
 
Appendix 

Test item 
Japanese Medical Device  

Nomenclature (JMDN) 
JMDN Code Classification 

Hematological test reagents 

Prothrombin time (PT) Prothrombin time kit 30539000  Ⅲ 

Biochemical test reagents (1) 

Bone-specific tartrate-

resistant acid phosphatase 

(TRACP-5b) 

Bone-specific tartrate-resistant acid 

phosphatase kit 
83020000 Ⅲ 

Biochemical test reagents (2) 

Glucose (GLU) Glucose self-test kit 30221003 Ⅲ 

D-arabinitol D-arabinitol kit 44342000 Ⅲ 

3-hydroxybutyric acid (β-

hydroxybutyric acid) 
3-hydroxybutyric acid self-test kit 44562003 Ⅲ 

Biochemical test reagents (3) 

Abusable drugs 

(phencyclidines, 

benzodiazepines, cocaine, 

stimulants, narcotics, 

hypnotics, psychotropics, 

etc.) 

Kit for drug addiction detection 83013000 Ⅲ 

Immunological test reagents (1) 

Trypsinogen activation 

peptide 
Trypsinogen activation peptide kit 84026000 Ⅲ 

Carcinoembryonic 

antigen (CEA) 
Carcinoembryonic antigen kit 30288000 Ⅲ 

α-fetoprotein (AFP) Alpha-fetoprotein kit 30295000 Ⅲ 

Lectin-reactive AFP 

fraction (AFP-L3%) 

Lectin-reactive alpha-fetoprotein 

fraction kit 
43480000 Ⅲ 

Basic fetoprotein (BFP) Basic fetoprotein kit 44440000 Ⅲ 

CA125 

Ovarian cancer-

associated antigen CA125 

Ovarian cancer-derived 

Cancer antigen 125 kit 30283000 Ⅲ 



antigen CA125 

Cancer-associated antigen 

125 (CA125) 

Cancer antigen 602 Cancer antigen 602 kit 43034000 Ⅲ 

Pulmonary 

adenocarcinoma antigen 

130 (CA130) 

Pulmonary adenocarcinoma antigen 

130 kit 
43150000 Ⅲ 

CA15-3 

Cancer associated antigen 

CA15-3 

Human breast carcinoma 

antigen (CA15-3) 

Cancer antigen 15-3 kit 30279000 Ⅲ 

Breast carcinoma antigen 

(BCA 225) 

Breast carcinoma antigen/BCA 225 

kit 
43825000 Ⅲ 

CA19-9Carbohydrate 

antigen CA19-9Human 

colorectal cancer-derived 

carbohydrate antigen 

(CA19-9)Cancer-

associated antigen CA19-

9 

Cancer antigen 19-9 kit 30280000 Ⅲ 

Human epididymis 

protein 4 (HE4) 
Human epididymis protein 4 kit 84082000 Ⅲ 

Cancer antigen 50 (CA50) Cancer antigen 50 kit 30281000 Ⅲ 

Cancer antigen CA72-4 

(CA72-4) 
Cancer antigen 72-4 kit 30282000 Ⅲ 

Sialyl Tn antigen (STN) Sialyl Tn antigen kit 43306000 Ⅲ 

Human cancer associated 

carbohydrate antigen 

(KMO1) 

Human cancer associated 

carbohydrate antigen/KMO1 kit 
43309000 Ⅲ 

DUPAN-2 antigen DUPAN-2 antigen kit 43308000 Ⅲ 

Sialyl Lex-i antigen (SLX) Sialyl Lex-i antigen kit 43824000 Ⅲ 

NCC-ST-439 antigen NCC-ST-439 antigen kit 43307000 Ⅲ 

SPan-1 antigen SPan-1 antigen kit 43823000 Ⅲ 

Squamous cell carcinoma 

antigen (SCC antigen) 

Squamous cell carcinoma 

antigen/SCC kit 
30291000 Ⅲ 



γ-seminoprotein (γ-Sm) Gamma-seminoprotein kit 43428000 Ⅲ 

Tissue polypeptide 

antigen (TPA) 
Tissue polypeptide antigen kit 30292000 Ⅲ 

Immunosuppressive 

acidic protein (IAP) 

Immunosuppressive acidic protein 

kit 
36010010  Ⅲ 

Prostatic acid 

phosphatase (PAP) 
Prostatic acid phosphatase kit 34226000 Ⅲ 

Prostate-specific antigen 

(PA) 

Prostate specific antigen 

(PSA) 

