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ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

A lle r gy  

AccuDiagTM Total Human IgE 

1801-16 96 ✔ IVD Quantitative 95 min 5 IU/mL /98.7% 

1801-18 
Min 5 kits 

96 ✔ IVD Quantitative 80 min 5 IU/mL / 95% 

AccuDiagTM Human Specific IgG  
88 Food Allergens (New) 

5154-8 96 ✔ IVD Quantitative 150 min N/A 

AccuDiagTM Human Specific IgG4  
88 Food Allergens (New) 

5155-8 96 ✔ IVD Quantitative 150 min N/A 

A lle r gy  L ine Bl ot  Immunoassa y  

AccuDiagTM Human Specific IgE ( 
20 Seasonal Allergens) (New)  

5150-8 16 ✔ IVD Qualitative 135 min N/A 

AccuDiagTM Human Specific IgE  
(20 Atopic Allergens) (New)  

5151-8 16 ✔ IVD Qualitative 135 min N/A 

AccuDiagTM Human Specific IgE 
(20 Food Allergens) (New)  

5152-8 16 ✔ IVD Qualitative 135 min N/A 

AccuDiagTM Human Specific IgE 
(20 Perennial Allergens) (New)  

5153-8 16 ✔ IVD Qualitative 135 min N/A 

A utoimmune  Di sea ses  and O ther  

AccuDiagTM ANA Screen 5102-2 
Min 2 kits 

96 ✔ IVD Qualitative 165 min 96.6%/100% 

AccuDiagTM ENA Profile-6 
(Sm/RNP, Sm, Jo-1, Scl-70, SS-A, SS-B) 

2506-1 

Min 2 kits 
96 ✔ IVD Qualitative 80 min > 96.7% / > 98.4% 

2506-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

65 min > 92.0% / > 97.9% 

AccuDiagTM ENA Combined Screen 
(6 antigens)  
Sm/RNP, Sm, Jo-1, Scl-70, SS-A, SS-B 

2552-1 

Min 2 kits 
96 ✔ IVD Qualitative 80 min 96%/100% 

2552-2 

Min 2 kits 
96 ✔ IVD Qualitative 65 min 93/100% 

AccuDiagTM Sm/RNP 2558-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

60 min 92/97.9% 

AccuDiagTM RNP (New) 
2510-1 

Min  
10 kits 

96 ✔ IVD 
Semi 

Quantitative 
90 min 95.6/96.9 

AccuDiagTM Sm 2557-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

60 min 100/99.3% 
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ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

AccuDiagTM Jo-1 2570-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

60 min 100/100% 

AccuDiagTM Scl-70 2559-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

60 min 100/100% 

AccuDiagTM SS-A (Ro) 2555-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

60 min 98.2/100% 

AccuDiagTM SS-B (La) 2556-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

60 min 96.6/100% 

AccuDiagTM dsDNA  2553-1 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

65 min 100/97.9% 

AccuDiagTM Anti-Phospholipid 
IgG/IgM 

2560-6 

Min 2 kits 
96 ✔ IVD Quantitative 65 min 

IgG: 91.8%/97.3% 
IgM: 53.4%/96.7% 

2560-17 
Min 5 kits 

96 ✔ IVD Quantitative 125 min 
IgG: 92.3%/84.6% 
IgM: 68.8%/99.9% 

AccuDiagTM 1491-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

60 min 91.7%/75.9% 

AccuDiagTM Cardiolipin IgM 1492-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

60 min 93.6%/76.5% 

AccuDiagTM Cardiolipin IgA 1493-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

60 min 94.4%/77% 

AccuDiagTM Cardiolipin IgG, A, M  
1490-1 

Min  
10 kits 

96 ✔ IVD Qualitative 120 min  5.2 EU/ml 

AccuDiagTM Beta 2 Glycoprotein 1  IgA 1494-11 96 ✔ IVD Quantitative 75 min 98/91% 

AccuDiagTM Beta 2 Glycoprotein 1  IgG 1495-11 96 ✔ IVD Quantitative 75 min 91/92% 

AccuDiagTM Beta 2 Glycoprotein 1  IgM 1496-11 96 ✔ IVD Quantitative 75 min 92.6/85.4% 

AccuDiagTM Histone  2571-1 
Min 2 kits 

96 ✔ IVD 
Semi 

Quantitative 
75 min 98.8/90.9% 

AccuDiagTM Rheumatoid Factor (RF) 
IgM 

2550-1 

Min 2 kits 
96 ✔ IVD Qualitative 65 min 100/98.7% 

AccuDiagTM Mitochondria 1420-1 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

75 min 100/100% 

AccuDiagTM Thyroglobulin 

1421-1 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

75 min 100/96.7% 

1421-2 

Min 2 kits 
96 ✔ IVD 

Qualitative & 
Semi 

Quantitative 
60 min 100%/100% 

AccuDiagTM TBG (Thyroid Binding 
Globulin) New! 

