
 

Annex III 

 

List of examinations for which accreditation has been terminated 

(Notification Letter No. HOKLAS852P-12; Effective date of termination: 1 November 2024) 
 
HKSH Medical Group Limited – Department of Pathology 

養和醫療集團有限公司 – 病理學部  

1/F, Li Shu Fan Block, Hong Kong Sanatorium & Hospital, 2 Village Road, Happy Valley, Hong Kong 

香港跑馬地山村道二號養和醫院李樹芬院一樓 

NL HOKLAS852P-12, Annex III 

 

 

MEDICAL TESTING  

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

 

Accreditation of the following examinations has been terminated.  

Chemical Pathology Special Chemistry 
  

 

 Stool Fecal Occult blood, automated by    

     Fecal Immunochemical Test (FIT) Methods as documented in  

   Operation manual of OC Sensor Diana C1.3.1.8.225-LAB-  

   MI-D-WI  

   OC Sensor Diana  
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List of examinations for which accreditation has been terminated 

(Notification Letter No. HOKLAS852P-10; Effective date of termination: 3 October 2024) 
 
HKSH Medical Group Limited – Department of Pathology 

養和醫療集團有限公司 – 病理學部  

7/F, Li Shu Fong Building, 5 A Kung Ngam Village Road, Shau Kei Wan, Hong Kong 

香港筲箕灣亞公岩村道五號李樹芳樓七樓 
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MEDICAL TESTING  

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

 

Accreditation of the following examinations has been terminated.  

Chemical Pathology General Chemistry    

  Heparinised plasma Alanine aminotransferase (ALT) by   

    Spectrophotometry Roche cobas 6000 system, ALT assay  

     

  Albumin by   

    Spectrophotometry Roche cobas 6000 system, Albumin assay  

     

  Alkaline phosphatase (ALP) by   

    Spectrophotometry Roche cobas 6000 system, ALP assay  

     

  Amylase by   

    Spectrophotometry Roach cobas 6000 system, Amylase assay  

     

  Aspartate aminotransferase (AST) by   

    Spectrophotometry Roche cobas 6000 system, AST assay  

     

  Bicarbonate by   

    Spectrophotometry Roche cobas 6000 system, Bicarbonate assay  

     

  Bilirubin, conjugated by   

    Spectrophotometry Roche cobas 6000 system, Conjugated bilirubin assay  

     

  Bilirubin, total by   

    Spectrophotometry Roche cobas 6000 system, Total bilirubin assay  

     

  Calcium by   

    Spectrophotometry Roche cobas 6000 system, Calcium assay  

     

  Calcium, albumin corrected by   

    Calculation Roche cobas 6000 system, Calculated from calcium and  

    albumin  

     

  Chloride (Cl) by   

    Indirect ion-selective electrode (ISE) Roche cobas 6000 system, Cl ion-selective electrode  

     

  Cholesterol, total by   

    Spectrophotometry Roche cobas 6000 system, Cholesterol assay  

     

  High density lipoprotein cholesterol (HDL-C) by   

   Spectrophotometry Roche cobas 6000 system, HDL-C assay  
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List of examinations for which accreditation has been terminated 
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HKSH Medical Group Limited – Department of Pathology 

養和醫療集團有限公司 – 病理學部  

7/F, Li Shu Fong Building, 5 A Kung Ngam Village Road, Shau Kei Wan, Hong Kong 
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MEDICAL TESTING 

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

Accreditation of the following examinations has been terminated. 

