
 

No. Product name GMDN code Model CE class 

1 Human Procalcitonin (PCT) quantitative 

rapid test kit (colloidal gold) 

58305 cassette IVDD others 

2  C - reactive protein (CRP) quantitative rapid 

test kit (colloidal gold) 

58395 cassette IVDD others 

3 
Alpha fetoprotein (AFP) quantitative rapid 

test kit (colloidal gold) 

63981 cassette IVDD others 

4 Carcino-embryonic Antigen quantitative 

rapid test kit (colloidal gold) 

54617 cassette IVDD othere 

5 Cardiac Troponin-I (cTnI) quantitative rapid 

test kit (colloidal gold) 

61295 cassette IVDD others 

6 D-Dimer quantitative rapid test kit (colloidal 

gold) 

47343 cassette IVDD others 

7 Urine microalbumin (mAlb) quantitative 

rapid test kit (colloidal gold) 

60471 cassette IVDD others 

8 Human Thyroid Stimulating Hormone (TSH) 

quantitative rapid test kit (colloidal gold) 

65274 cassette  

IVDD others 

9 Human Chorionic Gonadotropin (hCG) tests 

(Pregnancy tests) 

54212 cassette, 

dipstick, strip, 

midstream 

IVDD 

self-testing 

10 Luteinizing Hormone (LH) tests (Ovulation 

tests 

65974 midstream, 

strip 

IVDD 

self-testing 

11 Follicle Stimulating Hormone (FSH) tests 

(Menopause Tests) 

65841 midstream, 

strip 

IVDD 

self-testing 

12 Serum FerritinTest Kit (SF) 63167 cassette,strip IVDD 

self-testing 

13 One-Step Fecal Occult Blood (FOB) 

Diagnostic Kit 

65665 cassette, strip  IVDD 

self-testing 

14 Newscen HIV (1+2) Antibody Rapid Test 65847 cassette IVDD list A 

15 Newscen HCV Antibody Rapid Test 30829 cassette IVDD list A 

16 COVID-19 IgG/IgM Microfluidic Chip 64839 cartridge IVDD others 

17 COVID-19 IgG/IgM Rapid Test Cassette 64756 cassette IVDD others 