Prostate specific antigen kit 37286000 Ⅲ 

Free prostate specific 

antigen (Free PSA) 
Free prostate specific antigen kit 37287000 Ⅲ 

Prostate specific 

antigen/α1-

antichymotrypsin 

complex (PSA-ACT) 

Prostate specific antigen/alpha-1-

antichymotrypsin complex kit 
43145000 Ⅲ 

Neuron specific enolase 

(NSE) 
Neuron specific enolase kit 30301000 Ⅲ 

Galactosyltransferase 

associated with tumor 

(GAT) 

Galactosyltransferase associated 

with tumor/GAT kit 
43195000 Ⅲ 

Pregnancy specific 

protein-1 (SP1) 
Pregnancy specific protein-1 kit 44325000 Ⅲ 

PIVKA-II (Prothrombin 

deficiency) 
PIVKA-II kit 44379003 Ⅲ 

Cytokeratin fragment 19 

(Cyfra) 
Cytokeratin fragment 19 kit 30287000 Ⅲ 

Gastrin releasing peptide 

precursor [ProGRP(31-

98)] 

Gastrin releasing peptide precursor 

kit 
44438000 Ⅲ 

CA54/61 Cancer antigen 54/61 kit 43196000 Ⅲ 

Elastase I Elastase I kit 43237000 Ⅲ 

ErbB-2 (c-erbB gene 

product) 

HER2 protein (c-erb gene 

ErbB-2 kit 43270000 Ⅲ 



product) 

Sialyl Lex antigen 

(CSLEX) 
Sialyl Lex antigen kit 42825000 Ⅲ 

Nuclear matrix protein 22 

(NMP22) 
Nuclear matrix protein 22 kit 43197000 Ⅲ 

Type I procollagen-C-

propeptide (PICP) 
Type I procollagen-C-propeptide kit 42822000 Ⅲ 

Type I collagen-C-

telopeptide (ICTP) 
Type I collagen-C-telopeptide kit 42941000 Ⅲ 

Type I collagen cross-

linked N-telopeptide 

(NTx) 

Type I collagen cross-linked N-

telopeptide kit 
43299000 Ⅲ 

Pancreatic oncofetal 

antigen (POA) 

Pancreatic oncofetal antigen/POA 

kit 
44433000 Ⅲ 

Bladder tissue antigen 

(BTA) 
Bladder tissue antigen/BTA kit 30510000 Ⅲ 

Oestrogen receptor (ER) Oestrogen receptor kit 30293000 Ⅲ 

Progesterone receptor 

(PR) 
Progesterone receptor kit 30294000 Ⅲ 

Faecal occult blood Faecal occult blood kit 38217000 Ⅲ 

Urinary free fucose Free fucose kit 44432000 Ⅲ 

Deoxypyridinoline (DPD) Deoxypyridinoline kit 30348000 Ⅲ 

LCAP (Lung cancer-

associated protein) 

Lung cancer-associated 

protein/LCAP kit 
44430000 Ⅲ 

Deoxythymidine kinase 

(TK) 

(Deoxythymidine (TK) 

activity) 

Deoxythymidine kinase kit 44254013 Ⅲ 

Glutathione S-transferase Glutathione S-transferase kit 84027000 Ⅲ 

Gastric mucin Gastric mucin kit 84041000 Ⅲ 

Soluble methotelin-

related peptides (SMRP) 

Soluble moethotelin-related 

peptides kit 
84058000  Ⅲ 

Ferritin (FRN) Ferritin kit for blood test 30377010 Ⅲ 

Anti-p53 antibody Anti-p53 antibody kit 84039000  Ⅲ 

Total cytokeratin Total cytokeratin 8/cytokeratin 18 84034000  Ⅲ 



8/cytokeratin 18 kit 

Immunological test reagents (2) 

Chlamydia antigen 

Chlamydia trachomatis 

antigen 

Chlamydia antigen kit 30676000 Ⅲ 

Chlamydia trachomatis 

antibody 

Chlamydia psittaci CF 

antibody titre 

Chlamydia antibody kit 30678000 Ⅲ 

Chlamydia trachomatis 

IgG antibody 

Chlamydia pneumoniae 

IgG antibody 

Chlamydia immunoglobulin G kit 30680000 Ⅲ 

Chlamydia trachomatis 

IgA antibody 

Chlamydia pneumoniae 

IgA antibody 

Chlamydia immunoglobulin A kit 30679000 Ⅲ 

Chlamydia trachomatis 

IgM antibody 

Chlamydia pneumoniae 

IgM antibody 

Chlamydia immunoglobulin M kit 30681000 Ⅲ 

Antistreptolysin O (ASO) 