3177-15 96 ✔ IVD Quantitative  1ug/ml/100% 
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ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

AccuDiagTM TPO (Thyroid Peroxidase) 1446-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

60 min 93.7/94.4% 

AccuDiagTM PR3 (c-ANCA) 

1445-1 96 ✔ IVD 
Semi 

Quantitative 
75 min 98.2/95.6% 

1445-2 

Min 2 kits 
96 ✔ IVD 

Qualitative & 
Semi 

Quantitative 
60 min 90.3%/98.6% 

AccuDiagTM ANCA Screen IgG 1681-2 

Min 2 kits 
96 ✔ IVD 

Semi 
Quantitative 

90 min 97.4/94.9% 

AccuDiagTM MPO, Myeloperoxidase 
(p-ANCA) 

1441-2 

Min 2 kits 
96 ✔ IVD 

Qualitative & 
Semi 

Quantitative 
60 min 98.9/97.9% 

AccuDiagTM Gliadin IgG 1021-2 

Min 2 kits 
96 ✔ IVD 

Qualitative & 
Semi 

Quantitative 
60 min 96.6/95.6% 

AccuDiagTM Gliadin IgA 1022-2 

Min 2 kits 
96 ✔ IVD 

Qualitative & 
Semi 

Quantitative 
60 min 93.9/96.2% 

AccuDiagTM Anti CCP  3175-17 
Min 5 kits 

96 ✔ IVD Quantitative 110 min 97/79% 

AccuDiagTM Anti-Tissue 
Transglutaminase IgA  

3173-17 
Min 5 kits 

96 ✔ IVD Quantitative 80 min 88.5/100% 

AccuDiagTM Anti-Tissue 
Transglutaminase IgG  

3174-17 
Min 5 kits 

96 ✔ IVD Quantitative 110 min 81/90.9% 

A nemia  

AccuDiagTM Folate        3127-15 96 ✔ IVD Quantitative 95 min 0.52 ng/ml / N/A 

AccuDiagTM Ferritin                                                             

1601-16 96 ✔ IVD Quantitative 110 min 5 ng/ml / 98.5% 

1601-18 
Min 5 kits 

96 ✔ IVD Quantitative 65 min 5 ng/ml / 96.5% 

AccuDiagTM Vitamin B12                                            3125-15 96 ✔ IVD Quantitative 80 min 70.13 pg/ml 

AccuDiagTM sTfR - Soluble Transferrin 
Receptor 

3126-15 96 ✔ IVD Quantitative 105 min 0.055 nmol/L /96% 

B one  Me tab ol ism  

AccuDiagTM Intact PTH                                                          

1735-6 96 ✔ IVD Quantitative 250 min 1.57 pg/mL 

1735-15 96 ✔ IVD Quantitative 105 0.49 pg/ml 
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ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

AccuDiagTM 25-OH Vitamin D (total)  

2065-6 96 ✔ IVD Quantitative 85 min >2.89 ng/mL / 100% 

2065-15 96 ✔ IVD Quantitative 80 min 1.2 ng/ml 

Cance r  (Tumor  Ma rker )  

AccuDiagTM Prostatic Acid 
Phosphatase  (PAP)       

4227-11 96 ✔ IVD Quantitative 75 min 0.2 ng/ml / 98.7% 

AccuDiagTM Beta 2-Microglobulin          

4200-16 96 ✔ IVD Quantitative 95 min 2.0 µg/mL / 96% 

4200-18 
Min 5 kits 

96 ✔ IVD Quantitative 80 min 0.1 µg/mL / 93% 

AccuDiagTM PSA                                 

4222-15 96  In-Vitro Quantitative 75 min 0.013 ng/ml / 99% 

4222-16 96  In-Vitro Quantitative 155 min 0.5 ng/ml / 98.7% 

AccuDiagTM AFP (Alpha Fetoprotein)                 5101-16 96 ✔ IVD Quantitative 95 min 2.0 ng/ml / 98.5% 

AccuDiagTM CEA                                                                   5201-16 96 ✔ IVD Quantitative 95 min 1.0 ng/ml /95% 

AccuDiagTM CA-15-3                                                            6333-16 96 ✔ IVD Quantitative 235 min 5U/mL/97.5 % 

AccuDiagTM CA-12-5                                                            6502-16 96 ✔ IVD Quantitative 215 min 5U/ml / 97% 

AccuDiagTM CA-19-9                                                            6909-16 96 ✔ IVD Quantitative 155 min 5U/ml / 97% 

AccuDiagTM NSE                                                                  6334-16 96 ✔ IVD Quantitative 110 min 15 ng/ml /98.7% 

AccuDiagTM Free Beta  HCG                                        

4221-16 96 ✔ IVD Quantitative 110 min 0.5 mlU/ml / 100% 

4221-18 
Min 5 kits 

96 ✔ IVD Quantitative 80 min 0.25 ng/ml / - 

AccuDiagTM Free PSA                                                          4322-16 96  In-Vitro Quantitative 180 min 0.05ng/ml /98.7% 

AccuDiagTM Pro-GRP (Gastrin-
Releasing Peptide) (New) 

7015-49 96 ✔ IVD 
Semi-

Quantitative 
120 min N/A 

AccuDiagTM S100B (New) 1792-17 
Min 5 kits 

96 ✔ IVD Quantitative 210 min 35.27 pg/mL 
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ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

Car dia c  Marke rs  

AccuDiagTM Digoxin 1669-15 96 ✔ IVD Quantitative 75 min 0.072 ng/ml 

AccuDiagTM CK-MB 1005-15 96 ✔ IVD Quantitative 60 min 0.05 ng/ml /96% 

AccuDiagTM Troponin I  1105-18 
Min 5 kits 

96 ✔ IVD Quantitative 125 min 1 ng/ml / 96% 

AccuDiagTM Myoglobin  1667-18 
Min 5 kits 

96 ✔ IVD Quantitative 80 min 5 ng/ml /96% 

AccuDiagTM LP (a) 1740-1 

Min 2 kits 
96 ✔ IVD Quantitative 100 min 0.8 mg/dL/100% 

AccuDiagTM C-Reactive Protein (CRP)   1668-18 
Min 5 kits 

96 ✔ IVD Quantitative 80 min 0.01 mg/ml /96% 

Diab etes  and Panc reat ic  D isea se As say  

AccuDiagTM Insulin                                                                                 1606-15 96 ✔ IVD Quantitative 165 min 0.182 µIU/ml / 100% 

AccuDiagTM C-Peptide                                                                     1293-15 96 ✔ IVD Quantitative 165 min 0.02 ng/ml / 100% 

