


Founded in 2012, Hangzhou Laihe Biotech�Co.,Ltd.(hereinafter�referred�to�as�Laihe�Biotech), a national high-
tech enterprise, has always focused on the development and industrialization of POCT instant diagnosis, 
monitoring and health information technology field, and is committed to providing fast, accurate and reliable 
health detection products and services to public. 
The company can continuously provide following products:

8. COVID-19 and Influenza AB antigent test。

2. Inflammation (hs-CRP, PCT, CRP-SAA, PCR-IL6) Testing;

4. Tumor Markers (AFP, CEA, PSA) Testing;

Main Achievements:

4.�4.Drug�test�products�have�been�listed in the�Ministry�of�Public�Security�Drug�Test�Kit�recommended�
Purchasing�Catalogue;

We always take ‘Integrity, Practicality, Efficiency, and Innovation’ as the corporate spirit. Laihe Biotech, 
committed to becoming an internationally competitive biotechnology enterprise, strives to provide health 
testing products and services to public with scientific progress as the force and excellent talents as foundation.

5. Torch Testing;
6. Novel Coronavirus (2019-nCoV) IgM/IgG Antibody Test；

1. ISO13485 quality system certification�and�USA�FDA�certified�factory;
3. Novel Coronavirus (2019-nCoV) IgM/IgG Antibody Test Kit is EUA certified (US FDA) , and has got CE, 
Australia TGA, Brazil ANVISA, Thailand and the Philippines COE certification, meanwhile registration in China 
NMPA, WHO is in process;

1. Drug Urine, Saliva, Hair Testing;

3. Cardiac Markers (cTn I, NT-proBNP, CMA) Testing;

2. More than 30 registration certificates�of�NMPA�medical�device;

5.Laihe Biotech researches and develops independently the ‘Quantum Dot Fluorescence - a technological 
innovation platform for Hair Drug Trace Rapid Detection’ which is as ‘13th Five-Year’ national key R&D project, 
being as the industrialization cooperation unit for drug detection and drug of abuse control technology & 
equipment research project topic 5 research results;

7. Novel Coronavirus (COVID-19) Antigen Test；

6.Patents Obtained: more than 30 international and Chinese invention patents.

























InfectiousDiseaseLateralFlowAssayTest

Code Products Format Specimen Certification

303002
NovelCoronavirusIg
G/IgMAntibodyTest
Kit(ColloidalGold)

Device WholeBlood/Ser
um/Plasma FDAEUA/CE/FSC

303035

NovelCoronavirus(
COVID-

19)AntigenTestKit(
ColloidalGold

Device
Oropharyngeal/N
asopharyngealS

wab
CE/FSC

303050
COVID-

19andInfluenzaABa
ntigenttestkit

Device
Oropharyngeal/N
asopharyngealS

wab
CE/FSC

IFL402 InfluenzaA/Btest Device
Oropharyngeal/N
asopharyngealS

wab
CE/FSC

IDE-402 DengueNS1test Device WholeBlood/Ser
um/Plasma CE/FSC

IDE-403 DengueIgG/IgMtest Device WholeBlood/Ser
um/Plasma CE/FSC

IDE-404 DengueIgG/IgM+NS
1test Device WholeBlood/Ser

um/Plasma CE/FSC

）

UrineandSalivaLateralFlowAssayTest

Code Products Format Specimen Certification

DAM-101 AMPAmphetamineT
est Strip/Device Urine/Saliva CE/FSC

DKE-101 KETKetamineTest Strip/Device Urine/Saliva CE/FSC/CFDA
DMO-101 MOPMorphineTest Strip/Device Urine/Saliva CE/FSC/CFDA

BAR-101 BARBarbituratesTe
st Strip/Device Urine/Saliva CE/FSC

BUP-101 BUPBuprenorphine
Test Strip/Device Urine/Saliva CE/FSC

DTH-101 THCMarijuanaTest Strip/Device Urine/Saliva CE/FSC

DMT-101 MTDMethadoneTes
t Strip/Device Urine/Saliva CE/FSC

DOP-101 OPIOpiateTest Strip/Device Urine/Saliva CE/FSC

DPC-101 PCPPhencyclidineT
est Strip/Device Urine/Saliva CE/FSC

FEN101 FENfentanylTest Strip/Device Urine/Saliva CE/FSC
OXY101 OXYOxycodonetest Strip/Device Urine/Saliva CE/FSC

K2-101 Syntheticcannabine
sTest Strip Urine/Saliva CE/FSC

EDDP
ethylenediamine-

dimethylphosphinic
acidTest

Strip Urine/Saliva CE/FSC

MTC-101 methcathinoneTest Strip Urine/Saliva CE/FSC
DOA10X Multi-Drugstest Panel Urine/Saliva CE/FSC
DOA20X Multi-Drugstest Cup Urine/Saliva CE/FSC
DOA30X Multi-Drugstest Device Urine/Saliva CE/FSC