antibody titre 
Antistreptolysin O antibody kit 37756000 Ⅲ 

Antistreptokinase (ASK) 

antibody titre 
Antistreptokinase antibody kit 30493000 Ⅲ 

Group A streptococcus 

polysaccharide antibody 

(ASP) titre 

Group A streptococcus 

polysaccharide antibody titre kit 
44024000 Ⅲ 

Antistreptococcal DNase-

B antibody 

Antistreptococcal DNase-B 

antibody kit 
30491000 Ⅲ 

Antistreptococcal 

hyaluronidase antibody 

Antistreptococcal hyaluronidase 

antibody kit 
30492000 Ⅲ 

Group A β-hemolytic 

streptococcus antigen 

Group A streptococcus 

Group A beta-hemolytic 

streptococcus antigen kit 
44031000 Ⅲ 

Gonococcus antigen Gonococcus antigen kit 30682000 Ⅲ 



Endotoxin Endotoxin kit 42947000 Ⅲ 

Salmonella antibody 

titreWidal reaction 
Salmonella antibody kit 44028000 Ⅲ 

Bordetella pertussis 

antigen 

Serotype of Bordetella 

pertussis phase I organism 

Bordetella pertussis antigen kit 37723000 Ⅲ 

Bordetella pertussis 

antibody 

Bordetella pertussis 

agglutinin titre 

Bordetella pertussis antibody kit 44021000 Ⅲ 

Helicobacter pylori Helicobacter pylori antigen kit 30689000 Ⅲ 

Helicobacter pylori 

urease 
Helicobacter pylori urease kit 44204000 Ⅲ 

Helicobacter pylori 

antibody 

Helicobacter pylori IgG 

antibody 

Helicobacter pylori antibody kit 30691000 Ⅲ 

Leptospira antibody 

Leptospira antigen 

Leptospira antibody titre 

Leptospira kit 30716000 Ⅲ 

Treponema pallidum (TP) 

antibody 
Treponemal antibody kit 30687000 Ⅲ 

Anti-TP IgM antibody 
Treponemal immunoglobulin M 

antibody kit 
44429000 Ⅲ 

Syphilis lipid antibody 

Anticardiolipin antibody 
Non-treponemal lipid antibody kit 32450000 Ⅲ 

Anti-Borrelia burgdorferi 

antibody 
Borrelia antibody kit 30697000 Ⅲ 

Mycoplasma antibody 

(antibody titre) 

Tract mycoplasma 

antibody (antibody titre) 