Chemical Pathology General Chemistry (cont’d)   

(cont’d)  Heparinised plasma (cont’d) Non High density lipoprotein cholesterol by  

  Calculation Roche cobas 6000 system, Calculated from total cholesterol 

    and HDL-C 

    

  Low density lipoprotein cholesterol (LDL-C)  

   by  

  Spectrophotometry Roche cobas 6000 system, LDL-C assay 

    

  Cholesterol, total-to-HDL-C ratio by  

  Calculation Roche cobas 6000 system, Calculated from total cholesterol 

    and HDL-C 

    

  Creatine Kinase (CK) by  

  Spectrophotometry Roche cobas 6000 system, CK assay 

    

  Creatinine by  

  Spectrophotometry Roche cobas 6000 system, Creatinine assay 

    

  Gamma Glutamyl Transferase (GGT) by  

  Spectrophotometry Roche cobas 6000 system, GGT assay 

    

  Globulin by   

  Calculation Roche cobas 6000 system, Calculated from total protein and  

    albumin 

    

  Glucose by  

  Spectrophotometry Roche cobas 6000 system, Glucose assay 

    

  Inorganic phosphate by  

  Spectrophotometry Roche cobas 6000 system, Inorganic phosphate assay 

    

  Iron by  

  Spectrophotometry Roche cobas 6000 system, Iron assay 

    

  Lactate dehydrogenase (LDH) by  

  Spectrophotometry Roche cobas 6000 system, LDH assay 

    

  Magnesium by  

  Spectrophotometry Roche cobas 6000 system, Magnesium assay 
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MEDICAL TESTING 

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

Accreditation of the following examinations has been terminated. 

Chemical Pathology General Chemistry (cont’d)   

(cont’d)  Heparinised plasma (cont’d) Potassium (K) by  

    Indirect ion-selective electrode (ISE) Roche cobas 6000 system, K ion-selective electrode 

    

  Protein, total by  

    Spectrophotometry Roche cobas 6000 system, Total protein assay 

    

  Sodium (Na) by  

    Indirect ion-selective electrode (ISE) Roche cobas 6000 system, Na ion-selective electrode 

    

  Triglycerides by  

    Spectrophotometry Roche cobas 6000 system, Triglycerides assay 

    

  Urea by  

    Spectrophotometry Roche cobas 6000 system, Urea assay 

    

  Uric acid by  

    Spectrophotometry Roche cobas 6000 system, Uric acid assay 
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List of examinations for which accreditation has been terminated 
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HKSH Medical Group Limited – Department of Pathology 
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MEDICAL TESTING 

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

Accreditation of the following examinations has been terminated. 

Haematology Haematology – General   

   EDTA whole blood Complete blood count by  

   automated method, including Sysmex XN-1500  

  - Haematocrit Method as documented in C1.3.1.5.235-LAB-HS-D-WI 

  - Haemoglobin Sysmex XN-550L 

  - Leucocyte count (WBC count) Method as documented in C1.3.1.11.208-LAB-EC-D-WI 

  - Leucocyte differential count  

  - Mean corpuscular haemoglobin (MCH)  

  - Mean corpuscular haemoglobin  

           concentration (MCHC)  

  - Mean corpuscular volume (MCV)  

  - Platelet count  

  - Red cell count  

  - Red cell distribution width (RDW)  

    

    Reticulocyte count, automated Sysmex XN-1500 

    

  Peripheral blood smear examination by  

    Wright-Giemsa stain Method as documented in C1.3.1.5.214-LAB-HS-D-WI 
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HKSH Medical Group Limited – Department of Pathology 
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7/F, Li Shu Fong Building, 5 A Kung Ngam Village Road, Shau Kei Wan, Hong Kong 

香港筲箕灣亞公岩村道五號李樹芳樓七樓 

NL HOKLAS852P-10, Annex III                                                                                                                                      Page 5 of 5 

 

MEDICAL TESTING 

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

Accreditation of the following examinations has been terminated. 