DBZ-101 BZOBenzodiazepin
esTest Strip/Device Urine/Saliva CE/FSC

DCO-101 COCCocaineTest Strip/Device Urine/Saliva CE/FSC
DCT-101 COTCotinineTest Strip/Device Urine/Saliva CE/FSC
DMD-101 MDMAEcstasyTest Strip/Device Urine/Saliva CE/FSC

DME-Z101 METUltraMethamph
etamine Strip/Device Urine/Saliva CE/FSC/CFDA

FALF100CQuantitativeHairdrugtraceanalyzerandtests

Code Products Format Specimen Certification

FALF100C Hairdrugtraceanalyz
er Analyzer / CE/FSC

HMO-101 MOPMorphineTest Device Hair CE/FSC

HME-102 METMethampheta
mineTest Device Hair CE/FSC

HKE-103 KETKetaminetest Device Hair CE/FSC
HCO-105 COCCocainetest Device Hair CE/FSC

MDMA-106 MDMAEcstasytest Device Hair CE/FSC
HDOA-407 MET/MOPtest Device Hair CE/FSC
HDOA-408 MET/KETtest Device Hair CE/FSC
HDOA-408 MET/MOP/KETtest Device Hair CE/FSC
HOXY-409 OXYOxycodonetest Device Hair CE/FSC

HBZO-410 BenzodiazepinesTe
st Device Hair CE/FSC

HPCP-411 PCPPhencyclidineT
est Device Hair CE/FSC

FALF100DHand-HeldUrine/SalivadrugtestreaderandDev ice

Code Products Format Specimen Certification
FALF100D Hand-

Helddrugtestreader Analyzer / CE/FSC
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HHRS-1001 Saliva3in1Drugstest Device Saliva CE/FSC
HHRU-1002 Urine6in1drugstest Device Urine CE/FSC

FALF100BPointofcareImmunoassayanalyzerandtestdev ice

Code Products Format Specimen Certification
FALF100B PointofcareImmuno

assayanalyzer Analyzer / CE/FSC/CFDA

CTI-Z40X TroponinItest Device WholeBlood/Ser
um/Plasma CE/FSC/CFDA

CMY-Z40X Myoglobintest Device WholeBlood/Ser
um/Plasma CE/FSC

CCK-Z40X CK-MBtest Device WholeBlood/Ser
um/Plasma CE/FSC

CMA-Z435
Myoglobin/CK-

MB/cTnICombotest
kit

Device WholeBlood/Ser
um/Plasma CE/FSC/CFDA

QCR-101 CRP/HSCRPC-
reactionproteintest Device WholeBlood/Ser

um/Plasma CE/FSC/CFDA

QCS-101 HSCRP+SAAComb
otest Device WholeBlood/Ser

um/Plasma CE/FSC

QNT-104

NT-ProBNPN-
terminalpro-

BrainNatriureticPept
ide

Device WholeBlood/Ser
um/Plasma CE/FSC/CFDA

QPC-102 PCTProcalcitonin Device WholeBlood/Ser
um/Plasma CE/FSC/CFDA

IGE107 TotalIgEImmunoglo
bulinEtest Device WholeBlood/Ser

um/Plasma CE/FSC/CFDA

Cardiacmarkeronesteprapidtest

Code Products Format Specimen Certification
TI-Z40X TroponinItest Device WholeBlood/Ser

um/Plasma CE/FSC/CFDA

CMY-Z40X Myoglobintest Device WholeBlood/Ser
um/Plasma CE/FSC/CFDA

CCK-Z40X CK-MBtest Device WholeBlood/Ser
um/Plasma CE/FSC/CFDA

CMA-Z435 Myoglobin/CK-
MB/cTnICombotest Device WholeBlood/Ser

um/Plasma CE/FSC/CFDA

FALF600CHand-HeldQuantitativeHairdrugtraceanalyzerandtests

Code Products Format Specimen Certification

FALF600C
Hand-

HeldHairdrugtracea
nalyzer

Analyzer / CE/FSC

HMO-1011 MOPMorphineTest Device Hair CE/FSC

HME-1022 METMethampheta
mineTest Device Hair CE/FSC

HKE-1033 KETKetaminetest Device Hair CE/FSC
HCO-1054 COCCocainetest Device Hair CE/FSC

MDMA-1065 MDMAEcstasytest Device Hair CE/FSC
HDOA-4076 MET/MOPtest Device Hair CE/FSC
HDOA-4087 MET/KETtest Device Hair CE/FSC
HDOA-4088 MET/MOP/KETtest Device Hair CE/FSC
HOXY-4099 OXYOxycodonetest Device Hair CE/FSC

HBZO-4100 BenzodiazepinesTe
st Device Hair CE/FSC

HPCP-4117 PCPPhencyclidineT
est Device Hair CE/FSC

FertilityLateralFlowAssaytest

Code Products Format Specimen Certification
FHC-101 HCGPregnancytest Strip/Midstream/

device Urine CE/FSC

DHCG-102 Digitalpregnancytes
t

Digitalmidstrea
m Urine CE/FSC

FLH-10X Ovulationtest Strip Urine CE/FSC
FFS-10X FSHMenopausetest Strip Urine CE/FSC
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