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Established in April, 2008, Xiamen Biotime is a hi-tech enterprise that specializes in R&D, production and sales of

110+

POCT in vitro diagnostic devices and reagents. Biotime has always been carrying the faith of "Quality Comes From

Professionalism And Service Makes The Future". Committed to “Being Unique From Our Competitors", we have

successfully established our mature medical marketing channels during the past years. With our leading technolo-

gies, Biotime aims to develop superior IVD products which provide better solutions for health care and benefit

people all over the world.
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BIOTIME HISTORY > »
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}&\ = 2020-2021 = Future)
2 2014-2016 ‘

Raise VD & Pharmaceuticals

Contribute to the global fight against the Expanding IVD production and integrating

Growth management

Achieved national certification for

high-tech enterprises.

epidemic.

A major expansion of R&D centers around

the world including Singapore, USA,

drug development to enhance the

diagnostics for healthcare professionals

and patients treatments.

Shenzhen, Shanghai, Chongging, Hangzhou.
Several immunofluorescence POCT

products were launched for maternal and

;> 2008 child health, myocardium, inflammation,

and hormones.
Founded

A rapid detection kit for cervical

cancer has been released.

{in
2022-2024

IVD+Expansion

-

[ m—
Started with disease detection, extending

2017-2019 to treatments and new drug research

p | development, and setting up third-party

2012 Platforms Development esingeenters.

Set up a multi-technology platform Establishment of pharmaceutical research

Tra nSfO rm atiOn encompassing Mass spectrometry, and development headquarters in POCT's

Chromatography, Chemiluminescence, industrial park.

ES@

Focused on developing immunofluorescence : )
Electrochemistry, Raw materials, and

POCT for rapid diagnostics. ! :
< Molecular POCT. <

Licensed to produce medical devices. : :
Achieved the top 20 most comprehensive

strengths in China's POCT industry.

|




Fluorescence Immunoassay (FIA) 07/12 High-Performance Liquid Chromatography(HPLC) 17/19
" Device BIOT-YG-I (Single Channel) Device HLC-100 (12 Channels)
FLI-100 (Single Channel) Test Iltem /| HbAlcReagent
FLI-600 (6 Channels)
FLI-4000 (Fully Automated)
(Testitem ) Cardiac Electrochemistry 20/24
Brain Injury
Tumor DEVICG BL-100 (Single Channel)
Inflammation @4 "Testltem | Blood Lead Strips
Hormones
DeV|ce Blood Glucose Meter (GDH-FAD)
Diabetes & Renal Injury
) | Testltem | Blood Glucose Strips
Thyroid
Gastrointestinal " Device | Blood Ketone Meter
Infectious Disease " Testltem | Blood Ketone Strips
Others
" Device | UricAcid Meter
" Testltem | Uric Acid Strips
Chemiluminescence Immunoassay (CLIA) 13/16
Lateral Flow Immunoassay 25/26
Device CLi-1600 (16 Channels)
@ ; : Testitem | Cardiac @ 5 Testltem | Covid-19 & Additional Respiratory Tract Infection
Vector Borne Infection
Inflammation
Thyroid
Hormones
Diabetes Clinical Chemistry (Urinalysis) 27/28
Brain Injury

Tumor " Testltem | URS-14 Strips
Thrombotic
Health Check

Infectious diseases
Pre-eclampsia

Growth and development




FLUORESCENCE IMMUNOASSAY
(FIA) PRODUCT LINE

Advanced Solutions for Rapid Diagnostics

POINT OF CARE FIA SOLUTIONS FORYOUR LAB SETTINGS

< O

—-_

H il
- = BIOT-YG-|
FLI-100 FLI-4000 FLI-600 SERGETE
Single Channel

Fully - Automated 6 Channels

FLUORESCENT IMMUNOCHROMATOGRAPHY PRINCIPLE

D) 1 e N %}/
%U <7 A Q.* ° ) Y-,(}:)
L] )F o
: &@ o —-p> - —-p \\7/ *. A
A Sampl{Pad Wicking Pad SamplfPad Wicking Pad
Targeted sample Immunoreaction Detection Zone 1QC Zone Detection Zone 1QC Zone
" (+] | ; |
Hospital Laboratory Health Center Ambulance Clinic
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COVERINGALL LEVELS OF YOUR LAB SETTINGS

