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SMART 
FOR SELF-TESTING AND POINT-OF-CARE-TESTING 

OF WHOLE BLOOD GLUCOSE 

PRODUCT DATA SHEET
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FOR SEL F-T E S T ING A ND P OIN T-OF-C A RE-T E S T ING OF W HOL E BLO OD GLUC O SE

•  Memory bank holds 1000 tests with date/time

•  7, 14, 30, 60, and 90 day averaging 

•  Pre (AC) and post (PC) meal tagging

•  Results can be downloaded to the 4SURE 
Diabetes Manager Software (via Bluetooth  
or USB)

•  Suitable for Type 2 patients, drivers1, gestational 
diabetes2, and neonatal3 use

•  Test strip eject button 

•  Audible fill detection

•  Small sample size: 0.5 µL

•  Wide haematocrit range: 0-70%3

•  Automatic glucose control detection

•  Reagent enzyme: GDH-FAD 

•  Test strip expiration date is 24 months from date 
of manufacture; opening of vial has no impact on 
expiration date4

•  Measurement range from 0.55 to 33.3 mmol/L

•  Rapid reaction time: 5 sec 

Class IIb
0123

SMART

1. For driving with diabetes, follow DVLA guidelines
2. Follow NICE guidelines “Diabetes in pregnancy: management from preconception to the postnatal period”.
3. ForaCare Suisse AG internal testing, Instructions For Use, 4SURE Blood Glucose Test Strip, Ver 1.0 2018/02
4. ForaCare Suisse AG internal testing, Owner’s Manual, 4SURE Smart Duo, Ver 1.0 2018/02
5. IDT test results, 2017

PRODUCT FEATURES

PRODUCT COMPLIANCE
•  CE 0123, Class IIb Medical Devices, IVD 98/79/EC

 ― ISO 13485

 ― EN 13532

 ― EN 13612

 ― ISO 14971

 ―  ISO 15197:2013 /  
EN ISO 15197:2015

 ― ISO 15223-1

 ― ISO 18113-1

 ― ISO 18113-2

 ― ISO 18113-3

 ― ISO 18113-5

 ― ISO 23640

 ― IEC 61010-1

 ― IEC 61010-2-101

 ― EN 61326-1

 ― EN 61326-2-6

 ― EN 62304+A1

 ― EN 62366-1

SYSTEM ACCURACY

100% 95% 90%

99,33%

85% 80%

95% ISO norm

75% 70% 65% 60% 55% 50% 45% 40% 35% 30% 25% 20% 15% 10% 5% 0%

99.33% of 4SURE SMART results are within ± 0.83 mmol/L (low glucose levels) or ± 15% (high glucose 
levels) of laboratory reference method test results.5
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Meter bezel
Material: Clear polycarbonate (PC)

Display screen
Material: LCD

Strip indication cover
Material: Polycarbonate (PC)

Front housing, Back housing,  
Battery door

Material: Acrylonitrile Butadiene Styrene (ABS)

Battery terminals
Material: Nickel-coated steel wire

Battery
Material: Alkaline battery LR03 (AAA)

Connector (strip) contact
Gold-plated copper alloy

Printed circuit boards
FR4

MANUFACTURING DETAILS
Legal manufacturer: Foracare Suisse AG, Switzerland

STERILIZATION AND SHELF LIFE
Sterilization

(Lancets only)
Maximum Shelf Life

Gamma 24 months from date of 
manufacture

MATERIALS USED

Strip ejector
Material: Polycarbonate (PC)

Button
Material: Silicone

USB cover, Rubber foot
Material: Silicone



PRODUCT RANGE OVERVIEW
Included in meter kit (individual box)

Reference code Description

4S-800-4183400-001 4SURE Smart meter kit, mmol /L, UK
4SURE Lancets, 30 G, 10 ct, EN/DE

4S-810-0000001-115 4SURE Glucose strips, 10 ct, UK
4S-716-5010200-016 4SURE Lancing device, UK/DE

Weight: 50 g (not including AAA battery)

Dimensions (L x W x H): 9 x 1.8 x 5.8 cm

Consumables available with prescription
Reference code Description

4S-810-0000001-112 4SURE Glucose strips, 50 ct, UK
4S-815-5084100-047 4SURE Lancets, 30 G, 100 ct,EN/DE/ES/FR/IT
4S-815-5084100-048 4SURE Lancets, 33 G, 100 ct,EN/DE/ES/FR/IT

PACKAGING DETAILS
Quantity per individual box 1 unit
Quantity per outer box 12 units
Number of outer boxes per Euro-pallet 72 (sea pallet), 54 (air pallet)

Length Width Height Weight Quantity
Individual box 13.5 cm 5.5 cm 15.7 cm 0.32 kg An individual box contains 1 unit
Outer box 37.7 cm 30.1 cm 21.2 cm 5.0 kg An outer box contains 12 individual boxes (12 units total)

Languages 
English (EN) 

Storage conditions
Meter Storage Condition: -20°C to 60°C, RH <85% (Non-condensing)
System Operating Condition: 8°C to 45°C, RH 10-90% (Non-condensing)



Nipro Diabetes Care is part of Nipro Corporation Japan, a leading global 
healthcare company established in 1954. With over 27,000 employees 
worldwide, Nipro serves the Medical Device, Pharmaceutical, and 
Pharmaceutical Packaging industries.

Nipro Diabetes Care is a global supplier of high quality products for people 
living with type 1 or type 2 diabetes. 

Our portfolio of meters, test strips, pen needles, and lancets capture the 
essentials of self-testing in the most simple, accurate, and accessible form. 
This way we ensure the best life possible! 

BECAUSE EVERY LIFE DESERVES AFFORDABLE CARE

Nipro Diagnostics UK Ltd.: Units 12-14 South Point, Ensign Way, Hamble, Hampshire SO31 4RF, United Kingdom.
diagnostics-uk@nipro-group.com   |   www.nipro-diagnostics.uk   |   0800 08 588 08
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For more information on products or how Nipro can help you switch patients to the 4SURE portfolio, 
please contact Nipro Customer Service at 0800 08 588 08.

Individual box Outer box
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Label details


