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AffirmNow Creatinine
Test Strips

Class B

The AffirmNow Creatinine Test Strips are used only with AffirmNow
Creatinine Analyzers. It is for quantitative measurement of creatinine
in capillary (fingerstick) whole blood or venous whole blood.
Creatinine measurements may be used to monitor renal dialysis and an
aid in the diagnosis and monitor renal diseases.

AffirmNow Creatinine
Control Solution

Class B

The AffirmNow Creatinine Control Solution is for use only with
AffirmNow Creatinine Analyzer and AffirmNow Creatinine Test
Strips to check that the analyzer and test strip are working together
properly and that the test is performing correctly.

2030.06.22

2025.06.24
CE

iCan view Glucose
Data Reader (model:
iCGM-V3)

1b

iCan view Glucose Data Reader is used to display iCan CGM glucose
data sent from the transmitter. It also provides alerts based on the
glucose settings you choose. Reader is used with iCan CGM only. The
iCan CGM s a real time, continuous glucose monitoring device
indicated for the management of diabetes for people age 2 years and
older. It is intended to replace fingerstick blood glucose testing for
diabetes treatment decisions.

2028.09.27

2025.04.24
CE

AffirmNow Creatinine
Analyzer

Class A

The AffirmNow Creatinine Analyzer is a small, portable analyzer for
healthcare professionals to perform near patient testing. The analyzer
is intended for multiple patient use and is intended for in vitro
diagnostic use only. This product is not to be used on neonates.

2025.06.15
CE

Portable Automatic
Multi-Function
Analyzef iCARE-

1300~

Class A

The Portable Automatic Multi-Function Analyzer is intended to be used
with compatible reagent kits in laboratories of medical institutions and
clinical departments. It is suitable for the automatically and
quantitatively detection of the biochemical, coagulation and other
physiological indicators in whole blood taken from the fingertip
(capillary) or from the vein (venous), serum, plasma, urine and other|
samples (in vitro diagnostic use only). It is intended to be used by
professional users for near patient testing or laboratory testing as an aid
of diagnosis related disease.

2025.06.15
CE
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PTS PANELS CHOL+HDL Panel Test Strips are intended to be used by medical
professionals and individuals in the home to measure cholesterol and high density

IZTS;SI\'I{EA_E lipoprotein cholesterol in whole blood. Cholesterol measurements are used in the
4 PANEL TEST Class | |diagnosis and treatment of disorders involving excess cholesterol in the blood and
STRIPS lipid and lipoprotein metabolism disorders. Lipoprotein measurements are used in the
diagnosis and treatment of lipid disorders (such as diabetes mellitus), atherosclerosis
and various liver and renal diseases.
PTS PANELS CH-OL+HDL+GLU Panel Test Strips are intended to be used by|
medical professionals and individuals in the home to measure cholesterol, high
PTS PANELS density lipoprotein cholesterol and glucose in whole blood. Cholesterol
CHOL+HDL+G measurements are used in the diagnosis and treatment of disorders involving excess
5 LU PANEL Class Il |cholesterol in the blood and lipid and lipoprotein metabolism disorders. Lipoprotein
TEST STRIPS measurements are used in the diagnosis and treatment of lipid disorders (such as
diabetes mellitus), atherosclerosis, and various liver and renal diseases. Glucose
measurements are used by individuals with diabetes to measure glucose in fingerstick
whole blood at home for the management of carbohydrate metabolism disorders.
MTM
(IIB!I'OE%('I:ASNI";FPRS The MTM BioScanner C Test Strip is intended for the in-vitro diagnostic quantitation
6 MODEL Class | of total Cholesterol in human whole blood when used with the MTM BioScanner
NUMBER BSA 1000. This System is intended to be used to assist the healthcare professional in
200/BSA screening for elevated cholesterol as a risk factor in coronary artery disease.
210/BSA 220
MTM The MTM BioScanner C Test Strip is intended for the in-vitro-diagnostic quantitation
7 | BIOSCANNER | Class | of total Cholesterol in whole blood when used with the MT'M BioScanner 1000, This
C TEST STRIPS system is intended to be used to assist the healthcare professional and the consumer
in screening for elevated cholesterol as a risk factor in coronary artery disease.
BIOSCANNER PTS Panels® Triglycerides test strips are intended to measure triglyceride in whole
8 TRIGLYCERID Class | blood for use in the diagnosis and treatment of diabetes mellitus, nephrosis, liver
ES TEST obstruction and other diseases involving lipid metabolism, or various endocrine
STRIPS disorders. This testing system is intended for professional use.
PTS Panels® triglycerides self-test strips are intended to measure triglyceride in
BIOSCANNER whole blood for use in the diagnosis and treatment of diabetes mellitus, nephrosis,
9 TRIGLYCERID Class | liver obstruction and other diseases involving lipid metabolism, or various endocrine
ES TEST disorders. This system is intended for self-testing use. When using this test, do not|
STRIPS take any decision of medical relevance without first consulting your medical
practitioner.
PTS PANELS The PTS PANELS Multi-Chemistry Controls are intended for use to estimate
MULTI- precision and to detect systematic analytical deviations that may arise from reagent
10 CHEMISTRY Class | |or analytical instrument variation and are intended for use by healthcare professionals
CONTROLS in both physicians’ offices and in acute and convalescent care facility bedside testing
as uell as consumers at home.
ALCNOWH+ (10
TEST KIT,
PROFESSIONA
L USE) MODEL The AICNow multi-use test provides quantitative measurement of the percent of]
1 3024/A1CNOW Class I glycated hemoglobin (%HbAIc, %A1C) levels in whole blood samples. The test is
+(20 TEST KIT, for home use and professional use for monitoring glycemic control in people with
PROFESSIONA diabetes.
L USE) MODEL
3021/A1CNOW
SELF CHEC
12 A1CNow+ Class | The A1CNow+ Controls™ are intended for the quality control of PTS Diagnostics’
Controls A1Cnow HbA1c tests.
The CardioChek Plus Test System is a small portable analyzer and test strip system
intended for multiple patient use in professional healthcare settings. This system
13 CardioChek Plus Class A should only be used with single-use, auto-disabling lancing devices. This system is