Method

Fluorescent immunochromatography

Method

Fluorescent immunochromatography

User Experience

Semi-Automated

User Experience

Semi-Automated

Fully - Automated

Sample Types

Whole Blood/ Serum/ Plasma/ Urine

Sample Types

Whole Blood/ Serum/ Plasma/ Urine

Capacity

Single Channel

Capacity

6 Channels

13 Sample Positions

Test Results

3-20 min

Test Results

3-20 min

Connectivity

RS232, USB, Ethernet (Direct connection to LIS / HIS)

Connectivity

RS232, USB, Ethernet (Direct connection to LIS / HIS)

Battery Options No Yes
History Tracking Yes

Dimension (Hx W x D) 225X220X113mm 200 x 240 x 152mm
Weight 2.5kg 2.9kg

User Site Primary hospitals and clinics

Certification

CE/NMPA/NGSP/IFCC

CE/NMPA

Battery Options No
History Tracking Yes

Dimension (H x W x D) 408X 282 X376mm 470X 594 X 472mm
Weight 14kg 53.8 kg

Ve Gia Primary and Secondary Tertiary hospitals

hospitals and clinics

and clinics
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Certification

CE/NMPA
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Test Item Qualification

% Inflammation

Specimen

Sampling

Reaction Time

Detection Range

Test Item alification Specimen Sampling Reaction Time  Detection Range
@ Cardiac
cTnl CE/NMPA Whole Blood/Plasma Whole Blood:80uL/Plasma:50uL 15min 0.05-50ng/mL
Myo CE/NMPA Serum/Plasma Serum:10uL/Plasma:10uL 15min 2.5-400ng/mL
CK-MB CE/NMPA Serum/Plasma Serum:40uL/Plasma:40uL 15min 1-80ng/mL
cTnl/Myo/CK-MB (3in 1) CE/NMPA Whole Blood/Plasma Whole Blood:80uL/Plasma:50uL 15min Refer to individual item
D-Dimer CE/NMPA Whole Blood/Plasma Whole Blood:80uL/Plasma:50uL 3min 0.1-10mg/L
NT-proBNP CE/NMPA Whole Blood/Serum/Plasma Whole Blood:80uL/Serum:50uL/Plasma:50pL 15min 15-35000pg/mL
cTnl/Myo/CK-MB/D-Dimer . . P .
NT-proBNP (5in 1) CE/NMPA Whole Blood Whole Blood: 100puL 15min Refer to individual item
hFABP CE/NMPA Serum/Plasma Serum:10uL/Plasma: 10uL 15min 2-120ng/mL
BNP CE/NMPA Whole Blood/Plasma Whole Blood:80uL/Plasma:50uL 10min 10-5000pg/mL
LP-PLA2 CE/NMPA Whole Blood/Plasma Whole Blood:30uL/Plasma:20uL 10min 5-800ng/mL
HCY CE/NMPA Plasma Plasma:40uL 15min 2-50umol/L
hscTnl CE/NMPA Whole Blood/Serum/Plasma Whole Blood:60pL /Serum:40ulL/Plasma:40uL 15min 20-40000pg/mL
cTnl/Myo/BNP CE/NMPA Whole Blood/Plasma Whole Blood:80pL/Plasma:50uL 15min Refer to individual item
@ Brain Injury
s100-B CE/NMPA Whole Blood/Serum/Plasma Whole Blood:60pL /Serum:40uL/Plasma:40uL 10 min 0.05~10.0ug/L
NSE / / / / /
Tumor
AFP CE/NMPA Serum/Plasma Serum:20pL/Plasma:20pL 10min 3-2000ng/mL
CEA CE/NMPA Serum/Plasma Serum:20pL/Plasma:20pL 10min 0.5-500ng/mL
CEA/AFP(2in 1) CE Serum/Plasma Serum:20pL/Plasma:20pL 10min Refer to individual item
tPSA CE Serum Serum:20uL 15min 0.5-200ng/mL
fPSA CE Serum Serum:20uL 15min 0.2-30ng/mL
11