Mycoplasma antibody kit 30704000 Ⅲ 

Clostridium difficile 

antigen 

Clostridium difficile toxin 

Clostridium difficile kit 30714000 Ⅲ 



A 

Clostridium difficile toxin 

B 

Enterotoxin D-1 produced 

by Clostridium difficile 

Rickettsia antibody 

Rickettsia antigen 

Rickettsia antibody titre 

Weil-Felix test 

Rickettsia kit 30717000 Ⅲ 

Rickettsia tsutsugamushi 

antigen 
Rickettsia tsutsugamushi antigen kit 43250000 Ⅲ 

Rickettsia tsutsugamushi 

antibodyRickettsia 

tsutsugamushi antibody 

titreRickettsia 

tsutsugamushi CF 

antibody titre 

Rickettsia tsutsugamushi antibody 

kit 
44428000 Ⅲ 

Cryptococcus neoformans 

antigen 
Cryptococcus neoformans kit 37746000 Ⅲ 

Candida antigen Candida kit 37748000 Ⅲ 

Aspergillus antigen Aspergillus kit 37741000 Ⅲ 

Toxoplasma antibody Toxoplasma antibody kit 30816000 Ⅲ 

Toxoplasma antibody 

(IgM) 
Toxoplasma immunoglobulin M kit 30818000 Ⅲ 

Toxoplasma antibody 

(IgG) 
Toxoplasma immunoglobulin G kit 30817000 Ⅲ 

Entamoeba histolytica 

antibody 
Entamoeba histolytica antibody kit 30819000 Ⅲ 

Mycobacterium antibody 

Anti-TBGL antibody 

Anti-glicopeptidolipid 

(GPL) core antibody 

Mycobacterium antibody kit 30700000 Ⅲ 

Mycobacterium antigen Mycobacterium antigen kit 84022000 Ⅲ 

Escherichia coli O157 

antigen 
Escherichia coli O157 antigen kit 44023000 Ⅲ 

Escherichia coli H7 Escherichia coli H7 antigen kit 44030000 Ⅲ 



antigen 

Escherichia coli vero 

toxin 
Escherichia coli vero toxin kit 42846000 Ⅲ 

Escherichia coli O157 

LPS antibody 

Escherichia coli O157 LPS antibody 

kit 
44025000 Ⅲ 

(1→3)-β-D-glucan  (1→3)-β-D-glucan kit 43226000 Ⅲ 

Myelitis-causing 

bacteriaHaemophilus 

influenzae type B, 

Streptococcus 

pneumoniae, Group A 

meningococcus, Group B 

meningococcus/E. coli 

K1, Group C 

meningococcus antigen, 

Haemophilus influenzae 

type B, Streptococcus 

pneumoniae, Group B 

Streptococcus 

(Streptococcus 

agalactiae), Neisseria 

meningitidis (C/W135), 

Neisseria meningitidis 

(A/Y), Neisseria 

meningitidis B antigen, 

Meningitis-causing 

bacteria capsular 

polysaccharide antigen 

Meningitis-causing bacteria 

capsular polysaccharide antigen kit 
44198000 Ⅲ 

Streptococcus antigen 

(including each group) 
Streptococcus antigen kit 44029000 Ⅲ 

Vibrio parahaemolyticus 

thermostable direct 

hemolysin (TDH) 

Vibrio parahaemolyticus 

thermostable direct hemolysin kit 
44203000 Ⅲ 

Brucella agglutination 

reaction 
Brucella kit 30713000 Ⅲ 

Anti-Anisakis IgG/IgA Anti-Anisakis immunoglobulin 44202000 Ⅲ 



antibody titre G/immunoglobulin A antibody kit 

Mycoplasma antigen (in 

the throat) 
Mycoplasma antigen kit 30702000 Ⅲ 

Mycobacterium leprae-

specific antibody (anti-

PGL antibody) 

Mycobacterium leprae-specific 

antibody kit 
44020000 Ⅲ 

Anti-acid fast bacteria 

antibody 
Anti-acid fast bacteria antibody kit 44201000 Ⅲ 

Falciparum malaria HRP-

2 antigen 

Falciparum malaria HRP-2 antigen 

kit 
84005000 Ⅲ 

Legionella grouping 

Legionella antibody 

Legionella antigen 

Legionella kit 30692000 Ⅲ 

Interferon-γ release 

assayInterferon-γ released 

with Mycobacterium 

tuberculosis-specific 

protein 

stimulationNumber of T 

cells producing 

interferon-γ with 

Mycobacterium 

tuberculosis-specific 

protein stimulation 

Interferon-γ release assay kit 84033000  Ⅲ 

Pneumococcus Pneumococcus kit 84054000  Ⅲ 

Streptococcus 

pneumoniae capsule 

antigen 

Streptococcus pneumoniae capsule 

antigen kit 
84030000  Ⅲ 

Procalcitonin (PCT) Procalcitonin kit 84040000  Ⅲ 

Haemophilus influenza 

antigen 
Haemophilus influenza antigen kit 84062000 Ⅲ 

Presepsin Presepsin kit 84070000 Ⅲ 

Immunological test reagents (3) 

Hepatitis A virus (HAV) 

antibody 

HA antibody 

Hepatitis A virus antibody kit 30720000 Ⅲ 



HAV IgG antibody 

HAV IgM antibody 
Hepatitis A virus immunoglobulin 

M kit 
30722000 Ⅲ 

HBc antibody Hepatitis B virus core antibody kit 30731000 Ⅲ 

HBc IgM antibody 
Hepatitis B virus core 

immunoglobulin M kit 
30733000 Ⅲ 

HBe antigen Hepatitis B virus e antigen kit 30734000 Ⅲ 

HBe antibody Hepatitis B virus e antibody kit 30737000 Ⅲ 

HBe antigen and HBe 

antibody  

Hepatitis B virus/e antigen/antibody 

kit 
36017000 Ⅲ 

HBs antigen Hepatitis B virus surface antigen kit 30723000 Ⅲ 

HBs antibody 
Hepatitis B virus surface antibody 

kit 
30725000 Ⅲ 

Pre-S2 antigen Hepatitis B virus pre-S2 antigen kit 44200000 Ⅲ 

Albumin receptor 

(HBs antigen-associated 

albumin receptor) 