analyzer (Pro)

for in vitro diagnostic use only. The tests strips are for the quantitative determination
of glucose, total cholesterol, HDL (high density lipoprotein) cholesterol and

triglycerides in venous whole blood and capillary whole blood from the fingertip.

36
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PTS PANELS®
CHOL+GLU
Test Panel Test
Strips (25 ct.)

PTS PANELS
CHOL+HDL
Test Panel Test
Strips

(25 ct)

Others

Others

The CardioChek PA and CardioChek Plus test systems (consisting of the CardioChek
PA and CardioChek Plus professional analyzers and PTS Panels® CHOL+GLU test
strips) is for the quantitative determination of total cholesterol and glucose in venous|
whole blood and capillary whole blood from the fingertip and is intended for multiple| 2025.05.25
patient use in professional healthcare settings. This system should only be used with
single-use, auto-disabling lancing devices. This system is for in vitro diagnostic use
only.

The CardioChek PA and CardioChek Plus test systems (consisting of the CardioChek
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The ALCNow®+ test provides quantitative measurement of glycated haemoglobin
AL1C Now+ 10 levels in capillary (fingerprick) or venous whole blood. This test can be used to

27 Others - . : o - . .
count monitor glycemic control in people with diabetes and as an aid to diagnose diabetes

and identify patients at risk of developing diabetes.

ALC Now+ 4 The ALICNow® Self Check test system provides a quantitative measurement of the
28 Self-testing percent of glycated hemoglobin levels in capillary (fingerstick) blood samples. The 2025.05.26
count OTC . - . - s
test is for home use to monitor glycemic control in people with diabetes.

2028.12.31
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TRUE METRIX
Self Monitoring
Blood Glucose
System/TRUE
METRIX PRO
Professional
Monitoring
Blood Glucose
System

Class Il

X

The TRUE METRIX Self Monitoring Blood Glucose System is intended for the
quantitative measurement of glucose (sugar) in fresh capillary whole blood samples
drawn from the fingertip or forearm. The TRUE METRIX Self Monitoring Blood
Glucose System is intended to be used by a single person and not shared. The TRUE
METRIX Self Monitoring Blood Glucose System is intended for self-testing outside
the body (in vitro diagnostic use) by people with diabetes at home as an aid to monitor
the effectiveness of diabetes control. The TRUE METRIX Self Monitoring Blood
Glucose System should not be used for the diagnosis or screening of diabetes or for
neonatal use. Alternative site testing should be done only during steady-state times
(when glucose is not changing rapidly). The TRUE METRIX Test Strips are for use
with the TRUE METRIX Self Monitoring Meter to quantitati:(n)734.153BT/F39 T