AccuDiagTM Leptin                     1742-6 96 ✔ IVD Quantitative 205 min 1 ng/ml / N/A 

AccuDiagTM Adiponectin (New) 1743-38 96 ✔ IVD Quantitative 105 min 0.06 ng/ml / 100% 

AccuDiagTM Anti-GAD (New) 1791-17 
Min 5 kits 

96 ✔ IVD Quantitative 160 min 62.3%/88.6% 

AccuDiagTM IAA (New) 1790-17 
Min 5 kits 

96 ✔ IVD Quantitative 105 min 77%/94% 

Fer t i l i ty  

AccuDiagTM Beta hCG (Total)                                            4201-16 96 ✔ IVD Quantitative 110 min 2 mIU/ml / 97% 

AccuDiagTM Human Growth Hormone 
(HGH)                    

1901-16 96 ✔ IVD Quantitative 110 min 1 ng/mL  

1901-18 

Min 5 kits 
96 ✔ IVD Quantitative 65 min 0.5 ng/mL  

AccuDiagTM hCG Visual                                                    4102-16 96 ✔ IVD Quantitative 30 min 20 MIU/ml / 96% 

AccuDiagTM FSH     4224-16 96 ✔ IVD Quantitative 95 min 2 mlU/ml / 95% 
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ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

4224-18 

Min 5 kits 
96 ✔ IVD Quantitative 65 min 2.5 mIU/ml / - 

AccuDiagTM LH 

4225-16 96 ✔ IVD Quantitative 95 min 2 mlU/ml / 96% 

4225-18 
Min 5 kits 

96 ✔ IVD Quantitative 65 min 1 mIU/ml / 94.5% 

AccuDiagTM PAPP-A    

4229-6 96 ✔ IVD Quantitative 85 min 0.133 µg/ml / 97% 

4229-15 96 ✔ IVD Quantitative 110 min 3.12 mIU/ml 

AccuDiagTM Prolactin (PRL)                                               4226-16 96 ✔ IVD Quantitative 80 min 2 ng/ml / 96% 

AccuDiagTM SHBG     

2043-6 96 ✔ IVD Quantitative 75 min 0.77 nmol/L / 100% 

2043-17 
Min 5 kits 

96 ✔ IVD Quantitative 75 min 0.2 nmol/mL 

FOOD  (T he  mi nimum Order  is  5  K i ts  eac h or  i n   T ota l)   

AccuDiagTM Deoxynivalenol (DON) 
(New) 

5147-8 96 N/A FOOD Quantitative 90 min 0.5 ng/mL / N/A 

AccuDiagTM Zearalenone (New) 5148-8 96 N/A FOOD Quantitative 230 min 0.25 ng/mL / N/A 

AccuDiagTM T2-Toxin (New) 5149-8 96 N/A FOOD Quantitative 50 min 0.9-117 ppb/ N/A 

AccuDiagTM Vitamin H (Biotin)                                                      1741-8 96 N/A FOOD Quantitative 90 min 0.5 ng/mL / N/A 

AccuDiagTM Vitamin B12                                                                                                                              1739-8 96 N/A FOOD Quantitative 80 min 0.3 ng/mL / N/A 

AccuDiagTM Folate (Folic Acid)                                                                                                    1736-8 96 N/A FOOD Quantitative 140 min 2 ng/mL / N/A 

AccuDiagTM Campylobacter Antigen 
Detection  

8321-3 96 N/A FOOD Qualitative 50 min N/A 

AccuDiagTM E. Coli 0157 Antigen 
Detection  

8322-3 96 N/A FOOD Qualitative 70 min N/A 

AccuDiagTM Verotoxin Antigen 
Detection  

8328-3 96 N/A FOOD Qualitative 100 min See insert 

AccuDiagTM Egg White Protein 5138-8 96 N/A FOOD Quantitative 60 min 0.05 ppm 

AccuDiagTM Beta-Lactoglobulin (Milk 
Protein)  

5136-8 96 N/A FOOD Quantitative 60 min 1.5 ppb 
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ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

AccuDiagTM Soy Protein   5144-8 96 N/A FOOD Quantitative 60 min 16 ppb 

AccuDiagTM Aflatoxin B1  5120-8 96 N/A FOOD Quantitative 140 min 5 ng/mL 

AccuDiagTM Aflatoxin M1  5121-8 96 N/A FOOD Quantitative 140 min 10 pg/mL 

AccuDiagTM Aflatoxin Total (New) 5156-8 96 N/A FOOD Quantitative 45 min See Insert 

AccuDiagTM Fumonisin 5123-8 96 N/A FOOD Quantitative 80 min 0.5 ng/ml 

AccuDiagTM Chloramphenicol 5126-8 96 N/A FOOD Quantitative 60 min 0.03 ng/mL  

AccuDiagTM Penicillin 5127-8 96 N/A FOOD Quantitative 140 min 3 ng/mL  

AccuDiagTM Streptomycin  5128-8 96 N/A FOOD Quantitative 60 min 1 ng/ml 

AccuDiagTM Histamine  5133-8 96 N/A FOOD Quantitative 80 min 2 ng/ml  

AccuDiagTM Almond  5135-8 96 N/A FOOD Quantitative 60 min 0.25 ng/mL  

AccuDiagTM Gluten / Gliadin  5139-8 96 N/A FOOD Quantitative 60 min 0.3 ppm  

AccuDiagTM Hazelnut 5140-8 96 N/A FOOD Quantitative 60 min 0.33 ppm 

AccuDiagTM Lupine  5141-8 96 N/A FOOD Quantitative 60 min 0.2 ppm 

AccuDiagTM Mustard  5142-8 96 N/A FOOD Quantitative 60 min 1 ppm 

AccuDiagTM Peanut  5143-8 96 N/A FOOD Quantitative 60 min 0.1 ppm 

AccuDiagTM Ochratoxin A 1743-8 96 N/A FOOD Quantitative 15 min 0.1 – 1.6 ppb 

AccuDiagTM Walnut  5145-8 96 N/A FOOD Quantitative 60 min 0.35 ppm 

AccuDiagTM Casein (New) 5157-8 96 N/A FOOD Quantitative 60 min 0.04 ppm 

AccuDiagTM Cashew (New) 5158-8 96 N/A FOOD Quantitative 60 min 0.2 ppm 

AccuDiagTM Coconut (New) 5160-8 96 N/A FOOD Quantitative 60 min 0.4 ppm 
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ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