Medical Genetics Molecular Genetics   

 (microbiology)    

 Deep throat saliva,  Detection of Severe Acute Respiratory   

 nasopharyngeal swab and    Syndrome Coronavirus 2 (SARS-CoV-2)   

 throat swab   nucleic acid, qualitative by  

        Real-Time Reverse Transcription  Nucleic acid extraction, amplification and detection as 

        Polymerase Chain Reaction  documented in C1.3.1.11.003-LAB-EC-D-WI 

         (Target region: E and N gene)  
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List of examinations for which accreditation has been terminated 

(Notification Letter No. HOKLAS852P-9; Effective date of termination: 24 July 2024) 
 
HKSH Medical Group Limited – Department of Pathology 

養和醫療集團有限公司 – 病理學部  

1/F, Li Shu Fan Block, Hong Kong Sanatorium & Hospital, 2 Village Road, Happy Valley, Hong Kong 

香港跑馬地山村道二號養和醫院李樹芬院一樓 
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MEDICAL TESTING  

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

 

Accreditation of the following examinations has been terminated.  

Medical Genetics Molecular Genetics    

 (microbiology)     

 Upper and/or lower Detection of Severe Acute Respiratory    

 respiratory tract specimens Syndrome Coronavirus 2 (SARS-CoV-2)    

 (including deep throat   nucleic acid, qualitative by    

   saliva, nasal and throat Real-Time Reverse Transcription    

 

 
  swabs, etc.)     Polymerase Chain Reaction   

      (Target regions: E and N genes) Nucleic acid extraction, amplification and detection as  

    documented in C1.3.1.9.334-LAB-MP-D-WI  
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List of examinations for which accreditation has been terminated 

(Notification Letter No. HOKLAS852P-8; Effective date of termination: 17 May 2024) 
 
HKSH Medical Group Limited – Department of Pathology 

養和醫療集團有限公司 – 病理學部  

1/F, Li Shu Fan Block, Hong Kong Sanatorium & Hospital, 2 Village Road, Happy Valley, Hong Kong 

香港跑馬地山村道二號養和醫院李樹芬院一樓 
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MEDICAL TESTING  

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

 

Accreditation of the following examinations has been terminated.  

Haematology Heamatology – General    

   EDTA whole blood Peripheral blood smear examination by   

  Automated staining method DxH Slidemaker Stainer  
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List of examinations for which accreditation has been terminated 

(Notification Letter No. HOKLAS852P-7; Effective date of termination: 20 November 2023) 
 
HKSH Medical Group Limited – Department of Pathology 

養和醫療集團有限公司 – 病理學部  

1/F, Li Shu Fan Block, Hong Kong Sanatorium & Hospital, 2 Village Road, Happy Valley, Hong Kong 

香港跑馬地山村道二號養和醫院李樹芬院一樓 
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MEDICAL TESTING  

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

 

Accreditation of the following examinations has been terminated.  

Chemical Pathology General Chemistry    

  Heparinised plasma Alanine aminotransferase (ALT) by   

    Spectrophotometry Roche cobas 6000 system, ALT assay  

     

  Albumin by   

    Spectrophotometry Roche cobas 6000 system, Albumin assay  

 

 
    

  Alkaline phosphatase (ALP) by   

    Spectrophotometry Roche cobas 6000 system, ALP assay  

     

  Amylase by   

    Spectrophotometry Roach cobas 6000 system, Amylase assay  

     

  Aspartate aminotransferase (AST) by   

    Spectrophotometry Roche cobas 6000 system, AST assay  

     

  Bicarbonate by   

    Spectrophotometry Roche cobas 6000 system, Bicarbonate assay  

     

  Bilirubin, conjugated by   

    Spectrophotometry Roche cobas 6000 system, Conjugated bilirubin assay  

     

  Bilirubin, total by   

    Spectrophotometry Roche cobas 6000 system, Total bilirubin assay  

     

  Calcium by   

    Spectrophotometry Roche cobas 6000 system, Calcium assay  

     

  Calcium, albumin corrected by   

    Calculation Roche cobas 6000 system, Calculated from calcium and  

    albumin  

     

  Chloride (Cl) by   

    Indirect ion-selective electrode (ISE) Roche cobas 6000 system, Cl ion-selective electrode  

     

  Cholesterol, total by   

    Spectrophotometry Roche cobas 6000 system, Cholesterol assay  
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(Notification Letter No. HOKLAS852P-7; Effective date of termination: 20 November 2023) 
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MEDICAL TESTING  

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

 

Accreditation of the following examinations has been terminated.  

