Annex |11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS819S-51; Effective date of termination: 12 December 2021)

Quiality Healthcare Medical Services Limited - Alpha Medical Diagnostic Centre

5§ OREF R IRAEG LD P

- FEPES

Room 3805B-8 & 3815, 38/F, Skyline Tower, 39 Wang Kwong Road, Kowloon Bay Kowloon
1 764 482 kg 395.2 % F 338 4 3805B-8 2 3815 %

MEDICAL TESTING

DISCIPLINE
LR EE

TEST AREA
OR SAMPLE TYPE
RS BN SNy

SPECIFIC EXAMINATION OR

PROPERTY MEASURED
FrRRGF S B R i

METHOD
OR TECHNIQUE USED
SRR R B

Accreditation of the following examinations has been terminated.

Chemical Pathology

General Chemistry
Fluoride plasma

Serum

Glucose by
Spectrophotometry

Alanine Aminotransferase (ALT) by
Spectrophotometry

Albumin by
Spectrophotometry

Albumin/Globulin (A/G) Ratio by
Calculation

Alkaline Phosphatase (ALP) by
Spectrophotometry

Amylase by
Spectrophotometry

Aspartate Aminotransferase (AST) by
Spectrophotometry

Bilirubin, Direct by
Spectrophotometry

Bilirubin, Indirect by
Calculation

Abbott Architect c8000 system
Glucose assay

Abbott Architect c8000 system
ALT assay

Abbott Architect c8000 system
Albumin BCG assay

Abbott Architect c8000 system
Calculated from Protein Total and Albumin as documented
in ¢8000 method manual

Abbott Architect c8000 system
ALP assay

Abbott Architect c8000 system
AMY assay

Abbott Architect c8000 system
AST assay

Abbott Architect c8000 system
Direct Bilirubin assay

Abbott Architect c8000 system
Calculated from Bilirubin Total and Bilirubin Direct as
documented in ¢c8000 method manual
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Room 3805B-8 & 3815, 38/F, Skyline Tower, 39 Wang Kwong Road, Kowloon Bay Kowloon
1 764 482 kg 395.2 % F 338 4 3805B-8 2 3815 %

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
5 gk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIFE ] 2 R A RN PR B R e RRERY -

Accreditation of the following examinations has been terminated.

Chemical Pathology
(cont’d)

General Chemistry (cont’d)
Serum (cont’d)

Bilirubin, Total by
Spectrophotometry

Calcium by
Spectrophotometry

Chloride by
Potentiometry (lon Selective Electrode)

Cholesterol, high density lipoproteins (HDL)

by
Spectrophotometry

Cholesterol, low density lipoproteins (LDL)
by
Spectrophotometry

Cholesterol, low density lipoproteins (LDL)

by
Calculation

Cholesterol, very low density lipoproteins
(VLDL) by
Calculation

Cholesterol, Total by
Spectrophotometry

Cholesterol, Total/ HDL Cholesterol Ratio by
Calculation

Abbott Architect c8000 system
Total Bilirubin assay

Abbott Architect c8000 system
Calcium assay

Abbott Architect c8000 system
ICT Na*, K*, CI" assay

Abbott Architect c8000 system
AHDL assay

Abbott Architect c8000 system
Direct LDL assay

Abbott Architect c8000 system
Calculated by Friedwald Formula as documented in c8000
method manual

Abbott Architect c8000 system
Calculated by Friedwald Formula as documented in c8000
method manual

Abbott Architect c8000 system
Cholesterol assay

Abbott Architect c8000 system
Calculated from Cholesterol Total and HDL as documented

in ¢8000 method manual
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Accreditation of the following examinations has been terminated.