AccuDiagTM Crustaceans (New) 5161-8 96 N/A FOOD Quantitative 60 min See insert 

AccuDiagTM Fish (New) 5162-8 96 N/A FOOD Quantitative 60 min 1.4 ppm 

AccuDiagTM Lysozyme (New) 5163-8 96 N/A FOOD Quantitative 60 min 2 ppb 

AccuDiagTM Macademia (New) 5164-8 96 N/A FOOD Quantitative 60 min 0.1 ppm 

AccuDiagTM Milk (New) 5165-8 96 N/A FOOD Quantitative 60 min 0.05 ppm 

AccuDiagTM Molluscs (New) 5166-8 96 N/A FOOD Quantitative 60 min See insert 

AccuDiagTM Pecan Nut (New) 5167-8 96 N/A FOOD Quantitative 60 min 0.2 ppm 

AccuDiagTM Pistachio (New) 5168-8 96 N/A FOOD Quantitative 60 min 0.13 ppm 

AccuDiagTM Sesame (New) 5169-8 96 N/A FOOD Quantitative 60 min 0.2 ppm 

I nfec t ious  Di seas es  

AccuDiagTM Chikungunya IgG  8112-25 96 ✔ IVD Qualitative 100 min 100/ 95% 

AccuDiagTM Chikungunya IgM  8113-25 96 ✔ IVD Qualitative 100 min 100 / 100% 

AccuDiagTM Dengue IgG/IgM                                                              8115-35 96 ✔ IVD Qualitative 25 min 100/100% 

AccuDiagTM Dengue IgG                                                                              8116-35 96 ✔ IVD Qualitative 25 min 100/96% 

AccuDiagTM Dengue IgM                                8117-35 96 ✔ IVD 
Semi 

Quantitative 
40 min 93.5 / 97.8 % 

AccuDiagTM Dengue NS1 Antigen  8404-25 96 ✔ IVD Qualitative 110 min 95 / 95% 

AccuDiagTM Adenovirus (Fecal)                                                      8300-3 96 ✔ IVD Qualitative 45 min 100 / 93.1 % 

AccuDiagTM Anti-Tetanus Toxoid 8900-28 96 ✔ IVD Qualitative 90 min 0.0093 IU/ml /97% 

AccuDiagTM Diphtheria Toxoid IgG       1760-28 96 ✔ IVD Quantitative 90 min 0.006 IU/mL /97% 

AccuDiagTM HPV IgG 1889-6 96 ✔ IVD 
Semi-

quantitative 
140 min N/A 
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ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

AccuDiagTM West Nile IgG 8400-25 96 ✔ IVD Qualitative 15 min 96.2/98.4 % 

AccuDiagTM West Nile IgM 8401-25 96 ✔ IVD Qualitative 190 min 96.2/98.4 % 

AccuDiagTM Rotavirus (Fecal)                                                                 8306-3 96 ✔ IVD Qualitative 45 min 100/ 97.1% 

AccuDiagTM Japanese Encephalitis IgG 8402-25 96 ✔ IVD Qualitative 135 min N/A 

AccuDiagTM Japanese Encephalitis 
IgM 

8403-25 96 ✔ IVD Qualitative 196 min 100/ 100% 

AccuDiagTM Bordetella Pertussis IgA    5117-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 94 / 92% 

AccuDiagTM Bordetella Pertussis IgG    5118-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 86 / 88% 

AccuDiagTM Bordetella Pertussis IgM    5119-8 
Min 3 kits 

96 ✔ IVD Quantitative 170 min 100 / 88% 

AccuDiagTM RSV IgA   5113-8 
Min 5 kits 

96 ✔ IVD Qualitative 170 min 100/ 100% 

AccuDiagTM RSV IgG   5114-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 86/ 100% 

AccuDiagTM RSV IgM  5115-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 86/ 100% 

AccuDiagTM Adenovirus IgA    6103-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100/ 97.7 % 

AccuDiagTM Adenovirus IgG   6111-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100/ 100% 

AccuDiagTM Adenovirus IgM   6102-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100/ 100% 

AccuDiagTM Influenza A IgA   5104-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 83 / 99% 

AccuDiagTM Influenza A IgG   5105-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100 / 88% 

AccuDiagTM Influenza A IgM  5106-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100/ 100% 

AccuDiagTM Influenza B IgA  5107-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 85/ 100% 

AccuDiagTM Influenza B IgG  5108-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100 / 89% 

AccuDiagTM Influenza B IgM    5109-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100/ 100% 
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ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

