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Category Item Certification Clinical Applications

Bone Metabolism 25-0H-VD CE Evaluating for vitamin D deficiency or insufficiency.
Anemia VB12 CE Diagnosis of VB12 deficiency anemia.
HBV-LP NMPA Reflecting the replication status of hepatitis B virus.
GP73 NMPA CE Screening and assessing the severity of hepatitis, liver fibrosis and cirrhosis;
Liver Disease Therapeutic effect monitoring and prognosis evaluation.
AFP NMPA, CE
Early screening, diagnosis, efficacy detection, recurrence monitoring and
prognosis judgment of liver cancer.
DCP NMPA, CE
CEA NMPA, CE Universal tumor markers.
CA125 NMPA, CE
Tumor markers for ovarian cancer diagnosis.
HE4 NMPA, CE
Tumor
CA15-3 NMPA Tumor markers for breast cancer diagnosis.
Diagnose non-small cell lung cancer, monitor therapeutic effect and judge
CYFRA21-1 NMPA prognosis.
tPSA NMPA Tumor markers for prostate cancer diagnosis.
Rheumatoid Arthritis  Anti-CCP NMPA, CEIVDR CDsCO D1 Terential diagnosis and early diagnosis of RA

RA prognosis assessment and therapeutic efficacy judgment.

Cardiac specific markers of vascular endothelial inflammation;
Reflects the stability of AS plaques;

Cardiovascular Lp-PLA2 NMPA, CE IVDR CDSCO  Risk assessment and efficacy monitoring of atherosclerotic cardiovascular
and cerebrovascular diseases.

Evaluation of ovarian reserve, prediction of ovarian stimulation response,
Sex Hormone AMH CE, CDSCO auxiliary diagnosis of polycystic ovary syndrome.
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Inflammation ~ PCT CE IVDR, NMPA  S/P Anti-HIV 172 / WB/S/P
Cardiac NT-proBNP CE IVDR, NMPA  WB/S/P HIV (1&2) Rapid Human / Saliva
H-FABP CE NMPA S/P Oral Mucosal Transudate ?
Rheumatoid ~ Anti-CCP CE IVDR, NMPA  S/P HIV Ab/Ag (4th) / WB/S/P
fFN CE, NMPA cervicovaginal Transfusion- Anti-HCV Rapid Test Strip / WB/S/P
secretions; transmitted WB/S/P
! Disease Anti-HCV /
Fertiity HCG Pregnancy Rapid Test Strip / Ur.lne HBsAg Rapid Test Strip / \WB/S/P
HCG Pregnancy CE, NMPA Urine HBSA / WB/S/P
LH Ovulation Rapid Test Strip / Urine J o } WB/S/P
) ) HBsAg/HCV Tri-line Strip /
LH Ovulation / Urine WB/S/P
HBsAg/HCV Tri-line /
Tuberculosis Ag* CE sputum, liquid cultures, Syphilis Rapid Test Strip / WB/S/P
solid cultures specimens STD Syphilis / WB/S/P
Influenza A (HINT) Ag CE Swab Chlamydia Ag / Swab
Respiratory Influenza A/B Ag CE Swab Malaria Pf/Pv Ag* CE WB
SARS-CoV-2 & Flu A/B Ag CE Swab Malaria PE/PAN Ag* / WB/S/P
Strep A Ag* CE Swab Infectious Dengue NS1 Ag CE WB/S/P
Mycoplasma Pneumoniae Ag  CE Swab Dengue IgM/IgG a WB/S/P
Coronavirus Disease (COVID-19) CE WB/S/P Dengue Combo NST+igM/IgG CE WB/S/P
IgM/IgG Ab Zika NS1 Ag- - WB/S/P
Coronavirus Disease (COVID-19) Ab CE WB/S/P Ani<H. Priori* cE WB/S/P
Novel Coronavirus 2019-nCoV Ab CE WB/S/P kP ) Ay Feces
Pylori
CoVID-19  Novel Coronavirus (SARS-CoV-2) CE WB/S/P yornnd ) / Feces
Neutralizing Ab Gastroenterology Rotavirus Ag ck WB/S/P
i1 *
Novel Coronavirus CE WB/S/P Typhoid 19G/IgM / WB/S/P
(2019-nCoV) IgM HAVIgM+1gG / Feces
) -
Novel Coronavirus CE WB/S/P Salmonella Typhi/Paratyphi Ag* CE Feces
(2019-nCoV) IgG Vibrio Cholerae 01/0139 Ag* CE Feces
Coronavirus  (2019-nCoV)-Ag CE Swab . FOB / WB/S/P
. Monkeypox Virus Antigen CE umer Prostate Ag / WB/S/P
oo IS orkeypox Virus Doubi ce WEA/E/WGD CEA / WB/S/P
onkeypox Virus Double
' e WB/S/P/Swab !
Antigen Combo AFP / Saliva
Monkeypox Virus IgM/lgG Ab CE WB/S/P Tetrahydrocannabinol Saliva test  CE Urine
DOA (MET, mAMP) Cutoff 1000 Rapid Test Strip / Urine
(MET, mAMP) Cutoff 1000 / Urine
One Step Multi-Drug Screening Test*  CE
Incubation
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