Chemical Pathology |General Chemistry (cont’d)
(cont’d) Serum (cont’d) Creatinine by
Spectrophotometry Abbott Architect c8000 system
Creatinine assay

Creatine Kinase (CK) by
Spectrophotometry Abbott Architect c8000 system

Creatine Kinase assay

Gamma Glutamyltransferase (GGT) by

Spectrophotometry Abbott Architect c8000 system
GGT assay
Globulin by
Calculation Abbott Architect c8000 system

Calculated from Protein Total and Albumin as documented
in ¢8000 method manual

Iron by
Spectrophotometry Abbott Architect c8000 system
Iron assay

Iron Saturation by
Calculation Abbott Architect c8000 system

Calculated from Iron and TIBC as documented in c8000

method manual

Lactate Dehydrogenase (LDH) by
Spectrophotometry Abbott Architect c8000 system
LDH assay

Magnesium by
Spectrophotometry Abbott Architect c8000 system
Magnesium assay

Oral glucose tolerance test by
Spectrophotometry Abbott Architect c8000 system
Glucose assay

Phosphate by
Spectrophotometry Abbott Architect c8000 system
Phosphorus assay

NL HOKLAS819S-51 Annex 11 Page 3 of 13



Annex 11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS819S-51; Effective date of termination: 12 December 2021)

Quiality Healthcare Medical Services Limited - Alpha Medical Diagnostic Centre

5§ OREF R IRAEG LD P

— E’E‘_A'F'{‘f

EEA A

Room 3805B-8 & 3815, 38/F, Skyline Tower, 39 Wang Kwong Road, Kowloon Bay Kowloon
1 764 482 kg 395.2 % F 338 4 3805B-8 2 3815 %

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
5 gk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIFE ] 2 R A RN PR B R e RRERY -

Accreditation of the following examinations has been terminated.

Chemical Pathology
(cont’d)

General Chemistry (cont’d)
Serum (cont’d)

Urine (spot)

Potassium by
Potentiometry (lon Selective Electrode)

Protein, Total by
Spectrophotometry

Sodium by
Potentiometry (lon Selective Electrode)

Total Iron Binding Capacity (TIBC) by
Spectrophotometry

Triglycerides by
Spectrophotometry

Unsaturated Iron Binding Capacity (UIBC) by
Spectrophotometry

Urate by
Spectrophotometry

Urea by
Spectrophotometry

Creatinine by
Spectrophotometry

Glucose by
Spectrophotometry

Abbott Architect c8000 system
ICT Na*, K*, CI" assay

Abbott Architect c8000 system
Total Protein assay

Abbott Architect c8000 system
ICT Na*, K*, CI" assay

Abbott Architect c8000 system
Calculated from Iron and UIBC as documented in c8000
method manual

Abbott Architect c8000 system
Triglyceride assay

Abbott Architect c8000 system
UIBC

Abbott Architect c8000 system
Uric Acid assay

Abbott Architect c8000 system
Urea assay

Abbott Architect c8000 system
Creatinine assay

Abbott Architect c8000 system
Glucose assay
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(Notification Letter No. HOKLAS819S-51; Effective date of termination: 12 December 2021)

Quiality Healthcare Medical Services Limited - Alpha Medical Diagnostic Centre
RREFRIRIEF AT - R FFLEY <

Room 3805B-8 & 3815, 38/F, Skyline Tower, 39 Wang Kwong Road, Kowloon Bay Kowloon
1 764 482 kg 395.2 % F 338 4 3805B-8 2 3815 %

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
5 gk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIFE ] 2 R A RN FrE PR AR RRERY R

Accreditation of the following examinations has been terminated.

Chemical Pathology |General Chemistry (cont’d)
(cont’d) Urine (spot) (cont’d) Microalbumin by
Immunoturbidity IAbbott Architect c8000 system
Microalbumin assay

Microalbumin/ Creatinine Ratio by
Calculation Abbott Architect c8000 system

Calculated from urine Microalbumin and urine Creatinine as

documented in c8000 method manual

Protein by
Spectrophotometry Abbott Architect c8000 system
Urine/CSF Protein assay

Protein/ Creatinine Ratio by
Calculation Abbott Architect c8000 system

Calculated from urine Protein and urine Creatinine as

documented in ¢8000 method manual

24-hour urine Calcium, 24-hour by
Spectrophotometry Abbott Architect c8000 system
Calcium assay

Chloride, 24-hour by
Potentiometry Abbott Architect c8000 system
ICT Na*, K*, CI" assay

Creatinine, 24-hour by
Potentiometry Abbott Architect c8000 system
Creatinine assay

Creatinine Clearance, 24-hour by
Calculation Abbott Architect c8000 system

Calculated from serum/urine Creatinine as documented in

¢8000 method manual

Glucose, 24-hour by
Spectrophotometry Abbott Architect c8000 system
Glucose assay

Magnesium, 24-hour by
Spectrophotometry Abbott Architect c8000 system

Magnesium assay
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Accreditation of the following examinations has b

een terminated.