AccuDiagTM Mycobacterium 
tuberculosis (TB) IgA     

5110-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100 / 99% 

AccuDiagTM Mycobacterium 
tuberculosis (TB) IgG    

5111-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100 / 99% 

AccuDiagTM Mycobacterium 
tuberculosis (TB) IgM    

5112-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100/ 100% 

AccuDiagTM Toxoplasma IgG  
 

1101-1 

Min 2 kits 
96  In-Vitro Quantitative 60 min 95.3 / 100% 

1101-2 

Min 2 kits 
96  In-Vitro 

Qualitative/ 
Quantitative 

60 min 93.8% / 96.1% 

AccuDiagTM Toxoplasma IgM  
 

1102-1 

Min 2 kits 
96  In-Vitro Qualitative 75 min 100/ 100% 

1102-2 

Min 2 kits 
96  In-Vitro Qualitative 95 min 92.9% / 100% 

AccuDiagTM Toxoplasma IgA  
 

1103-11 96  In-Vitro Qualitative 75 min 94 / 100% 

AccuDiagTM Rubella IgG                                                           

1301-1 

Min 2 kits 
96x2  IVD Qualitative 65 min  

1301-2 

Min 2 kits 
96  In-Vitro 

Qualitative/ 
Quantitative 

95 min 100% / 100% 

AccuDiagTM Rubella IgM                                                          

1302-2 

Min 2 kits 
96  In-Vitro Qualitative 60 min 100% / 97.2% 

1302-18 96  In-Vitro Qualitative 90 min 100% / 99.2% 

AccuDiagTM Rubella IgA 1300-11 96  In-Vitro Qualitative 75 min 100/ 99.2% 

AccuDiagTM Cytomegalovirus IgG 
(CMV IgG)                       

1201-1 

Min 2 kits 
96x2  IVD 

Semi-
Quantitative 

65 min  

1201-2 

Min 2 kits 
96  In-Vitro Qualitative 70 min 96.4 / 93.9% 

AccuDiagTM Cytomegalovirus IgM 
(CMV IgM)                      

1202-2 

Min 2 kits 
96  In-Vitro Qualitative 70 min 92.5 / 98.5% 

AccuDiagTM Cytomegalovirus IgA 
(CMV IgA) 

1200-11 96  In-Vitro Qualitative 75 min 99.2 / 97.2% 

AccuDiagTM Herpes Simplex 1 IgG 
(HSV1 IgG)                      

1401-11 96 ✔ IVD Qualitative 75 min 100/ 100% 

AccuDiagTM Herpes Simplex 1 IgM 
(HSV1 IgM)                    

1402-11 96 ✔ IVD Qualitative 75 min 75 / 96% 

AccuDiagTM Herpes Simplex 1 IgA 
(HSV1 IgA) 

1400-11 96 ✔ IVD Qualitative 90 min 98 / 98.7% 
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ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

AccuDiagTM Herpes Simplex 2 IgG 
(HSV2 IgG)                     

1403-11 96 ✔ IVD Qualitative 75 min 100/98% 

AccuDiagTM Herpes Simplex 2 IgM 
(HSV2 IgM)                            

1404-11 96 ✔ IVD Qualitative 75 min 99/100% 

AccuDiagTM AccuDiagTM Herpes 
Simplex 2 IgA (HSV2 IgA) 

1399-11 96 ✔ IVD Qualitative 75 min 98 / 98.7% 

AccuDiagTM Herpes Simplex 1,2 IgG 
(HSV1,2 IgG)                        

1443-11 96 ✔ IVD Qualitative 75 min 100/ 100% 

AccuDiagTM Herpes Simplex 1,2 IgM 
(HSV1,2 IgM)                            

1444-2 

Min 2 kits 
96 ✔ IVD Qualitative 65 min 75% / 90.3% 

AccuDiagTM Epstein-Barr Viral Capsid 
Antigen (P-18) IgG  

1405-1 

Min 2 kits 
96x2 ✔ IVD Qualitative 65 min 95% (sero+) /100% 

AccuDiagTM Epstein-Barr Virus VCA 
IgG  (EBV, VCA  IgG)   

1405-2 

Min 2 kits 
96 ✔ IVD Qualitative 60 min 98.1% / 98.3% 

AccuDiagTM Epstein-Barr Virus VCA 
IgA EBV, VCA IgA)   (EBV, VCA IgA)                                                                                                                                                                             

1414-11 96 ✔ IVD Qualitative 75 min 100/ 100% 

AccuDiagTM Epstein-Barr Virus VCA 
IgM (EBV, VCA  IgM)            

1406-1 

Min 2 kits 
96x2 ✔ IVD Qualitative 65 min  

1406-2 

Min 2 kits 
96 ✔ IVD Qualitative 90 min 90.9% / 93.2% 

AccuDiagTM Epstein-Barr Virus Early 
Antigen  
(EA) IgG                         

1415-1 

Min 2 kits 
96x2 ✔ IVD Qualitative 65 min  

1415-2 

Min 2 kits 
96 ✔ IVD Qualitative 75 min 92% / 81% 

AccuDiagTM Epstein-Barr Virus Early 
Antigen  
(EA) IgM                         

1418-16 96 ✔ IVD Qualitative 75 min 100/ 100% 

AccuDiagTM Epstein-Barr Virus Nuclear 
Antigen (EBNA) IgG              

1425-1 

Min 2 kits 
96 ✔ IVD 

Semi-
Quantitative 

75 min 97.8/ 100% 

AccuDiagTM Epstein-Barr Virus Nuclear 
Antigen (EBNA) IgM               

1426-1 

Min 2 kits 
96 ✔ IVD Qualitative 135 min 100/94.5 % 

AccuDiagTM Chlamydia Trachomatis 
IgG                                                  

1407-11 96  In-Vitro Qualitative 75 min 96.1/98.5% 

AccuDiagTM Chlamydia Trachomatis 
IgA 

1417-11 96  In-Vitro Qualitative 75 min 100/94% 

AccuDiagTM Chlamydia Trachomatis 
IgM                                            

1427-11 96  In-Vitro Qualitative 75 min 99/99% 

AccuDiagTM Measles IgG                                                                   1408-1 

Min 2 kits 
96 ✔ IVD Quantitative 75 min 99.3 / 91 % 

AccuDiagTM Measles IgM    1409-1 

Min 2 kits 
96 ✔ IVD Qualitative 75 min 93/93% 
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AccuDiagTM Mumps IgG                                                                   1410-1 

