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Important

Product Description

(1) Glucose oxidase
(2) Peroxidase
(3) 4-amino-1,2-dihydro-1,5-dimethyl-2-(4-sulfophenyl)-
       3H-pyrazole-3-one
(4) 3-((3,5-dimethylphenyl)ethylamino)-2-hydroxy-1-
       propanesulfonate sodium monohydrate

36.9   U
44.3   U

58.7μg

98.8μg

Please read carefully before use.

Chemical composition (per 1cm2) 

Intended use

*1  Unit U: Quantity of enzyme capable of converting 1 micromole of the substrate in one 
minute.

• The MEDISAFE FIT Blood Glucose Test TIP needs to be used under supervision of 
your physician.

• If you have any doubts or question about the testing results, make sure to consult 
your physician.

• Treatment and management of diabetes mellitus should be done under 
supervision of your physician.

• Care should be taken to avoid contact of other individuals with blood or the device, 
test tips, tissue paper, etc. contaminated by blood to avoid risk of infection.

• In case of suspected hypoglycemia, collect the blood from the �nger tip (or the 
palm) or earlobe. [Blood glucose test results using samples taken from arms may 
di�er from �nger tip or earlobe samples.]

• Keep the MEDISAFE FIT Blood Glucose Test TIP away from children.
• Diagnosis with the MEDISAFE FIT Blood Glucose Test TIP should be made based 

on general assessment, additionally including other related test results, clinical 
symptoms and so on.

• The manufacturer cannot guarantee validity of the method for use of the MEDISAFE 
FIT Blood Glucose Test TIP other than those speci�ed in the package insert.

• The MEDISAFE FIT Blood Glucose Test TIP is for single use only. Do not reuse. 
Dispose of Test TIP safely to avoid risk of infection.

• Carefully read the instruction for use of your MEDISAFE FIT Brand Blood Glucose 
Meter and other medical devices that you use together prior to testing.

The MEDISAFE FIT Blood Glucose Test TIP is intended for in vitro diagnostic use for 
the quantitative measurement of glucose in fresh whole blood. The MEDISAFE FIT 
Blood Glucose Test TIP is intended for use with the MEDISAFE FIT Brand Blood 
Glucose Meters.

Test principle
When a drop of whole blood is applied to the test pad of the MEDISAFE FIT Blood 
Glucose Test TIP, glucose in the blood reacts with chemical reagent on the Test TIP 
reagent pad (the white circle inside the Test TIP). Oxygen and the enzyme, glucose 
oxidase, break down the glucose in the blood sample. Gluconic acid and hydrogen 
peroxide are produced from this reaction. The enzyme peroxidase then causes the 
hydrogen peroxide to react with 
4-amino-1,2-dihydro-1,5-dimethyl-2-(4-sulfophenyl)-3H-pyrazole-3-one and 
3-((3,5-dimethylphenyl)ethylamino)-2-hydroxy-1-propanesulfonate sodium 
monohydrate to produce a dye of the quinone family. The blue-green color of this 
dye is measured by colorimetry method to display the plasma glucose level using 
the calibration curve tested from the designated blood glucose meter. The color is 
proportional to the amount of glucose in the blood. The MEDISAFE FIT Brand Blood 
Glucose Meters will display the blood glucose level in mg/dL or mmol/L after the 
reaction is complete.
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Analysis of your measurement values

Normal limits of glucose
Glucose concentration in healthy metabolism adults is:
• Sober (at least 8 hours after a meal): lower than 100mg/dL (5.6mmol/L)1

• 2 hours after a meal: lower than 140mg/dL (7.8mmol/L)1

Your physician sets together with you an individual target value for your blood 
glucose.
In case of strange results, you can check the performance of your MEDISAFE FIT 
Brand Blood Glucose Meter and Test TIPs by using the MEDISAFE FIT Control 
Solution. How to do this is described in the instruction for use of the MEDISAFE FIT 
Brand Blood Glucose Meters and the instruction for use of the MEDISAFE FIT 
Control Solution.
If you have any doubts about the measurement results, make sure to consult your 
physician.
Bibliography:
1. American Diabetes Association “Screening for Type 2 Diabetes”, Diabetes Care, 
Vol.27, Supplement 1, p.11-14, 2004

*1

*1

Carefully read the instruction for use of your MEDISAFE FIT Brand Blood Glucose 
Meter prior to testing.
(1) Turn on the Meter and check no error is shown.
(2) Peel o� the �lm-seal of the TIP case completely, and attach the Test TIP �rmly 

on the Meter.
(3) Pull o� the TIP case straight. Check the Meter is ready to test.
(4) Prick your �nger, earlobe or other appropriate blood collection site. 