Chemical Pathology
(cont’d)

General Chemistry (cont’d)
24-hour urine (cont’d)

Microalbumin, 24-hour by

Immunoturbidity

Phosphate, 24-hour by
Spectrophotometry

Potassium, 24-hour by
Potentiometry

Protein, 24-hour by
Spectrophotometry

Sodium, 24-hour by
Potentiometry

Urate, 24-hour by
Spectrophotometry

Urea, 24-hour by
Spectrophotometry

Abbott Architect c8000 system
Microalbumin assay

Abbott Architect c8000 system
Phosphorus assay

Abbott Architect c8000 system
ICT Na*, K*, CI" assay

Abbott Architect c8000 system
Urine/CSF Protein assay

Abbott Architect c8000 system
ICT Na*, K*, CI" assay

Abbott Architect c8000 system
Uric Acid assay

Abbott Architect c8000 system
Urea assay
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Accreditation of the following examinations has b

een terminated.

Chemical Pathology
(cont’d)

Hormones
Serum

Beta Human Chorionic Gonadotrophin
(B- hCG) by
Immunoassay (Chemiluminescent label)

Cortisol by
Immunoassay (Chemiluminescent label)

Estradiol (E2) by
Immunoassay (Chemiluminescent label)

Free Tyroxine Index by
Calculation

Follicular Stimulating Hormone (FSH) by
Immunoassay (Chemiluminescent label)

Luteinizing Hormone (LH) by
Immunoassay (Chemiluminescent label)

Progesterone by
Immunoassay (Chemiluminescent label)

Prolactin by
Immunoassay (Chemiluminescent label)

Testosterone by
Immunoassay (Chemiluminescent label)

Thyroid Stimulating Hormone (TSH) by
Immunoassay (Chemiluminescent label)

Abbott Architect i2000SR System
Total B-HCG assay

Abbott Architect i2000SR System
Cortisol assay

Abbott Architect i2000SR System
E2 assay

Abbott Architect i2000SR System

i2000 method manual

Abbott Architect i2000SR System
FSH assay

Abbott Architect i2000SR System
LH assay

Abbott Architect i2000SR System
Progesterone assay

Abbott Architect i2000SR System
Prolaction assay

Abbott Architect i2000SR System
Testosterone assay

Abbott Architect i2000SR System
TSH assay

Calculated from Total T4 and T Uptake as documented in
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Accreditation of the following examinations has b

een terminated.

Chemical Pathology [Hormones (cont’d)
(cont’d) Serum (cont’d)

Thyroxine (T4), Free by
Immunoassay (Chemiluminescent label)

Thyroxine (T4), Total by
Immunoassay (Chemiluminescent label)

Triiodothyronine (T3), Free by
Immunoassay (Chemiluminescent label)

Triiodothyronine (T3), Total by
Immunoassay (Chemiluminescent label)

Triiodothyronine (T3) Uptake by
Immunoassay (Chemiluminescent label)

Abbott Architect i2000SR System
Free T4 assay

Abbott Architect i2000SR System
Total T4 assay

Abbott Architect i2000SR System
Free T3 assay

Abbott Architect i2000SR System
Total 3 assay

Abbott Architect i2000SR System
T-Uptake assay
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Accreditation of the following examinations has b

een terminated.