Min 2 kits 
96 ✔ IVD Quantitative 75 min 99.3 /96.6% 

AccuDiagTM Mumps IgM                                                                   1411-1 

Min 2 kits 
96 ✔ IVD Qualitative 75 min 100 / 100% 

AccuDiagTM Legionella Total 
(IgG/M/A)                                                          

1651-2 

Min 2 kits 
96 ✔ IVD Qualitative 105 min 92.3 / 93.1% 

AccuDiagTM Legionella IgG/IgM 1652-1 

Min 2 kits 
96 ✔ IVD Qualitative 75 min 90 / 98% 

AccuDiagTM H. pylori IgG                                                                         1503-2 

Min 2 kits 
96 ✔ IVD Qualitative 60 min 95% / 100% 

AccuDiagTM H. pylori IgA                                                                         1505-11 96 ✔ IVD Qualitative 75 min 88.9 / 97.10% 

AccuDiagTM H. pylori IgM                                                                 1504-11 96 ✔ IVD Qualitative 75 min 98 / 98% 

AccuDiagTM H. pylori Antigen 1506-11 96 ✔ IVD 
Quantitative0.

5 ng/mL / 
75 min 0.5 ng/ml / N/A 

AccuDiagTM Varicella-Zoster IgG                                                             1412-1 

Min 2 kits 
96 ✔ IVD 

Quantitative0.
5 ng/mL / 

75 min 99.4 / 97% 

AccuDiagTM Varicella-Zoster IgM                                                           1413-1 

Min 2 kits 
96 ✔ IVD Qualitative 50 min 100 /100% 

AccuDiagTM Lyme Disease IgG  (B. 
burgdorferi IgG)                                                                                                              

1428-2 

Min 2 kits 
96 ✔ IVD Qualitative 100 min 91.7 /96.4 % 

AccuDiagTM Lyme Disease IgM  (B. 
burgdorferi IgM)                                                                                                               

1424-2 

Min 2 kits 
96 ✔ IVD Qualitative 105 min 95.5 / 92.5 % 

AccuDiagTM Lyme Disease IgG/IgM (B. 
burgdorferi IgG,IgM)                                                                                            

1423-1 

Min 2 kits 
96x2 ✔ IVD Qualitative 65 min See insert 

1423-2 

Min 2 kits 
96 ✔ IVD Qualitative 105 min 92 / 95 % 

AccuDiagTM Mycoplasma pneumoniae 
IgG                                                

8042-2 

Min 2 kits 
96 ✔ IVD Qualitative 105 min 95 / 87.5 % 

8042-1 

Min 2 kits 
96x2 ✔ IVD 

Semi-
Quantitative 

65 min See insert 

AccuDiagTM Mycoplasma pneumoniae 
IgM                                               

8043-1 

Min 2 kits 
96x2 ✔ IVD 

Semi-
Quantitative 

65 min See insert 

8043-2 

Min 2 kits 
96 ✔ IVD Qualitative 105 min 100 / 93  % 

AccuDiagTM Brucella IgG  1501-8 
Min 3 kits 

96 ✔ IVD Quantitative 170 min 100 / 100% 

AccuDiagTM Brucella IgM  1502-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100 / 100% 



 
 

13 

 

ELISA 
Product Name 

Catalog 
# 

# of 
Tests 

CE IVD 
Qualitative / 
Quantitative 

Assay 
Time 

Sensitivity/ 
Specificity 

AccuDiagTM Brucella IgA   1507-8 
Min 3 kits 

96 ✔ IVD Qualitative 170 min 100 / 100% 

AccuDiagTM Parvovirus B19 IgG 1450-2 

Min 2 kits 
96 ✔ IVD Qualitative 60 min 5-7 IU/mL/100% 

AccuDiagTM Parvovirus B19 IgM  1451-2 

Min 2 kits 
96 ✔ IVD Qualitative 60 min See insert 

T h e  m i n i m u m  O r d e r  f o r  H e p a t i t i s  P a n e l ,  H I V ,  a n d  S y p h i l i s   
s h o u l d  b e  1 0 K i t s  o f  e a c h  p r o d u c t  o r  i n  t o t a l  

T H E  N E W  D E V E L O P E D  H E P A T I T I S  P A N E L  E L I S A  I S  C O M I N G  S O O N  

AccuDiagTM HBsAg    1701-12 96  In-Vitro Qualitative 85 min 99.9 / 99.75% 

AccuDiagTM HBsAg Ultra-Sensitive 1703-12 96  In-Vitro Qualitative 130 min 100/ 99.78 % 

AccuDiagTM HBsAb                                                                                               1702-12 96  In-Vitro Qualitative 75 min 100 / 99.70 % 

AccuDiagTM HBsAb Quantitative  1710-12 96  In-Vitro Quantitative 85 min 5 mlU/ml  / 99% 

AccuDiagTM HBcAb                                                                                     1704-12 96  In-Vitro Qualitative 105 min 99.92 / 99.82% 

AccuDiagTM HBcAb IgM              1778-12 96  In-Vitro Qualitative 75 min 98.4 /99.3% 

AccuDiagTM HBeAg                                1705-12 96  In-Vitro Qualitative 105 min 100 / 95% 

AccuDiagTM HBeAb                     1706-12 96  In-Vitro Qualitative 105 min 100 / 979.7 % 

AccuDiagTM HDV IgG 1870-12 96 ✔ IVD Qualitative 85 min 100 / 100% 

AccuDiagTM HDV IgM Discontinued 1869-12 96 ✔ IVD Qualitative 75 min 100 / 100% 

AccuDiagTM HEV IgG 1888-12 96 ✔ IVD Qualitative 100 min 93.8 / 85.4 % 

AccuDiagTM HEV IgM                                                                                  1876-12 96 ✔ IVD Qualitative 110 min 97.1 / 100 % 