Recommended volume of blood sample is around 2 μL (Diameter of blood drop 
is around 2.5mm). When the leading edge of the Test TIP is applied to the 
blood drop, measurement starts immediately after the  beep. When the 
measurement starts, immediately remove the Test TIP from the blood drop and 
put the Meter aside gently.

(5) When the glucose reading is displayed, record your glucose measurement 
value in your Daily Log.

(6) While the Test TIP is still attached to the Meter, cover it with an empty TIP case. 
Slide forward the eject lever and push o� the used Test TIP into the TIP case. 
Dispose of the used Test TIP and TIP case in accordance with local and/or state 
regulations for disposal of contaminated materials.

Performance characteristics 

(3) Measurement range: 20-600 mg/dL (1.1-33.3 mmol/L)
(4) Measurement value: Plasma glucose value (whole blood sample; results 

displayed as plasma glucose value)
(5) Traceability

The reference method is the glucose analyzer  (the glucose oxidase method), 
and the quality for proofreading of calibrator is glucose standard serum.

Precautions to ensure accurate results

Blood sample
• Use a su�cient amount of fresh whole blood. Required volume of blood sample 

for testing is 0.8 μL. Around 2 μL of blood drop on your �nger or earlobe is 
adequate to ensure 0.8 μL or more is obtained. Testing may not start if the blood 
sample volume is less than 0.8 μL.

• Blood sample starts clotting when left in the air, which makes it di�cult or impossible 
to draw up blood sample. Start testing immediately after obtaining blood sample.

• If refrigerated blood sample is used, allow the blood sample to warm to room 
temperature before use.

• Whole blood is required for testing. Do not use either serum or plasma for testing.
• If disinfectant or the like has contaminated the sample, test results may not be 

accurate.
• There is no signi�cant in�uence on test results with blood samples having a 

hematocrit between 20% and 60%. If hematocrit is above 60% (for example, 
Neonates) or below 20%, test results may be a�ected.

• When blood is collected from the �nger tip, the hand needs to be washed well 
with �owing water before puncture.

• If blood is collected from the �nger tip immediately after contact with food or the 
like containing sugar (e.g., fruit), the sugar adhering to the �nger tip can mix with 

blood, possibly leading to a falsely high blood glucose value. There are reports*2, 3 
that disinfection with alcohol swab is not su�cient in removing the sugar. The sugar 
can be removed by washing the hands well with �owing water before puncture.

• If blood is collected from the �nger tip of patients with reduced peripheral blood �ow 
listed below, the blood glucose value may be lower than the actual value. In such case, 
blood collected from another site (e.g., venous blood) should be used for testing.
- Patients with dehydration
- Patients in shock
- Patients with disturbed peripheral circulation

• When Blood samples are obtained in test tubes (or some other containers), care 
should be taken that only heparin can be used as anticoagulant. Do not use any 
other anticoagulants or antiglycolysis reagents. Before testing, shake the test 
tube (or any other container) to mix the blood thoroughly.

Testing operation
• This MEDISAFE FIT Blood Glucose Test TIP is for use with MEDISAFE FIT Brand 

Blood Glucose Meters.
• Care should be taken to attach the Test TIP to the Meter �rmly and correctly. If 

you do not attach the Test TIP �rmly and correctly, test results may be inaccurate.
Interfering substances
• If the blood sample contains more than 5.26 mg/dL (0.30 mmol/L) ascorbic acid, 

test results may be lower by more than 10%.
• If the blood sample contains more than 85 mg/dL (2.76 mmol/L) glutathione, 

test results may be lower by more than 10%. 
• Test results may be a�ected if the blood sample contains signi�cant amount of 

�uoride as a glycolysis inhibitor.
Safety
• Take care to prevent accidental swallowing of TIP case, �lm-seal, Test TIP or desiccant.
Handling
• Do not directly touch or damage the Test TIP reagent pad (white part) on the 

inside of the Test TIP. If the reagent pad (white part) has a stain or scratch, do not 
use the Test TIP.