HBs antigen-associated albumin 

receptor kit 
44199000 Ⅲ 

Adenovirus 

Adenovirus antigen 

Adenovirus type 40/41 

antigen 

Adenovirus CF antibody 

titre 

Adenovirus antibody 

Adenovirus antibody kit 41274000 Ⅲ 

Herpes simplex virus 

immunoglobulin G 

Herpes simplex virus 

immunoglobulin G kit 
30805000 Ⅲ 

Herpes simplex virus 

immunoglobulin M 

Herpes simplex virus 

immunoglobulin M kit 
30806000 Ⅲ 

Herpes simplex virus 

Herpes simplex virus CF 

antibody titre 

Herpes simplex virus 

antibody 

Herpes simplex virus antibody kit 30804000 Ⅲ 

Herpes simplex virus type 

1Herpes simplex virus 

type 1 antibody 

Herpes simplex virus type 1 kit 30802003 Ⅲ 



Herpes simplex virus type 

2 

Herpes simplex virus type 

2 antibody 

Herpes simplex virus type 2 kit 30802013 Ⅲ 

Varicella-zoster virus 

antibody 
Varicella-zoster virus antibody kit 41759013 Ⅲ 

Varicella-zoster virus 

antigen 
Varicella-zoster virus antigen kit 41759003 Ⅲ 

Varicella-zoster virus 

immunoglobulin G 

Varicella-zoster virus 

immunoglobulin G kit 
44016000 Ⅲ 

Varicella-zoster virus 

immunoglobulin M 

Varicella-zoster virus 

immunoglobulin M kit 
44027000 Ⅲ 

Cytomegalovirus Cytomegalovirus antigen kit 30797000 Ⅲ 

Cytomegalovirus 

antibody 
Cytomegalovirus antibody kit 30799000 Ⅲ 

Cytomegalovirus IgG 

antibody 

Cytomegalovirus immunoglobulin 

G kit 
30800000 Ⅲ 

Cytomegalovirus IgM 

antibody 

Cytomegalovirus immunoglobulin 

M kit 
30801000 Ⅲ 

EB virus antibody 

Antibody titre against EB 

virus nuclear antigen 

(EBNA) 

Epstein-Barr virus antibody kit 30809000 Ⅲ 

EB virus IgG antibody 

IgG antibody titre against 

EB virus early antigen 

(EA) 

IgG antibody titre against 

EB virus capsid antigen 

(VCA) 

EB virus capsid antigen 

(VCA) IgG antibody 

EB virus nuclear antigen 

(EBNA) IgG antibody 

Epstein-Barr virus immunoglobulin 

G kit 
84006000 Ⅲ 

EB virus IgA antibody 

IgA antibody titre against 

Epstein-Barr virus immunoglobulin 

A kit 
84007000 Ⅲ 



EB virus capsid antigen 

(VCA) 

EB virus capsid antigen 

(VCA) IgA antibody 

EB virus nuclear antigen 

(EBNA) IgA antibody 

EB virus IgM antibodyEB 

virus nuclear antigen 

(EBNA) IgM antibodyEB 

virus capsid antigen 

(VCA) IgM antibodyIgM 

antibody titre against EB 

virus capsid antigen 

(VCA) 