AccuDiagTM HEV Ab                                                                                    1877-12 96 ✔ IVD Qualitative 100 min 99.8 / 99.6 % 

AccuDiagTM HCV  Ab 1707-12 96  In-Vitro Qualitative 105 min 100 / 99.55 % 

AccuDiagTM HAV IgG                                                                      1519-12 96 ✔ IVD Qualitative 105 min 100 / 100% 

AccuDiagTM HAV IgM       1718-12 96 ✔ IVD Qualitative 75 min 100 / 99 % 
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AccuDiagTM HIV 1/2      1516-12 96  In-Vitro Qualitative 90 min 99.95 / 99.89% 

AccuDiagTM HIV 1/2 Ab/Ag 1520-12 96  In-Vitro Qualitative 
135 min 

 
100 /100 % 

AccuDiagTM HTLV 1 + 2 Discontinued 8196-12 96 ✔ IVD Qualitative 120 min 100 / 99.99 % 

AccuDiagTM Syphilis (TPA) IgG                                                               1463-1 

Min 2 kits 
96 ✔ IVD Qualitative 180 min 100 /100% 

AccuDiagTM Syphilis (TPA) IgM                                                       1464-6 96 ✔ IVD Qualitative 135 min 95 /95% 

AccuDiagTM Syphilis (Anti-TP) IgG/IgM                                                     1465-12 96 ✔ IVD Qualitative 90 min N/A / 100% 

AccuDiagTM Salmonella typhi IgG 6150-47 96 ✔ IVD Qualitative 50 min N/A 

AccuDiagTM Salmonella typhi IgM 6151-47 96 ✔ IVD Qualitative 50 min N/A 

Ne oNa tal  Pa nel  

AccuDiagTM NTSH ( NeoNatal TSH)                                                                                                         3124-15 192 ✔ IVD Quantitative 95 min 0.2 µlU/mL / 100% 

AccuDiagTM NNT4 (NeoNatal T4)                                                      3150-15 96 ✔ IVD Quantitative 155 min 0.05 µg/dL / 97% 

AccuDiagTM N-TBG (NeoNatal TBG) 
(New) 

4115-15 96 ✔ IVD Quantitative 135 min 0.60 ng/ml 

AccuDiagTM N-17OHPG (Neo Natal 17-
OH progesterone) (New) 

4116-15 96 ✔ IVD Quantitative 135 min 28.6 nmol/L 

Pa rasi tol ogy A nt i body De te c ti on  

AccuDiagTM Cysticercosis IgG 
(T.Solium) 

8105-35 96 ✔ IVD 
Semi-

quantitative 
20 min 88 / 96% 

AccuDiagTM E. histolytica IgG 
(Amebiasis) 

8201-35 96 ✔ IVD Qualitative 20 min 92 / 100 % 

AccuDiagTM Echinococcus IgG                                                         8202-35 96 ✔ IVD Qualitative 20 min 97.9 / 91.7 % 

AccuDiagTM Leishmania               

8203-25 
Min 30 kits 

96 ✔ IVD Qualitative 65 min 100% / 99% 

8203-35 96 ✔ IVD Qualitative 25 min 97 / 84 % 

AccuDiagTM Fasciola IgG  8119-35 96 ✔ IVD Qualitative 20 min 100 / 100 % 
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AccuDiagTM Fasciola gigantica (New) 8120-35 96 ✔ IVD Qualitative 20 min See insert 

AccuDiagTM Schistosoma IgG                                                                8209-35 96 ✔ IVD Qualitative 25 min 100 / 85 % 

AccuDiagTM Strongyloides IgG  8319-35 96 ✔ IVD Qualitative 20 min 100 / 100 % 

AccuDiagTM Chagas       

8100-35 96 ✔ IVD Qualitative 20 min 96 / 97 % 

8100-33 96 ✔ IVD Qualitative 90 min 100/98.7% 

AccuDiagTM Scrub typhus IgG  8406-25 96 ✔ IVD Qualitative 75 min N/A 

AccuDiagTM Scrub typhus IgM 8405-25 96 ✔ IVD Qualitative 75 min N/A 

AccuDiagTM Leptospira IgG                                                                        8204-35 96  IVD Qualitative 85 min 80%/87.5% 

AccuDiagTM Leptospira IgM                                                                       8208-35 96 ✔ IVD Qualitative 85 min 100 / 100 % 

AccuDiagTM Leptospira IgG & IgM 8210-35 96 ✔ IVD Qualitative 20 min 88.7 / 87.5 % 

AccuDiagTM Toxocara IgG                                                                8206-35 96 ✔ IVD Qualitative 80 min 87.5 / 93.3 % 

AccuDiagTM Trichinella IgG                                                                   8207-35 96 ✔ IVD Qualitative 80 min 100 / 100 % 

AccuDiagTM Ascaris IgG  8212-35 96 ✔ IVD Qualitative 20 min 100 / 96 % 

AccuDiagTM Filaria IgG4 (New)                 8211-25 96 ✔ IVD Qualitative 60 min N/A 

Pa rasi tol ogy A nt i ge n De tec t ion  

AccuDiagTM Cryptosporidium (Fecal)                                             8301-3 96 ✔ IVD Qualitative 105 min 100 / 100 % 

AccuDiagTM E. Coli 0157 (Fecal)                                                       8302-3 96 ✔ IVD Qualitative 130 min 100 / 92 % 

AccuDiagTM E. histolytica/dispar                     8307-3 96 ✔ IVD Qualitative 45 min 88 /100 % 