39
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TRUE METRIX
AIR Self
Monitoring
Blood Glucose
System/

TRUE METRIX
AIR PRO
Professional
Monitoring
Blood Glucose
System

Class Il

The TRUE METRIX AIR Self Monitoring Blood Glucose System is intended for the
quantitative measurement of glucose (sugar) in fresh capillary whole blood samples
drawn from the fingertip or forearm. TRUE METRIX AIR Self Monitoring Blood
Glucose System is intended to be used by a single person and not shared. The TRUE
METRIX AIR Self Monitoring Blood Glucose System is intended for self-testing
outside the body (in vitro diagnostic use) by people with diabetes at home as an aid
to monitor the effectiveness of diabetes control. The TRUE METRIX AIR Self|
Monitoring Blood Glucose System should not be used for the diagnosis or screening
of diabetes or for neonate use. Alternative site testing can only be performed during
steady-state blood times (when glucose is not changing rapidly). The TRUE
METRIX Self Monitoring Test Strips are for use with the TRUE METRIX AIR Self]
Monitoring Meter to quantitatively measure glucose (sugar) in fresh capillary whole
blood samples drawn from the fingertip or forearm.

The TRUE METRIX AIR PRO Professional Monitoring Blood Glucose System is
intended for the quantitative measurement of glucose (sugar) in fresh capillary whole
blood samples drawn from the fingertip or forearm and venous whole blood. The
TRUE METRIX AIR PRO Professional Blood Glucose System is intended for
multiple patient use in professional healthcare settings. Testing is performed outside
the body (in vitro diagnostic use) as an aid to monitor the effectiveness of diabetes|
control. The TRUE METRIX AIR PRO Professional Monitoring Blood Glucose
System is used only with single-use, auto-disabling lancing devices. The system is
not to be used for neonates or for the diagnosis or screening of diabetes. Alternative
site testing should be done only during steady-state times (when glucose is not
changing rapidly). The TRUE METRIX PRO Test Strips are for use with the TRUE
METRIX AIR PRO Professional Blood Glucose Meter to quantitatively measure
glucose (sugar) in fresh capillary whole blood samples drawn from the fingertip or
forearm or venous whole blood. Type of Use: Prescription & Over the Counter.

TRUEdraw
Lancing Device
Mini Lancing
Device

Class Il

The TRUEdraw Lancing Device is for use with a disposable sterile lancet for the
hygienic collection of capillary blood for testing purposes from the side of a fingertip
and from alternative sites, such as the forearm. The Mini Lancing Device is for use
with a disposable sterile lancet for the hygienic collection of capillary blood for
testing purposes from the side of a fingertip and from alternative sites, such as the
forearm. The TRUEdraw Lancing Device/ Mini Lancing Device is for use only on a
single patient in a home setting. The TRUEdraw Lancing Device/ Mini Lancing
Device is not suitable for use by healthcare professionals with multiple patients in a
healthcare setting. Type of Use: Over the Counter.

TRUEmanager
Diabetes
Management
Software

Class Il

The TRUEmanager Data Management Software is intended for use in home or in
clinical settings, for single or multi-patient use, to assist people with diabetes as well
as their healthcare professionals in the review, analysis and evaluation of historical
blood glucose test results to support effective diabetes management. Type of Use:
Over the Counter.

TRUE METRIX

List B

The TRUE METRIX Blood Glucose Monitoring System is a medical device intended
to be used in vitro for the measurement of glucose in human whole blood for the
purpose of monitoring the effectiveness of diabetes control. The TRUE METRIX
Blood Glucose Meter is intended for the quantitative determination of glucose in
human whole blood taken from the fingertip or forearm (capillary) or from the vein
(venous). The System may not be used for neonates. The System is intended for at-
home use (self-testing) and for use by Healthcare Professionals in both physicians’
offices and in acute and convalescent-care bedside testing facilities in order to assist|
in the management of diabetes.