Epstein-Barr virus immunoglobulin 

M kit 
33902000 Ⅲ 

Poliovirus 

Poliovirus antigen 

Poliovirus antibody 

Poliovirus kit 37731000 Ⅲ 

Coxsackievirus 

Coxsackievirus antigen 

Coxsackie A virus 

Coxsackie B virus 

Coxsackie A virus 

antibody 

Coxsackie B virus 

antibody 

Coxsackievirus kit 37729000 Ⅲ 

Echovirus 

Echovirus antigen 
Echovirus kit 37728000 Ⅲ 

Japanese encephalitis 

virus antibody 

Japanese encephalitis virus antibody 

kit 
44321000 Ⅲ 

Rubella virus antibody Rubella virus antibody kit 30794000 Ⅲ 

Rubella virus IgG 

antibody 
Rubella virus immunoglobulin G kit 30796000 Ⅲ 

Rubella virus IgM 

antibody 
Rubella virus immunoglobulin M kit 30795000 Ⅲ 

Influenza A virus antigen 

Influenza B virus antigen 
Influenza virus kit 30813000 Ⅲ 



Influenza virus antigen 

Influenza A virus- or 

influenza B virus-derived 

neuraminidase 

Influenza A virus- or influenza B 

virus-derived neuraminidase kit 
43228000 Ⅲ 

Parainfluenza virus 

Parainfluenza virus 

antigen 

Parainfluenza virus 

antibody 

Parainfluenza virus kit 32487000 Ⅲ 

RS (Respiratory 

syncytial) virus 

RS virus antigen 

RS virus antibody 

RS virus kit 30814000 Ⅲ 

Rubeola virus 

Rubeola virus antigen 
Rubeola virus kit 84008000 Ⅲ 

Rubeola virus antibody Rubeola virus antibody kit 44019000 Ⅲ 

Rubeola virus IgG 

antibody 

Rubeola virus immunoglobulin G 

antibody kit 
84009000 Ⅲ 

Rubeola virus IgM 

antibody 

Rubeola virus immunoglobulin M 

antibody kit 
84026010 Ⅲ 

Mumps virus 

Mumps virus antigen 

Mumps virus antibody 

Mumps virus IgG 

antibody 

Mumps virus IgM 

antibody 

Mumps virus kit 37740000 Ⅲ 

Reovirus Reovirus kit 37732000 Ⅲ 

Reovirus antibody Reovirus antibody kit 44022000 Ⅲ 

Rotavirus antigen Rotavirus kit 30815000 Ⅲ 

Rotavirus antibody Rotavirus antibody kit 44026000 Ⅲ 

SV5 virus 

SV5 virus antigen 
SV5 virus kit 43009000 Ⅲ 

SV5 virus antibody SV5 virus antibody kit 42994000 Ⅲ 

SV41 virus 

SV41 antigen 
SV41 virus kit 43955000 Ⅲ 



Enterovirus 

Enterovirus antigen 
Enterovirus kit 30811000 Ⅲ 

Parvovirus Parvovirus kit 38877003 Ⅲ 

Human parvovirus B19 

IgG antibody 

Human parvovirus B19 

immunoglobulin G antibody kit 
38877013 Ⅲ 

Human parvovirus IgM 

antibody 

Human parvovirus immunoglobulin 

M antibody kit 
38877023 Ⅲ 

Hepatitis E virus (HEV) 

antibody 
Hepatitis E virus antibody kit 84057000 Ⅲ 

Herpes simplex virus 

antigen 
Herpes simplex virus kit 30802023 Ⅲ 

Norovirus antigen Norovirus antigen kit 84029000 Ⅲ 

Hepatitis B virus core-

related antigen 

Hepatitis B virus core-related 

antigen kit 
84031000 Ⅲ 

Hepatitis B virus (HBV) 

antigenic epitope 

Hepatitis B virus antigenic epitope 

kit 
84059000 Ⅲ 

Human metapneumovirus 

Human metapneumovirus 

antigen 

Human metapneumovirus kit 84061000 Ⅲ 

Immunological test reagent (4) 

Blood group ABO ABO blood group kit 30597000 Ⅲ 

Rh (factor D, E, e, C, c) 

blood group 

Blood type Rho (D, E, e, 

C, c) group 

Blood group Rh-Hr 

Rh blood group kit 30598000 Ⅲ 

Coombs' test 

(antiglobulin test) 
Coombs' test kit 43111000 Ⅲ 

Irregular antibody 

detection/identification 

Irregular antibody 

detection/identification kit 
43113000 Ⅲ 

HLA-A,B,C 

HLA class I 

Human leukocyte antigen 

type 

Human leukocyte antigen 

determination kit 
30608000 Ⅲ 

HLA class II 

DNA type of HLA-DR 

Human leukocyte antigen class II 

determinant antibody kit 
30612000 Ⅲ 



Human leukocyte antigen 

type 

Anti-Trichosporon asahii 

antibody 

Anti-Trichosporon asahii antibody 

kit  
84069000 Ⅲ 

Endocrinological test reagents 

Luteinizing hormone 

(LH) 

Human luteinizing 

hormone (LH) 

Luteinizing hormone self-test kit 30515003 Ⅲ 

Estrone-3-glucuronide 

(E3G) 
Estrone-3-glucuronide self-test kit 43148003 Ⅲ 

Human chorionic 

gonadotropin β-subunit 

core (HCGβ-core) 

Human chorionic gonadotropin 

beta-subunit core kit 
43456000 Ⅲ 

Bacteriological test reagents 

Culture 

identification/general 

bacteria 

 

(Gram-positive bacteria) 

(MRSA/staphylococcus 

identification) 

(Streptococcus) 