• Do not wet or contaminate the Test TIP.
• Do not use a Test TIP if the TIP case or the �lm-seal is broken or cracked.
• Use the Test TIP immediately after opening the �lm-seal.
• Do not use Test TIPs that have expired. The expiration date is printed on each box 

of thirty (30) Test TIPs, as well as on the �lm-seal of the TIP case.
• If pieces of the broken Test TIP remain in the Meter, avoid using a tool with a 

sharp tip for their removal. Otherwise the Meter may be damaged and the eject 
lever may lose mobility.

Testing environment
• Testing should be performed in an appropriate setting where the temperature is 

between 5 - 40°C /41 - 104°F and free of dew condensation. If the temperature is 
too low or too high, test results may not be accurate.

• Test TIPs and Meter should be kept at the testing location minimum twenty (20) 
minutes before testing. Temperature di�erence could cause inaccurate test results.

When testing
• During glucose testing, do not touch the Test TIP until the test result is shown in 

the Meter display.
*2  Diabetes Care March 2011; 34 : 596-597
*3  "Amending Package Insert of Blood Glucose Monitoring System" (Noti�cation 

No.1171-1 of the Safety Division and Evaluation and Licensing Division PFSB dated 
November 17, 2011)

Storage and expiration
Storage:  Store in a cool, dry place (1 - 30°C /34 - 86°F). 

Avoid direct sunlight and extreme humidity.
Expiration:  One and a half (1.5) years after the month of production. This date is 

indicated on each unit box and on the �lm-seal of the TIP case.

Contents

30 pieces / unit box

Test procedure
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(1) Precision 
Repeatability : When standard blood samples were tested with 300 replicates 
for each concentration across 3 Test TIP lots with 10 MEDISAFE FIT Blood 
Glucose Meters, repeatability was as follows.
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8.3(0.46)
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Blood glucose concentration
[mg/dL (mmol/L)]

Mean glucose value [mg/dL(mmol/L)]
Pooled SD [mg/dL(mmol/L)]

Pooled CV (%)

Low
38(2.1)

1.3(0.07)
3.4

Middle 
113(6.3)  
2.5(0.14)  

2.2  

High  
331(18.4)  
7.2(0.40)  

2.2  

Glucose concentration 
Mean glucose value [mg/dL(mmol/L)] 

Pooled SD [mg/dL(mmol/L)] 
Pooled CV (%)

Intermediate precision : When MEDISAFE FIT Control Solutions were tested on 
3 Test TIP lots and 10 MEDISAFE FIT Blood Glucose Meters on each of 10 days, 
intermediate precision was as follows.

(2) System accuracy
System accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

System accuracy results for glucose concentrations between 
27 mg/dL (1.48 mmol/L) and 508 mg/dL (28.2 mmol/L) 

Reference method :     GLUC2 Glucose HK (Hexokinase Method; Roche) 
Equipment :                   Cobas Integra 400 Plus (Roche) 
Sample size :                  600 samples (200 samples per lot) 
Regression formula :   <Lot1>  Y = 1.00x + 2.81 ( Y = 1.00x + 0.16 )
                                           <Lot2>  Y = 1.03x + 0.25 ( Y = 1.03x + 0.01 ) 
                                           <Lot3>  Y = 0.99x + 3.75 ( Y = 0.99x + 0.21 ) 
                                           In brackets is the regression formula of mmol/L unit.

Within±5 mg/dL
( Within±0.28 mmol/L )

125/156 (80.1％)

Within±10 mg/dL
( Within±0.56 mmol/L )

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

156/156 (100％) 156/156 (100％)

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

599/600  (99.8％)

Within±5％
315/444 (70.9％)

Within±10％ Within±15％
426/444 (95.9％) 443/444 (99.8％)

System accuracy results for glucose concentration ≥ 100 mg/dL (5.55 mmol/L)

Correlation graph 
(MEDISAFE FIT Blood Glucose Test TIP vs GLUC2 Glucose HK)

Consensus error grids showed that all glucose concentration results fell 
within zone A (no e�ect on clinical action).

Blood glucose value tested with Gluc2 Glucose HK (mg/dL)

Blood glucose value tested with Gluc2 Glucose HK (mmol/L)
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