2027.12.31

TRUE METRIX
GO

List B

The TRUE METRIX GO Blood Glucose Monitoring System is a medical device
intended to be used in vitro for the measurement of glucose in human whole blood
for the purpose of monitoring the effectiveness of diabetes control. The TRUE
METRIX GO Blood Glucose Monitoring System is intended for the quantitative
determination of glucose (sugar) in fresh, human whole blood taken from the
fingertip or forearm (capillary) and from the vein (venous). The System is intended
for at-home use (self-testing by a single person and not shared) and for use by,
healthcare professionals for multiple-patient use in professional healthcare settings.
The system is not to be used on neonates or for the diagnosis or screening of diabetes
mellitus. Alternate site (forearm) testing can only be performed during steady-state

blood glucose conditions.

2027.12.31
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The TRUE METRIX AIR Blood Glucose Monitoring System is a medical device
intended to be used in vitro for the measurement of glucose in human whole blood
for the purpose of monitoring the effectiveness of diabetes control with wireless
transmission capability via Bluetooth Smart of results stored in meter memory. The
TRUE METRIX TRUE METRIX AIR Blood Glucose Monitoring System is intended for the
AIR List B |quantitative measurement of glucose (sugar) in fresh, human whole blood taken from| 2027.12.31
the fingertip or forearm (capillary) or from the vein (venous). The system is intended
for at-home use (self-testing by a single person and not shared) and for use by
Healthcare Professionals for multiple patient use in professional healthcare settings.
The system is not to be used on neonates or for the diagnosis or screening of diabetes
mellitus.
TRUEdraw Lancing Devices are single patient reusable medical devices intended to
TRUEdraw Class be used in conjunction with a lancet in the penetration of human skin to obtain a
Lancing Device capillary whole blood samples for blood glucose monitoring. The devices can be used 5
for normal fingertip lancing or for alternate site testing.
2025 6 30 ~ E 'E” Trividia Health Inc. 0 p M o Y 2 7
l r Ml
) . Y Y 2024 f§
Y X ,
Ne
- “ b TRUEMETRIX N~ TRUEMETRIXAIR na
TRUE METRIX na TRUE METRIX AIR n a
) I T f afr 2028.11.27
TRUE METRIX | 20182400465 n T A ¥ b TRUEMETRIXGO n~ o
Blood Glucose TRUE METRIX GO N a - &
Test Strips n T A
LA
TRUE METRIX| 54189400466 I G T A 2028.11.27
control solution
2025 6 30 ~ E 'E*  Trividia Health Inc. 2 CE 1. n
Y
No -y Y
The TRUEpIus Lancets are intended for single use only in the penetration of human
TRUEplus Class Ila skin of the finger (or other alternate sites such as forearm) to obtain a capillary whole T
Lancets blood sample. They are intended for use by lay users. The intended population for
the TRUEplus lancets is people over 6 months.
Class C
TRUE METRIX (2017/746)
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TRUE METRIX
GO

TRUE METRIX
AIR

The TRUE METRIX GO Blood Glucose Monitoring System is a medical device
intended to be used in vitro for the measurement of glucose in human whole blood
for the purpose of monitoring the effectiveness of diabetes control.

The TRUE METRIX GO Blood Glucose Monitoring System is intended for the
quantitative determination of glucose (sugar) in fresh, human whole blood taken from
the fingertip or forearm (capillary) and from the vein (venous). The System is
intended for at-home use (self-testing by a single person and not shared) and for use
by healthcare professionals for multiple-patient use in professional healthcare
settings. The system is not to be used on neonates or for the diagnosis or screening
of diabetes mellitus. Alternate site (forearm) testing can only be performed during
steady-state blood glucose conditions.

