vércukorszintmérő 
készülékek mérési eredményei legfeljebb ± 0,83 mmol/l eltérést mutathatnak a laboratóriumi referen-
cia értékhez képest, ha a vércukorszint kisebb, mint 5,55 mmol/l, amennyiben a vércukorszint 
magasabb, mint 5,55 mmol/l akkor az eltérés legfeljebb ± 15% lehet. Az alábbi táblázatok bemutatják, 
miként felel meg a MÉRYkék vércukorszintmérő rendszer a fenti elvárásoknak. Az adatok 160 fővel 
végzett 960 mérést (minden résztvevő 6 mérést végzett) tartalmazó nemzetközi vizsgálatból származ-
nak, melyben a referencia eszköz az YSI-2300 kémiai analizátor volt.

* Az EN ISO 15197:2015 szabvány megfelelőségi feltételének megfelelően, a mérési eredmények 
különbségeinek (referencia eszköz mérési eredményéből kivonva a vércukorszintmérő készülék mérési 
eredményét) 95%-a legfeljebb ± 0,83 mmol/l lehet, amikor a vércukorszint kisebb, mint 5,55 mmol/l, 
vagy legfeljebb ± 15% lehet, ha a vércukorszint ≥ 5,55 mmol/l.
Megjegyzés: A MÉRYkék vércukorszintmérő rendszer esetében is a fenti szabvány megfelelőségi 
feltételeinek megfelelően zajlott a klinikai vizsgálat, az eltéréseket mmol/l-ben illetve %-ban kalkulálva.

CV (%) < 5% mind az ismételhetőség, mind a laboratóriumon belüli szórás tekintetében.

 Vegyület                     Határérték (mg/dl)          Terápiás/Fiziológiai tartomány 
                      vagy felső határérték (mg/dl)

 Acetaminophen        > 6,25               0,45 - 3
 Aszkorbinsav        >  5                                        2
 Pralidoxim-jodid        >  5   ~ 10 (IV dózis 500 mg)
 Húgysav         > 10                  2 - 8

Az interferenciát okozó vegyületek és határértékeik

Minőségellenőrzési mérés

Pontosság

Jelzések jelentése

A tesztcsík megjelenése

A tesztcsík kémiai összetevői

Fontos információk egészségügyi szakembereknek

A rendszer megbízhatósága

A vércukorszint megmérése

  Mérési időpont/napszak      Normál plazma glükóz szint egészséges 
       emberek esetében (mmol/l)

  Éhgyomri vagy étkezés előtti érték     < 5,6 mmol/l

  2 órával étkezés után      < 7,8 mmol/l

 ± 0,28 mmol/l eltérésen belül        ± 0,55 mmol/l eltérésen belül           ± 0,83 mmol/l eltérésen belül*
 66,1% (127/192)            90,1% (173/192)                         97,9% (188/192)

 ± 5% eltérésen belül           ± 10% eltérésen belül                        ± 15% eltérésen belül*
 46,8% (191/408)            83,8% (342/408)                         97,1% (396/408)

                                     ± 0,83 mmol/l vagy ± 15% eltérésen belül
 97,3% (584/600)

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System

TD-4183 Test Strip
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Limiting Concentration 
(mg/dL)

Therapeutic / Physiologic
Concentration Range

(or Upper Limit ) (mg/dL)
> 6.25

> 5
0.45 - 3

2

Substance

Acetaminophen (Paracetamol)
Ascorbic Acid

> 5 ~ 10 (IV Dose 500 mg)Pralidoxime Iodide
> 10 2 - 8Uric Acid
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24888  New Taipei City, Taiwan
www.taidoc.com

Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System

TD-4183 Test Strip
ver 2.0  2016/01
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Acetaminophen (Paracetamol)
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code
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Jelzés                     Jelentés Jelzés                     Jelentés

In vitro diagnosztikai eszköz Gyártó

Forduljon a kezelési 
útmutatóhoz

Hivatalos képviselet az 
Európai Unióban

Egyszerhasználatos eszköz.
Tilos újrafelhasználni!Hőmérsékleti határok

Lejárati idő CE jelzés

Gyártási tétel kódja Páratartalom korlátozás

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System
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> 5
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Substance