Chemical Pathology General Chemistry (cont’d)    

(cont’d) Heparinised plasma (cont’d) High density lipoprotein cholesterol (HDL-C)   

   by   

     Spectrophotometry Roche cobas 6000 system, HDL-C assay  

     

  Non High density lipoprotein cholesterol by   

     Calculation Roche cobas 6000 system, Calculated from total 
cholesterol 

 

    and HDL-C  

     

  Low density lipoprotein cholesterol (LDL-C)   

   by   

    Spectrophotometry Roche cobas 6000 system, LDL-C assay  

     

  Cholesterol, total-to-HDL-C ratio by   

    Calculation Roche cobas 6000 system, Calculated from total 
cholesterol 

 

    and HDL-C  

     

  Creatine Kinase (CK) by   

    Spectrophotometry Roche cobas 6000 system, CK assay  

     

  Creatine Kinase MB isoenzyme (CKMB) by   

    Immunoassay (Chemiluminescent label) Roche cobas 6000 system, CKMB assay  

     

  Creatinine by   

    Spectrophotometry Roche cobas 6000 system, Creatinine assay  

     

  Gamma Glutamyl Transferase (GGT) by   

    Spectrophotometry Roche cobas 6000 system, GGT assay  

     

  Globulin by    

    Calculation Roche cobas 6000 system, Calculated from total protein 

and  
 

    albumin  

     

  Glucose by   

    Spectrophotometry Roche cobas 6000 system, Glucose assay  
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MEDICAL TESTING  

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

 

Accreditation of the following examinations has been terminated.  

Chemical Pathology General Chemistry (cont’d)    

(cont’d)   Heparinised plasma Inorganic phosphate by   

 (cont’d)   Spectrophotometry Roche cobas 6000 system, Inorganic phosphate assay  

     

  Iron by   

    Spectrophotometry Roche cobas 6000 system, Iron assay  

     

  Lactate dehydrogenase (LDH) by   

    Spectrophotometry Roche cobas 6000 system, LDH assay  

     

  Magnesium by   

    Spectrophotometry Roche cobas 6000 system, Magnesium assay  

     

  Potassium (K) by   

    Indirect ion-selective electrode (ISE) Roche cobas 6000 system, K ion-selective electrode  

     

  Protein, total by   

    Spectrophotometry Roche cobas 6000 system, Total protein assay  

     

  Sodium (Na) by   

    Indirect ion-selective electrode (ISE) Roche cobas 6000 system, Na ion-selective electrode  

     

  Triglycerides by   

    Spectrophotometry Roche cobas 6000 system, Triglycerides assay  

     

  Urea by   

    Spectrophotometry Roche cobas 6000 system, Urea assay  

     

  Uric acid by   

    Spectrophotometry Roche cobas 6000 system, Uric acid assay  
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List of examinations for which accreditation has been terminated 
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HKSH Medical Group Limited – Department of Pathology 
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MEDICAL TESTING  

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

 

Accreditation of the following examinations has been terminated.  

Chemical Pathology Hormones    

(cont’d)   Heparinised plasma Estradiol (E2) by   

    Immunoassay (Chemiluminescent label) Roche cobas 6000 system, E2 assay  

     

  Follicle stimulating hormone (FSH) by   

    Immunoassay (Chemiluminescent label) Roche cobas 6000 system, FSH assay  

     

  Lutinizing hormone (LH) by   

    Immunoassay (Chemiluminescent label) Roche cobas 6000 system, LH assay  

     

   EDTA plasma Parathyroid hormone (PTH) by   

    Immunoassay (Chemiluminescent label) Roche cobas 6000 system, PTH assay  

     

   Heparinised plasma Progesterone by   

    Immunoassay (Chemiluminescent label) Roche cobas 6000 system, Progesterone assay  

     

  Prolactin by    

    Immunoassay (Chemiluminescent label) Roche cobas 6000 system, Prolactin assay  

     