The TRUE METRIX AIR Blood Glucose Monitoring System is a medical device
intended to be used in vitro for the measurement of glucose in human whole blood
for the purpose of monitoring the effectiveness of diabetes control with wireless
transmission capability via Bluetooth Smart of results stored in meter memory. The
TRUE METRIX AIR Blood Glucose Monitoring System is intended for the
quantitative measurement of glucose (sugar) in fresh, human whole blood taken from
the fingertip or forearm (capillary) or from the vein (venous). The system is intended
for at-home use (self-testing by a single person and not shared) and for use by,
Healthcare Professionals for multiple patient use in professional healthcare settings.
The system is not to be used on neonates or for the diagnosis or screening of diabetes
mellitus.
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93,824,357.93 40,592,399.28 93,824,357.93 40,592,399.28
113,937,469.80 92,253,639.01 113,937,469.80 92,253,639.01
1 92,966,961.51 64,803,503.69 92,966,961.51 64,803,503.69
46,406,214.68 27,501,078.95 46,406,214.68 27,501,078.95
T a T 149,152,111.68 105,360,517.31 149,152,111.68 105,360,517.31
T 19,288,081.18 6,707,408.65 19,288,081.18 6,707,408.65
M Ne 2,263,667,609.81 1,089,757,549.22 2,263,667,609.81 1,089,757,549.22
P T
T 1,266,351,355.59 491,169,461.55 1,266,351,355.59 491,169,461.55
743,775,858.56 440,941,262.69 743,775,858.56 440,941,262.69
T M 253,540,395.66 157,646,824.98 253,540,395.66 157,646,824.98
Ne 2,263,667,609.81 1,089,757,549.22 2,263,667,609.81 1,089,757,549.22
TT
W - 2,263,653,786.43 1,089,637,214.99 2,263,653,786.43 1,089,637,214.99
W o ~ 13,823.38 120,334.23 13,823.38 120,334.23
Ne 2,263,667,609.81 1,089,757,549.22 2,263,667,609.81 1,089,757,549.22
PT
461,761,434.45 217,030,683.48 461,761,434.45 217,030,683.48
1,801,906,175.36 872,726,865.74 1,801,906,175.36 872,726,865.74
3 No 2,263,667,609.81 1,089,757,549.22 2,263,667,609.81 1,089,757,549.22
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! 3 2,256,007,561.96 1,087,427,585.89 2,256,007,561.96 1,087,427,585.89
it 3 7,660,047.85 2,329,963.33 7,660,047.85 2,329,963.33
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a " 30 = 200,000,000.00 v K : 100.00% ¥
- ) E 100,000.00 M 100.00% ¥
Sinocare Bangladesh Limited 4,000,000.00 Y \ ¥ i 100.00%| %
Sinocare (Thailand) Company Limited 14,000,000.00 i 100.00%| %
PT. Sinocare Healthcare Indonesia 15,000,000.00 i 100.00% ¥
Sinocare Meditech, Inc. 1.00 P P i 100.00% 3
a E 50,000,000.00 M AU a 100.00%
Polymer Technology Systems,Inc. 2! 2| M 100.00%|,
PTS Diagnostics California,Inc. 2| | M 100.00%| %
+ E 5,000,000.00 M AU € 100.00%| ¥
+ E 1,000,000.00 M AU € 100.00%| ¥
+ E 1,000,000.00 M AU € 100.00%| ¥
+ E 1,000,000.00 M AU € 100.00%| ¥
+ E 1,000,000.00 v M € 100.00%| ¥
+ E 100,000.00 € 100.00%| ¥
a %o F E" 1,000,000.00 v v € 100.00%| %
E 10,000,000.00 M kU 100.00%| ¥
a v K E 23,000,000.00 F 100.00%|,
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a E" 1,000,000.00 v v 100.00% ¥
a -’ - E" 500,000.00 T \ 100.00% ¥
PTS Diagnostics India Private Limited 100,000.00 v M 100.00% ¥
M E 8,000,000.00 \ 7 M 100.00% ¥
K W B 10,000,000.00 K K K A 66.50%
Sinocare Healthcare Philippines,Inc. 11,000,000.00 \ \ i 99.00% 1.00%|#
2B 4 E 50,000,000.00 M kU 0 100.00%
M E 90,000,000.00 M kU M 60.00% ¥
a ” 3 E 133,906,667.00 v v i 55.00%
Trividia Health Inc. 1.00 3 L - 55.00%|,
Trividia Manufacturing Solutions, Inc. L 55.00%],
Trividia Meditech, LLC. e L " 55.00%),
Trividia Healthcare Systems, LLC. ®e 0 55.00%],
A M E 63,000,000.00 T - L " 55.00%|,
Trividia Health,Canada, Ltd. 55.00%|,
Trividia Health Australia Pty Ltd. # #z° # 55.00%),
Trividia Health Mexico,S De R.L. De CV o 55.00%|,
Trividia Health UK Ltd J 55.00%|,
NTH Brands, LLC. we + 55.00%|,
TD Health, LLC. we + 55.00%|,
Sinocare Medical (Singapore) Pte.Ltd 100.00 1 ¥ i 100.00%| %
Sinocare Vietham L&M Company Limited 1,500,000,000.00 M M\ p 100.00%|,
E 1,000,000.00 M v € 100.00%|#
E 1,000,000.00 M v € 100.00%|#
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