(Glucose-fermenting 

gram-negative bacilli) 

(Intestinal bacteria) 

(Genus Neisseria 

bacteria) 

(Corynebacterium) 

(Helicobacter pylori) 

(Genus Bacillus bacteria) 

(Bacteria in urine) 

(Multiple bacterial 

species) 

(Gram-negative bacteria) 

(Genus Neisseria and 

Culture identification/general 

bacteria kit 
44456000 Ⅲ 



Haemophilus) 

(Genus Staphylococcus) 

Enterohemorrhagic 

Escherichia coli 

Glucose-nonfermenting 

gram-negative bacilli 

Glucose-nonfermenting gram-

negative bacilli kit 
33361000 Ⅲ 

MRSA/Staphylococcus 

identification 

(identification/differentiat

ion) 

Staphylococcus kit 30656003 Ⅲ 

MRSA coagulase 

typing/staphylococcal 

coagulase typing 

MRSA coagulase typing/ 

staphylococcal coagulase typing kit 
44376000 Ⅲ 

Culture 

identification/fungi (yeast 

and yeast-like fungi) 

Culture identification/fungus kit 43162000 Ⅲ 

Culture 

identification/acid-fast 

bacteria (detection of acid 

fact bacteria) 

Culture identification/acid-fast 

bacteria kit 
44408013  Ⅲ 

Culture 

identification/niacin test 
Culture identification/niacin test kit 44408003  Ⅲ 

Culture 

identification/anaerobic 

bacteria 

Anaerobic bacteria biochemical 

identification kit 
30654000 Ⅲ 

Serological 

identification/hemolytic 

streptococcus typing 

(including various 

groups)Serological 

identification/pneumococ

ci (streptococcus 

pneumoniae, capsular 

polysaccharide 

antigen)Serological 

identification/pneumococ

Streptococcus kit 30710000 Ⅲ 



ciSerological 

identification/group A 

hemolytic streptococci/T 

typingSerological 

identification/group B 

hemolytic streptococcus 

typing 

Serological 

identification/Haemophil

us influenzae type b 

Haemophilus influenzae type B kit 86004000 Ⅲ 

Salmonella 

serotyping/enterobacteria 

serotyping 

Salmonella kit 30707000 Ⅲ 

Shigella serotyping Shigella kit 37726000 Ⅲ 

Pathogenic Escherichia 

coli serotyping 
Escherichia coli kit 37727000 Ⅲ 

Yersinia enterocolitica O 

serogroup 
Yersinia kit 30718000 Ⅲ 

Klebsiella capsular typing Klebsiella kit 37752000 Ⅲ 

Serratia O serotyping Serratia marcesans kit 32508000 Ⅲ 

Yersinia 

pseudotuberculosis typing 

Yersinia pseudotuberculosis typing 

kit 
43354000 Ⅲ 

Pseudomonas aeruginosa 

O grouping/Glucose-

nonfermenting bacteria 

Pseudomonas kit 30705000 Ⅲ 

Flavobacterium grouping Flavobacterium grouping kit 32506000 Ⅲ 

Vibrio parahaemolyticus 

serotyping/Vibrionaceae 

serotyping 

Vibrio parahaemolyticus 

serotyping/Vibrionaceae serotyping 

kit 

42957000 Ⅲ 

Vibrio cholerae 

serotyping 
Vibrio cholerae kit 32504000 Ⅲ 

Influenzae capsular 

typing/haemophilus 

capsular typing 

Influenzae capsular 

typing/haemophilus capsular typing 

kit 

43353000 Ⅲ 

Clostridium perfringens 

type A, heat-resistant 

Heat-resistant Clostridium 

perfringens type A kit 
43175000 Ⅲ 



Serological 

identification/Campyloba

cter 

Campylobacter kit 37758000 Ⅲ 

Serological 

identification/Alkalescen

s-Dispar 

Serological 

identification/Alkalescens-Dispar 

kit 

43193000 Ⅲ 

Serological 

identification/fungus 
Serological identification/fungus kit 44450000 Ⅲ 

For toxin detection 

 

Genus Bacillus bacteria 

Vibrionaceae 

Staphylococcal 

enterotoxin 

Staphylococcal 

exfoliative toxin 

Escherichia coli 

Escherichia coli 

thermolabile toxin 

Escherichia coli 

thermostable toxin 

Escherichia coli vero 

toxin 

Clostridium perfringens 

toxin 

MRSA TSST-1 

toxigenicity/staphylococc

us TSST-1 toxigenicity 

Cholera enterotoxin 

Vibrio parahaemolyticus 

thermostable direct 

hemolysin 

Bacillus cereus 

enterotoxin 

Bacterial toxin detection kit 44449000 Ⅲ 

Immunohistological test reagents 
Hepatitis B virus core Viral disease kit for histological test 30628003 Ⅲ 



antigen (HBc antigen) 