CRP CE/NMPA Whole Blood/Serum/Plasma Whole Blood:5uL/Serum:3uL/Plasma:3pL 3min 0.5-200mg/L
PCT CE/NMPA Whole Blood/Serum/Plasma Whole Blood:80uL/Serum:50uL/Plasma:50uL 15min 0.1-100ng/mL
SAA CE/NMPA Whole Blood/Serum/Plasma Whole Blood: 5uL/Serum:3pL/Plasma:3pL 3min 1-200mg/L
CRP/SAA(2in1) CE/NMPA Whole Blood/Serum/Plasma Whole Blood:5uL/Serum:3pL/Plasma:3pL 3min Refer to individual item
IL-6 CE/NMPA Serum Serum:50puL 15min 5-1000pg/mL
@ Hormones
B-HCG CE/NMPA Serum/Plasma Serum:20uL/Plasma:20uL 10min 5-200000mIU/mL
PROG CE/NMPA Serum Serum:40puL 10min 0.3-80ng/mL
FSH CE/NMPA Serum Serum:20puL 20min 0.3-200mIU/mL
LH CE/NMPA Serum Serum:20pL 20min 1-200mIU/mL
PRL CE/NMPA Serum Serum:20pL 20min 1.0-4000.0p1U/mL
FSH/LH/PRL(3in 1) CE/NMPA Serum Serum:20pL 20min Refer to individual item
TES(Testosterone) CE/NMPA Serum Serum:20pL 10min 0.2-20ng/mL
E2 CE/NMPA Serum Serum:40uL(incubation10min) 10min 10-3000pg/mL
AMH CE Serum Serum:50puL 10min 0.1-25ng/mL
@ Diabetes and Renal Injury
HbAlc CE/NMPA/NGSP Whole Blood Whole Blood: 5pL 5min 4-15%
MAU CE/NMPA Urine Urine:10pL 10min 2-300mg/L
Cys-C CE/NMPA Whole Blood/Plasma Whole Blood: 15uL/Plasma: 10uL 5min 0.2-8mg/L
@ Thyroid
TSH CE/NMPA Serum/Plasma Serum:40uL/Plasma:40ulL 20min 0.4-100ulU/mL
TT4 CE/NMPA Serum/Plasma Serum:40uL/Plasma:40ulL 15min 10-320nmol/L
T3 CE/NMPA Serum Serum:40pL 15min 0.5-10nmol/L
FT3 CE Serum Serum:40pL 15min 0.4-50pmol/L
FT4 CE Serum Serum:40pL 15min 0.3-100pmol/L
@ Gastrointestinal
PG1:1-200ng/mL
2in1(PGI/PGI) CE/NMPA Serum Serum:10pL 15min PG I1:0.5-100ng/mL
PG 1:1-200ng/mL
PGI/PGII/G17 CE/NMPA Whole Blood/Serum/Plasma Whole Blood: 60pL /Serum:40pL /Plasma:40uL 15min PGI1:1-100ng/mL
G17:1-50pmol/L
Pepsin / / / / /
@ Infectious Disease
) . . Negative: <1.0 lU/mL
HBsAg / Serum/Plasma Serum:80pL/Plasma:80uL 10min Positive: 1.0 1U/mL
. . . Negative:COI <1.0
HCV / Serum/Plasma Serum:80pL/Plasma:80uL 10min Positive:COl >1.0
(m]m)
@s) Others
Ferritin CE/NMPA Serum Serum:10pL 15min 1-1000ng/mL
25(0H)-D CE/NMPA Plasma Plasma:20pL (incubation 10 min) 10min 5.0-120.0ng/mL
Total IgE CE Whole Blood/Serum/Plasma Whole Blood:30uL/Serum:20uL/Plasma:20uL 12min 1-10001U/mL
Coming Soon
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CLi-1600

Theright size Chemiluminescence
Immunoassay System foryour lab

16 Channels

LIGHT-INTIATED CHEMILUMINESCENCE PRINCIPLE

Analyzer emits a laser at about 670~690 nm to irradiate the
. . ) Emission light Emitted light
reaction well and excite the donor microsphere to gener- 670~690 nm 600~620 nm

ate singlet oxygen. Then the singlet oxygen contacts the

receptor microsphere to generate emitted light at about
CH E M I LU M I N ESCE N CE 600~620 nm. Due to its very short half-life period, singlet ' O<\ <> }—
oxygen can only diffuse over a distance of several hundred Analyte
nanometers. Only the receptor and donor microspheres <200nm

I M M U N OASSAY (C L IA) P RO D U CT 5 that form the antigen and antibOdy Compound can gener_ .0—7 Donor microsphere <> Analyte = Receptor microsphere

ate emitted light at 600-620 nm.