Acetaminophen (Paracetamol)
Ascorbic Acid

> 5 ~ 10 (IV Dose 500 mg)Pralidoxime Iodide
> 10 2 - 8Uric Acid
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System

TD-4183 Test Strip
ver 2.0  2016/01
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System

TD-4183 Test Strip
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System

TD-4183 Test Strip
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Acetaminophen (Paracetamol)
Ascorbic Acid

> 5 ~ 10 (IV Dose 500 mg)Pralidoxime Iodide
> 10 2 - 8Uric Acid
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Symbol Information

Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System
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(mg/dL)

Therapeutic / Physiologic
Concentration Range
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Ascorbic Acid
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> 10 2 - 8Uric Acid
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System
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(mg/dL)
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> 6.25

> 5
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Substance

Acetaminophen (Paracetamol)
Ascorbic Acid

> 5 ~ 10 (IV Dose 500 mg)Pralidoxime Iodide
> 10 2 - 8Uric Acid
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Symbol Information

Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System
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(mg/dL)
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(or Upper Limit ) (mg/dL)
> 6.25

> 5
0.45 - 3
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Acetaminophen (Paracetamol)
Ascorbic Acid

> 5 ~ 10 (IV Dose 500 mg)Pralidoxime Iodide
> 10 2 - 8Uric Acid
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*
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Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Symbol Information

Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*

Consult instructions for use

Temperature limitation

Use by

Batch code

In vitro diagnostic medical device

Symbol Referent

Authorized representative in the 
European Community

Do not reuse

CE mark

Humidity limitation

Manufacturer

2°C

30°C
For self-testing.

85%

Warnings
► For in vitro diagnostic use (for use outside of the body only).
► For single use only.
► Healthcare professionals and other users testing multiple patients with this system should  handle 

everything that comes into contact with human blood carefully to prevent transmitting infectious 
diseases, including sanitized objects.

► Please read this sheet and your Blood Glucose Monitoring System Owner's Manual before you use 
this test strip. Use only TD-4183 Test Strips with TD-4183 Blood Glucose Monitoring System to 
obtain accurate results, and be covered by the manufacturer’s warranty.  

► Results may be inaccurate when testing on patients with abnormally low blood pressure or those 
who are in shock. 

► For patients with impaired peripheral circulation, collection of capillary blood from the approved 
sample sites is not advised as the results might not be a true reflection of the physiological blood 
glucose level. It may apply under the following circumstances: severe dehydration as a result of 
diabetic ketoacidosis or due to stress hyperglycemia, hyperosmolar non-ketotic coma, shock, 
decompensated heart failure NYHA Class IV or peripheral arterial occlusive disease. 

► Keep test strips and lancets away from small children. If swallowed, consult a doctor immediately 
for advice.

Limitations
► Xylose: Do not test blood glucose during or soon after a xylose absorption test. Xylose in the blood 

can give falsely elevated results.
► Hematocrit: The hematocrit level is limited to between 20% to 65%. Please ask your healthcare 

professional if you do not know your hematocrit level.
► Neonatal Use: This test strip must not be used for the testing of newborns.
► Metabolites: Dopamine, L-Dopa, methyldopa, uric acid, ascorbic acid, and acetaminophen at normal 

blood concentration do not significantly affect blood glucose test results.
► There are no significant interference in the presence of galactose, maltose, or fructose observed in 

blood glucose tests.
► Lipemic Effects: Blood triglycerides up to 3000 mg/dL (33.9 mmol/L) do not affect the results 

significantly, but may affect results at higher levels.
► Altitude Effects: Altitudes up to 10,742 feet (3,275m) do not affect test results.
► Use only heparin for anticoagulation of fresh capillary or venous whole blood.

The following compounds when determined to be in excess of their limitation and tested with
the TD-4183 glucose meter may produce elevated glucose results:

Summary of substances and concentrations in excess of limitation with interference

► Store the test strips in a cool, dry place between 2°C and 30°C (35.6°F and 86°F) and below 85% 
relative humidity.