Hepatitis B virus surface 

antigen (HBs antigen) 

Papillomavirus 

Human papillomavirus 

(HPV) 

Herpes simplex virus type 

1 (HSV-1) 

HSV-1 

Herpes simplex virus type 

2 (HSV-2) 

Cytomegalovirus 

Chlamydia 
Non-viral disease kit for histological 

test 
30628013 Ⅲ 

CA125 

CA19-9 

α1-antichymotrypsin 

(AACT) 

α-fetoprotein (AFP) 

Actin protein 

Actin 

Oestrogen receptor (ER) 

Carcinoembryonic 

antigen (CEA) 

Cytokeratin 

Prostate specific antigen 

(PSA) 

Prostatic acid 

phosphatase (PSAP, PAP) 

Neuron specific enolase 

(NSE) 

Desmin protein 

Desmin 

Keratin 

Progesterone receptor 

ErbB-2 

 Tumour marker kit for histological 

test 
30628023 Ⅲ 



HER2/neu protein 

HER2/neu gene 

EGFR protein 

ALK protein 

Blood group O(H) 

substance 

Blood group A antigen 

Blood group B antigen 

Blood group H antigen 

Blood group/cell group kit for 

histological test 
30628033 Ⅲ 

Test reagents for series 

Series for blood test item 

(Class III) 
Class III blood test series 80004003  Ⅲ 

Series for biochemical 

test item (Class III) 
Class III biochemical test series 80007003  Ⅲ 

Series for immunological 

test item (Class III) 
Class III immunological test series 80010003  Ⅲ 

Series for endocrine test 

item (Class III) 
Class III endocrine test series 80013003  Ⅲ 

Series for bacterological 

test item (Class III) 
Class III bacterological test series 80016003  Ⅲ 

Series for 

immunohistological test 

item (Class III) 

Class III immunohistological test 

series 
80019003  Ⅲ 

Series for general-

purpose/blood test item 

(Class III) 

Class III general-purpose/blood test 

series 
80021003  Ⅲ 

Series for general-

purpose/biochemical test 

item (Class III) 

Class III general-

purpose/biochemical test series 
80023003  Ⅲ 

Series for general-

purpose/endocrine test 

item (Class III) 

Class III general-purpose/endocrine 

test series 
80025003  Ⅲ 

Series for 

blood/biochemical test 

item (Class III) 

Class III blood/biochemical test 

series 
80028003  Ⅲ 

Series for Class III blood/immunological test 80031003  Ⅲ 



blood/immunological test 

item (Class III) 

series 

Series for 

blood/endocrine test item 

(Class III) 

Class III blood/endocrine test series 80034003  Ⅲ 

Series for 

biochemical/immunologi

cal test item (Class III) 

Class III 

biochemical/immunological test 

series 

80037003  Ⅲ 

Series for 

biochemical/endocrine 

test item (Class III) 

Class III biochemical/endocrine test 

series 
80040003  Ⅲ 

Series for 

immunological/endocrine 

test item (Class III) 

Class III immunological/endocrine 

test series 
80043003  Ⅲ 

Series for general-

purpose/blood/endocrine 

test item (Class III) 

Class III general-

purpose/blood/endocrine test series 
80045003  Ⅲ 

Series for general-

purpose/biochemical/im

munological test item 

(Class III) 

Class III general-

purpose/biochemical/immunologica

l test series 

80047003  Ⅲ 

Series for general-

purpose/immunological/e

ndocrine test item (Class 

III) 

Class III general-

purpose/immunological/endocrine 

test series 

80049003  Ⅲ 

Series for 

biochemical/immunologi

cal/endocrine test item 

(Class III) 

Class III 

biochemical/immunological/endocr

ine test series 

80052003  Ⅲ 

Series for general-

purpose/biochemical/im

munological/endocrine 

test item (Class III) 

Class III general-

purpose/biochemical/immunologica

l/endocrine test series 

80054003  Ⅲ 

Series for general-

purpose/blood/immunolo

gical/endocrine test item 

Class III general-

purpose/blood/immunological/endo

crine test series 

80056003  Ⅲ 



(Class III) 

 