Innovative Point-of-Care Solution

APPLICATION

Hospital Laboratory Health Center Clinic
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Principle

User Experience
Sample Types
Capacity

Fastest Results
Throughput

Quality Control System
Connectivity
Transport Storage
History Tracking

Data Storage
Dimension (Hx W x D)

Weight

®
.

s

ﬂ,&
P—

ADVANTAGES

Principle’s Input
Homogeneous mixture
Washing steps are not required
Whole blood sample option
Fastest results are in 5 minutes
Minimal sample consumption

Room temprature storage

Analyzer’s Input

Multiple items simultaneously recognition

Small & light size

CLi-1600

Light-intiated chemiluminescence

Semi-Automated

Whole Blood/ Serum/ Plasma

16 Channels

5min

60 Tests/hour

Yes

USB X 2/RS232X 2/Internet RJ45, LIS / HIS

2-30°C

Yes

50000 pcs

312mm X 382mm X 345mm

10.5kg

MYO NT-proBNP
BNP CK-MB
hs-cTnl D-Dimer
hs-cTnT Lp-PLA2

CRP IL-6
@ thyroid

TSH fT3 Anti TG*
TT3 fT4 Anti TPO*
TT4 TG*
Fertility/Infertility

B-hCG LH E2
PROG PRL AMH
FSH TESTO

@ Diabetes

HbAlc INS C-P

@ Brain injury

S-100B* NSE*

Tumor

PGl CA50* Ferr*
PGl CA125* G17*
AFP* Cyfra21-1* Pro GRP
CEA* Scc*

Total-PSA* Free-PSA”
Thrombotic

TAT* T™* FDP*
PIC* T-PAIC*

Health check

VD Ferr Folate
VB12*

HBeAg"

HBeAb* Anti-HCV*
HBCcAb* Anti-TP*
HIV Ag/Ab*

@ Pre-eclampsia

SFLT-17

PLGF* FDP*

Coming Soon
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HIGH-PERFORMANCE LIQUID
CHROMATOGRAPHY (HPLC)

Gold - Standard for Diabetes Solution

HLC-100

HbA1lc Testing Method

12 Channels

ION-EXCHANGE HPLC PRINCIPLE

Pump Sample insert Detector : ‘ ‘

n p 3 0-40MP . @7 @7 EZ L-HbALc | ‘HbS
HbF| |
‘ o, @* J\J ~rv 72 15 ’ HbALc ’ HbC
IE & @* @7 10 4 HbALpb ‘ ‘
ﬂ% 5 ‘ HbAO
— ol /= Li o
Elution Buff Flow 5
lon-exchange 20 40 60 80 100 120
C lumn Seconds

Hospital The Diabetes Centre Clinic Gestational Diabetes Screening
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ADVANTAGES

B

CV < 1.5% Rapid test results Longer detection range

B
OB G

Gold Standard for HbAlc detection Room Temperature storage

Extended life-cycle of HPLC column Two Emergency Detection Channels

19

Principle

User Experience
Sample Types
Capacity

HbAlc Assay Range
cv

Fastest Results
Throughput

HPLC Column Life
Sample Volume
Quality Control System
Connectivity

Storage

History Tracking
Dimension (Hx W x D)
Weight

Certifaction

HLC-100
lon-exchange HPLC

Fully-Automated

Whole blood

10 Channels with extra 2 emergency
3.5%-20%

< 1.5%

2min

20 Tests/h

1000

4ulL

Yes

LIS/ HIS

2-30°C

Yes

350mm X 415mm X 420mm
24 kg

CE/IFCC/NGSP/NMPA

ELECTROCHEMISTRY

Delivering POCT Solutions to Everyone




B L' 1 0 0 ADVANTAGES

B IOOd Lead TeStI n g Rapid test results Shorter T-A-T Convenient Sampling
Single Channel 3
Small & Light Analyzer Size Unique Technology principle

ANODIC STRIPPING VOLTAMMETRY (ASV) PRINCIPLE Principle Portable Anodic stripping voltammetry (ASV)
User Experience Semi-Automated
Reference electrode Capacity Single Channel
A Fastest Results 7 min
Counter Working
electrode electrode + . H
A: cleaning step Accuracy r=0.995
. — s B: electroplating step
- _-:‘ § C: equilibrium step Detection Range 20-650pg/L
l lodine D: stripping step Sample Volume 50uL
= electrolyte
o ___J fime Sample Types Whole blood, fingertip blood
- Connectivity LIS/ HIS
Storage 2-30°C
History Tracking Yes
Dimension (HxW x D) 160mm X 180mm X 250mm

APPLICATION weigh 25kg

® o

Hospital Clinic Laboratory Pediatric Centre
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YOUR COMPLETE GUIDE

BIOTIVME"

Bl 'TIME* Bi "'TJ'ME’

L BGM-202 Blood Glucose Meter (GDH-FAD) }

I BKM-02 Blood Ketone Meter | UAM-02 Uric Acid Meter

APPLICATION

[zl

Clinic Ambulance Physician Office Pharmacy Store
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Method