► Keep the test strips away from direct sunlight. Do not store the test strips in high humidity.
► Store the test strips in their original vial ONLY. Do not transfer them to a new vial or any other 

containers. (For strip vial only)
► Do not touch the test strips with wet hands. 
► Use each test strip immediately after taking it out of the vial or individual foil packet. Close the vial 

immediately after taking out a strip. (For strip vial only)   
► Keep the vial closed at all times. (For strip vial only)
► Do not bend, cut, or alter the test strip.

Intended Use
TD-4183 test strips, when used together with TD-4183 Blood Glucose Monitoring System, allow your 
blood glucose levels to be measured by yourself at home or by healthcare professionals. It uses fresh 
whole blood samples from the finger, palm, upper arm and forearm. This system is not intended for 
use in the diagnosis or screening of diabetes mellitus. 
Professionals may use test strips to test capillary and venous blood sample; home use is limited to 
capillary whole blood testing.

About Alternative Site Testing (AST)
IMPORTANT: There are limitations for performing AST. Please read the TD-4183 Blood Glucose 
Monitoring System Owner’s Manual and consult the doctor before you perform AST.

Alternative site testing (AST) is when individuals check their blood glucose levels using areas of the 
body other than the fingertip. The TD-4183 test strips allow AST to be performed on sites other than 
the fingertip. We strongly recommend that you perform AST ONLY at the following times:
■ During a pre-meal or fasting state (more than 2 hours since the last meal).
■ Two hours or more after taking insulin.
■ Two hours or more after exercise.
Do NOT use AST if:
■ You think your blood glucose is low.
■ You may not notice if you are hypoglycemic.
■ Your AST results are inconsistent with the way you feel.
■ You are testing for hyperglycemia.
■ Your routine glucose results often fluctuate.
To obtain a blood sample from the alternative sites, please rub the puncture site for approximately 20 
seconds before following the procedures of “Testing Your Blood Glucose”.

Storage and Handling
IMPORTANT: Do not use the test strips if they have expired.

► Test strips expire 6 months after first opening. Write the first opening date on the test strip vial 
when you first opened it. (For strip vial only)  Use Only With TD-4183

Blood Glucose Monitoring System
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Normal plasma glucose range for people without diabetes
< 100 mg/dL (5.6 mmol/L)
< 140 mg/dL (7.8 mmol/L)

Time of day
Fasting and before meal
2 hours after meals

Testing Your Blood Glucose
PLEASE WASH AND DRY YOUR HANDS BEFORE PERFORMING ANY TESTING.

Reading Your Result
Your blood glucose readings deliver plasma equivalent results and are displayed either in milligrams of 
glucose per deciliter of blood (mg/dL) or in millimoles of glucose per liter of blood (mmol/L). The 
measurement range of this meter is 20~650 mg/dL (1.1~36.1 mmol/L).

Reference values

Quality Control Testing
Our control solutions contain a known amount of glucose that can react with test strips. You can check 
the performance of the meter, test strip and your technique by comparing the control solution results 
with the range printed on the label of test strip vial or on the package. Checking regularly can ensure 
your test results are accurate. Please refer to the Owner's Manual for complete testing instructions.

IMPORTANT: The reference range of the control solutions may vary with each new vial or package of 
test strips. Make sure you check the range on the label of your current vial or on the current package.

Source: American Diabetes Association (2014). Clinical Practice Recommendations. 
Diabetes Care, 37 (Supplement 1): S16.

Please consult your doctor to determine a target range that works best for you.

Questionable or inconsistent results
If your test results are unusual or inconsistent with how you are feeling:
■ Make sure the confirmation window of the test strip is completely filled with blood.
■ Check the expiry date of the test strips
■ Check the performance of your meter and test strip with the control solutions.

PLEASE NOTE: Unusually high or low blood glucose levels may be symptoms of a serious medical 
condition. If most of your results are unusually high or low, please contact your healthcare professional.

Please refer to your Owner's Manual for more information.

The used lancet and test strip are potentially biohazardous. Please dispose of them carefully according 
to your local regulations.

Strip Appearance

ATTENTION
The front side of the test strip should face up when inserting the test 
strip. Test results might be wrong if the contact bar is not fully inserted 
into the test slot. 