  Thyroid stimulating hormone (TSH) by   

    Immunoassay (Chemiluminescent label) Roche cobas 6000 system, TSH assay  

     

  Thyroxine, free (FT4) by   

    Immunoassay (Chemiluminescent label) Roche cobas 6000 system, FT4 assay  

     

  Triiodothyronine, free (FT3) by   

    Immunoassay (Chemiluminescent label) Roche cobas 6000 system, FT3 assay  

     

 Tumour Markers    

   Heparinised plasma Alpha-fetoprotein (AFP) by   

    Immunoassay (Chemiluminescent label) Roche cobas 6000 system, AFP assay  
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List of examinations for which accreditation has been terminated 

(Notification Letter No. HOKLAS852P-7; Effective date of termination: 27 February 2024) 
 
HKSH Medical Group Limited – Department of Pathology 

養和醫療集團有限公司 – 病理學部  

1/F, Li Shu Fan Block, Hong Kong Sanatorium & Hospital, 2 Village Road, Happy Valley, Hong Kong 
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MEDICAL TESTING  

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

 

Accreditation of the following examinations has been terminated.  

Clinical  Bacteriology - Serology    

Microbiology and Serum    

Infection  Mycoplasma pneumonia antibody (IgM) by   

      Enzyme-linked immunosorbent assay Euroimmun analyser I  

        (ELISA) Anti-Mycoplasma pneumoniae ELISA (IgM)  

   Method as documented in C1.3.1.7.225-LAB-IM-D-WI  
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List of examinations for which accreditation has been terminated 

(Notification Letter No. HOKLAS852P-6; Effective date of termination: 1 January 2024) 
 
HKSH Medical Group Limited – Department of Pathology 

養和醫療集團有限公司 – 病理學部  

1/F, Li Shu Fan Block, Hong Kong Sanatorium & Hospital, 2 Village Road, Happy Valley, Hong Kong 

香港跑馬地山村道二號養和醫院李樹芬院一樓 

NL HOKLAS852P-6, Annex II                                                                                                                                       Page 1 of 1 

MEDICAL TESTING  

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

 

Accreditation of the following examinations has been terminated.  

Medical Genetics Molecular Genetics    

 (microbiology)     

 Upper and/or lower Detection of Severe Acute Respiratory    

 respiratory tract specimens Syndrome Coronavirus 2 (SARS-CoV-2)    

 (including deep throat   nucleic acid, qualitative by    

   saliva, nasal and throat Real-Time Reverse Transcription    

 

 
  swabs, etc.)     Polymerase Chain Reaction   

  (Target regions: ORF1ab and S gene) Nucleic acid extraction, amplification and detection as   

    documented in C1.3.1.9.335-LAB-MP-D-WI-V01  

     

      (Target region: E gene) Nucleic acid extraction, amplification and detection as   

      documented in C1.3.1.9.336-LAB-MP-D-WI-V01  
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List of examinations for which accreditation has been terminated 

(Notification Letter No. HOKLAS852P-5; Effective date of termination: 8 December 2023) 
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MEDICAL TESTING  

DISCIPLINE 

專科範疇 

   

TEST AREA 

OR SAMPLE TYPE  

測試範圍或樣本種類 

SPECIFIC EXAMINATION OR 

PROPERTY MEASURED 

特定測試或量度的特性 

METHOD  

OR TECHNIQUE USED 

方法或應用技術 

 

Accreditation of the following examinations has been terminated.  

Clinical  Virology – Serology    

Microbiology and   Serum Hepatitis B virus surface antigen   

Infection   (HBsAg), quantitative by   

  Immunoassay (chemiluminescent label) Abbott Alinity i system  

    HBsAg quantitative assay  

      

  Severe Acute Respiratory Syndrome    

   Coronavirus 2 (SARS-CoV-2) antibody (IgM),   

  by   

  Immunoassay (chemiluminescent label) Abbott Alinity i System  

    SARS-CoV-2 IgM assay  

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

 

 