Specimen type

Sample volume

Measuring range

Measuring time

Test system

Test kit storage temperature
Quality Control

Shelf life

Certification

BGM-202 Blood Glucose Monitoring System

GDH-FAD (Minimizing risk of interference)
Fingertip blood samples

0.8uL

1.1-33.3 mmol/L

5s

Fully automatic code-free

2-30°C

Provided

24 months

CE

UAM-02 Uric Acid Monitoring System

BITIME"

Method

Specimen type

Sample volume

Measuring range

Measuring time

Test system

Data storage

Test kit storage temperature
Quality Control

Certification

BKM-02 Blood Ketone Monitoring System

Method
Specimen type
Sample volume
Measuring range
Measuring time
Test system

Data storage

Test kit storage temperature

Quality Control

Certification

Electrochemical

Whole blood

1.5uL

0.0-8.0mmol/L

10s

Fully automatic code-free
250pcs

2-30°C

24 months

CE

BISTIME®

Electrochemical
Clean-catch urine

1.5uL

0.18-1.19mmol/L

13s

Fully automatic code-free
250pcs

2-30°C

24 months

CE

BITIME®
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COVID-19 SOLUTIONS

SARS-COV-2 IGG/IGM RAPID TEST

Advantages

US FDA and CE approved

High specificity and sensitivity

Test result within 10 min

Serum, plasma and whole blood available

Without instrument, suitable for field screening

SARS-COV-2 ANTIGEN RAPID TEST

Advantages

High accuracy, specificity and sensitivity
Test results within 20-30 min
24 months shelf life

T Room temperature storage

LATERAL FLOW IMMUNOASSAY |

QR code and APP to track patient's information

: ".r - EE
iy
e ¥ Test Item Specimen Sensitivity/Specificity Detection Time Pack Qualification

Respiratory Tract Infection
. . N ' FluAAg Nasal / Throat / Nasopharyngeal 99.1%/99.7% 15min 25T CE
Speedy DIE on ostics Elevatin g Eve ryone's FuBhg Nasal Throat Nasopharyngea 99.3%/95.1% 5min 251 «
FluA/B Ag Combo Test Nasal / Throat / Nasopharyngeal Relevant to individual item 15min 25T CE
. ADVAg Nasal / Throat / Nasopharyngeal 99.0%/99.0% 15min 25T CE
We l l_ be I n g RSVAg Nasal/ Throat / Nasopharyngeal 99.2%/99.6% 15min 25T CE

ADV/RSV/Flu A&B Ag Combo Test Nasal / Throat / Nasopharyngeal Relevant to individual item 15min 25T CE
SARS-CoV-2Ag Nasal / Throat / Sputum 90.9%/99.9% 20-30 min 10/15T NMPA/CE
COVID-19/Flu A/B Ag Combo Test Nasal Relevant to individual item 15-30 min 1T CE2934
SARS-CoV-2 lgG/IgM Ab Serum/Plasma/Whole Blood 96.7%/97.5% (IgG) 100% /98.8% (IgM) 20 min 25T CE

Vector borne diseases

Malaria PvAg Whole Blood 98.3%/99.4% 20-30 min
Malaria PfAg Whole Blood 98.5%/99.4% 20-30 min
Malaria Pf/Pv Ag Combo Test Whole Blood Relevant to individual item 20-30 min
Malaria Pf/Pan Ag Combo Test Whole Blood Relevant to individual item 20-30 min
Dengue NS1Ag Serum/Plasma/Whole Blood 99.1%/99.3% 15min
Dengue IgG/IgM Ab Serum/Plasma/Whole Blood 99.1%/99.0% (IgG) 97.3%/98.6% (IgM) 15min

Dengue Ag/Ab Combo Test Serum/Plasma/Whole Blood Relevant to individual item 15min




CLINICAL CHEMISTRY
(URINALYSIS)

Age - Defying POCT Solutions

URS-14

Urine reagent strips are a useful tool for investigating, diagnosing and screening diseases immediately.

ADVANTAGES » ce
Multiple & Fast -

14 analytes within 2 min

Simple and Accurate
Analytical sensitivity better than or equivalent to market leaders

High quality color chart ensures accurate visual reading

Flexible

Packaging Options: Carton - 10Strips/25Strips
Canister - 50Strips/100Strips

Long Shelf Life: 24 months

TEST PROCEDURE

Dip into sample Wait for 2 min Read results

Parameters
Number

ofparameters ... G, B Ker G BIO PH PRO URO NT LEU MA CRE  Ca

14 ) ) ) ) ) ) ) ) ) ) ) ® ® ®
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BIOTIME FOOTPRINT

NORTH
AMERICA

LATIN

" AMERICA

Rapid, beyond imagination