1. Absorbent Hole
Apply a drop of blood here. The blood will automatically be absorbed.
2. Con�rmation Window
This is where you confirm if enough blood has been drawn into the 
absorbent hole of the strip.
3. Test Strip Handle
Hold this part to insert the test strip into the slot.
4. Contact Bars
Insert this end of the test strip into the meter. Push it in firmly until it will 
go no further.

STEP 1
Insert the test strip fully into the slot of the meter until it will go no 
further. When the strip is fully inserted, the meter will do several 
self-checks.

STEP 2
Collect a blood sample for about 0.5μL with the test strip. A  
sufficient quantity of blood is required for the test to provide accurate       
results. Touch the blood drop with the absorbent hole of the test strip,   
and wait until the confirmation window is fully covered. Do NOT apply 
a smeared blood sample. The meter will start counting down.

STEP 3
After a few seconds, the meter will display your blood glucose level.  
The last reading will be automatically saved in the meter. Turn it off by 
removing the test strip and throw away the used test strip.
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Additional Information for Healthcare Professionals
Always wear gloves and follow your facility’s biohazard control policy and procedures when performing 
tests involving patient blood samples. Use fresh whole blood samples only. Professionals may use test 
strips to test capillary and venous blood sample.
Sample Size: 0.5 μL
Reaction Time: 8 seconds
System Measurement Range: 20 mg/dL to 650 mg/dL (1.1 to 36.1 mmol/L)
Hematocrit Range: 20% to 65%

Accuracy
Diabetes experts have suggested that glucose meters should be within ±15 mg/dL (0.83 mmol/L) of 
the reference method when the glucose concentration is lower than 100 mg/dL (5.55 mmol/L), and be 
within ±15% of the reference method when the glucose concentration is 100 mg/dL (5.55 mmol/L) or 
higher. The tables below display how often TD-4183 achieves this target. The chart is based on a study 
carried out on 160 patients (each patient was tested six times which had 960 test results) to see how 
well TD-4183 performed compared to YSI-2300 reference method results.

Chemical Components
Glucose dehydrogenase (E. coli)        8%
Electron shuttle                55%
Enzyme protector                8%
Non-reactive ingredients                29%

*Acceptance criteria in ISO 15197: 2013, 95% of all differences in glucose values (i.e., YSI-2300 
reference values minus TD-4183's glucose values) should be within ±15 mg/dL (0.83 mmol/L) for 
glucose concentration < 100 mg/dL (5.55 mmol/L), and within ±15% for glucose concentration ≥ 100 
mg/dL (5.55 mmol/L).

Note: When TD-4183 Test Strips results are compared to the reference values, difference values below 
100 mg/dL (5.55 mmol/L) are expressed in mg/dL or mmol/L, while those above 100 mg/dL (5.55 
mmol/L) are in percent.

User performance
A study evaluating glucose values from fingertip capillary blood samples obtained by 152 lay persons 
showed the following results:
88.6% within ±15 mg/dL (0.83 mmol/L) of the medical laboratory values at glucose concentrations 
below 100 mg/dL (5.55 mmol/L), and 97.4% within ±15% of the medical laboratory values at glucose 
concentrations at or above 100 mg/dL (5.55 mmol/L).

Precision
The CV (%) is less than 5% both in intermediate precision and repeatability precision.

Symbol Referent

Table 1 Accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

66.1% (127/192)

Within ±5 mg/dL
(Within ±0.28 mmol/L)

90.1% (173/192)

Within ±10 mg/dL
(Within ±0.55 mmol/L)

97.9% (188/192)

Within ±15 mg/dL*
(Within ± 0.83 mmol/L)

Table 3 Accuracy results for glucose concentrations between 30.6 mg/dL (1.7 mmol/L ) to 
433 mg/dL (24.06 mmol/L)

97.3% (584/600)

Within ±15 mg/dL or ±15%
(Within ±0.83 mmol/L or ±15%)

Table 2 Accuracy results for glucose concentration≧100 mg/dL (5.55 mmol/L)

46.8% (191/408)

Within ±5%

83.8% (342/408)

Within ±10%

97.1% (396/408)

Within ±15%*
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