AccuDiagTM E. Coli Verotoxin (Fecal)                                               8303-3 96 ✔ IVD Qualitative 100 min 100 / 99 % 

AccuDiagTM Giardia                                                                         8304-3 96 ✔ IVD Qualitative 105 min 100 /100 % 
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AccuDiagTM Crypto/Giardia Ag Combo  8310-3 96 ✔ IVD Qualitative 105 min 99 / 100 % 

AccuDiagTM Legionella Urinary 
Antigen                                

8305-3 96 ✔ IVD Qualitative 45 min 100 / 99.2 % 

AccuDiagTM Campylobacter (Fecal) 8320-3 96 ✔ IVD Qualitative 50 min 77 / 100 % 

Ster oi ds  

AccuDiagTM Testosterone Saliva          7095-38 96 ✔ IVD Quantitative 125 min 1 pg/ml / 100% 

AccuDiagTM Cortisol Saliva           7101-38 96 ✔ IVD Quantitative 80 min 1.0 ng/ml / 100% 

AccuDiagTM Cortisol                       6101-15 96 ✔ IVD Quantitative 105 min 0.37 µg/ml/ 95% 

AccuDiagTM Estradiol 2046-18 

Min 5 kits 
96 ✔ IVD Quantitative 125 min 10 pg/ml / 97% 

AccuDiagTM DHEA-S   

2055-15 96 ✔ IVD Quantitative 110 min 0.03 µg/ml/ 90% 

2055-17 
Min 3 kits               

96 ✔ IVD Quantitative 75 min 0.03 µg/ml/ 90% 

AccuDiagTM DHEA        

2056-6 96 ✔ IVD Quantitative 75 min 0.07 ng/ml / Ins. 

2056-15 96 ✔ IVD Quantitative 80 min 0.10 ng/ml / Ins. 

AccuDiagTM Aldosterone         4230-6 96 ✔ IVD Quantitative 75 min 10.0 pg/ml / 100% 

AccuDiagTM Progesterone   2077-18 
Min 5 kits 

96 ✔ IVD Quantitative 125 min 0.06 ng/mL / 97% 

AccuDiagTM Testosterone  2095-18 
Min 5 kits 

96 ✔ IVD Quantitative 125 min 0.05 ng/mL / 95% 

AccuDiagTM Free Testosterone   

2925-15 96 ✔ IVD Quantitative 105 min N/A 

2925-17 
Min 3 kits 

96 ✔ IVD Quantitative 75 min 0.06 pg/ml / 100% 

AccuDiagTM Androstenedione   1038-17 
Min 3 kits 

96 ✔ IVD Quantitative 105 min 0.01 ng/mL /100% 

AccuDiagTM Estrone (New) 2066-38 96 ✔ IVD Quantitative 95 min 3pg/ml / 100% 

AccuDiagTM Free Estriol    3171-15 96 ✔ IVD Quantitative 110 min 0.03 ng/ml / 100% 
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3171-17 
Min 3 kits 

96 ✔ IVD Quantitative 75 min 0.03 ng/ml / 100% 

AccuDiagTM Total Estriol (New) 2067-17 
Min 3 kits 

96 ✔ IVD Quantitative 75 min 1.05 ng/ml /  100% 

AccuDiagTM 17-alpha-OH 
Progesterone                               

1292-15 96 ✔ IVD Quantitative 110 min 0.05 ng/ml / 100% 

AccuDiagTM Dihydro-Testosterone  
(DHT)                                                                               

2042-38 96 ✔ IVD Quantitative 95 min 6.0 pg/ml / 100% 

T hyroid  (E ndoc ri nol ogy)  

AccuDiagTM T3    

3144-16 96 ✔ IVD Quantitative 95 min 0.2ng/mL / 96.3% 

3144-18 
Min 5 kits 

96 ✔ IVD Quantitative 80 min 0.2ng/mL / 96.8% 

AccuDiagTM T4                                                                           

3149-16 96 ✔ IVD Quantitative 80 min 0.5 µg/dl / 96.3% 

3149-18 

Min 5 kits 
96 ✔ IVD Quantitative 80 min 0.5 µg/dl / 96% 

AccuDiagTM TSH                                                                        

3122-16 96 ✔ IVD Quantitative 80 min 0.2 µlU/mL/ 100% 

3122-18 

Min 5 kits 
96 ✔ IVD Quantitative 80 min 0.2 µIU/ml / 97.5% 

AccuDiagTM TSH Ultra-Sensitive                                                                              

3123-16 96 ✔ IVD Quantitative 170 min 0.05 µlU/mL/ 96% 

3123-18 

Min 5 kits 
96 ✔ IVD Quantitative 140 min 0.05 µlU/mL/ 96% 

AccuDiagTM Free T4                                                                            3146-15 96 ✔ IVD Quantitative 105 min 0.314 ng/dL / 97% 

AccuDiagTM Free T3                                                                            3148-15 96 ✔ IVD Quantitative 105 min 0.05pg/mL / 97% 

AccuDiagTM T3 Uptake 
 

3176-15 96 ✔ IVD Quantitative 105 min N/A 

AccuDiagTM Reverse T3 (New)                 3145-38 96 ✔ IVD Quantitative 105 min 0.009 ng/ml/100% 

O thers  

AccuDiagTM ACTH (New) 2044-47 96 N/A Research Quantitative 5 hours 1 pg/ml 

AccuDiagTM C1 Esterase (New) 1925-45 96 N/A Research Quantitative 180 1.875 ng/ml 
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AccuDiagTM Hepcidin 25 (bioactive) 
HS (New) 

1744-6 96 N/A Research Quantitative 110 min See insert  

AccuDiag™ Thyroglubulin Cancer 
(New) 

1421-15 96 CE IVD Quantitative 
See 

insert 
See insert 

 

 

 

 