Chemical Pathology
(cont’d)

Proteins, quantitative
analysis
Serum

Special Chemistry
Serum

EDTA whole blood

Serum

C-Reactive Protein (CRP) by
Immunoturbidimetry

C-Reactive Protein (CRP), high sensitive by
Immunoturbidimetry

25 (Hydroxy) Vitamin D by
Immunoassay (Chemiluminescent label)

Anti-Cyclic Citrullinate Peptide (CCP) by
Immunoassay (Chemiluminescent label)

Dehydroepiandrosterone sulfate (DHEA-S)

Immunoassay (Chemiluminescent label)

Ferritin by
Immunoassay (Chemiluminescent label)

Folate by
Immunoassay (Chemiluminescent label)

Haemoglobin A1C (HbAlc) by
lon Exchange High Performance Liquid
Chromatography (HPLC)

Homocysteine (HCY) by

Immunoassay (Chemiluminescent label)

Vitamin B12 by
Immunoassay (Chemiluminescent label)

Abbott Architect c8000 system
CRP Vario (High Sensitivity Method)

Abbott Architect c8000 system
CRP Vario (High Sensitivity Method)

Abbott Architect i2000SR System
25(0OH) Vitamin D assay

Abbott Architect i2000SR System
Anti-CCP assay

Abbott Architect i2000SR System
DHEA-S assay

Abbott Architect i2000SR System
Ferritin assay

Abbott Architect i2000SR System
Folate assay

Bio-Rad D-10 Dual Program Pack

Abbott Architect i2000SR System
Homocysteine assay

Abbott Architect i2000SR System
Vitamin B12 assay
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Accreditation of the following examinations has been terminated.

Chemical Pathology |Tumour markers
(cont’d) Serum Alpha-Feto Protein (AFP) by
Immunoassay (Chemiluminescent label)  |Abbott Architect i2000SR System
AFP assay

Beta HCG, Total (BhCG) by
Immunoassay (Chemiluminescent label)  |Abbott Architect i2000SR System
Total B-HCG assay

CA125 by
Immunoassay (Chemiluminescent label)  |Abbott Architect i2000SR System
CA-125 Il assay

CA15.3 by
Immunoassay (Chemiluminescent label)  |Abbott Architect i2000SR System
CA 15-3 assay

CA19.9 by
Immunoassay (Chemiluminescent label)  |Abbott Architect i2000SR System
CA 19-9 assay

Carcinoembryonic antigen (CEA) by
Immunoassay (Chemiluminescent label)  |Abbott Architect i2000SR System
CEA assay
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Accreditation of the following examinations has been terminated.

Chemical Pathology [Tumour markers (cont’d)

(cont’d) Serum (cont’d) Human Epididymis Protein 4 (HE4) by
Immunoassay (Chemiluminescent label) Abbott Architect i2000SR System
HE4 assay
Prostate Specific Antigen, Free by
Immunoassay (Chemiluminescent label) Abbott Architect i2000SR System
Free PSA assay
Prostate Specific Antigen, Total by
Immunoassay (Chemiluminescent label) Abbott Architect i2000SR System

Total PSA assay

Prostate Specific Antigen, Free/Total ratio by
Calculation Abbott Architect i2000SR System

Calculated from Free PSA and Total PSA as

documented in i2000 method manual

Risk of Ovarian Malignancy Algorithm (ROMA) by
Calculation Abbott Architect i2000SR System

Calculated from CA125 and HE4 as documented

in i2000 method manual

Prostate Specific Antigen, Free (PSA) by
Immunoassay (Chemiluminescent label) Abbott Architect i2000 System
Free PSA assay

Prostate Specific Antigen, Total (PSA) by
Immunoassay (Chemiluminescent label) Abbott Architect i2000 System
Total PSA assay

Prostate Specific Antigen, Free/Total ratio by
Calculation Abbott Architect i2000 System

Calculated from Free PSA and Total PSA as

documented in GLM-Q
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Accreditation of the following examinations has been terminated.
Clinical Virology - Serology

Microbiology and
Infection (cont’d)

Serum

Hepatitis A virus antibody IgG by
Immunoassay (Chemiluminescent label)

Hepatitis B virus core antibody (Anti-HBc) by
Immunoassay (Chemiluminescent label)

Hepatitis B virus e-antibody (Anti-HBe) by
Immunoassay (Chemiluminescent label)

Hepatitis B virus surface antibody (Anti-HBs)

by
Immunoassay (Chemiluminescent label)

Hepatitis B virus surface antigen (HBsAg) by
Immunoassay (Chemiluminescent label)

Hepatitis B virus e-antigen (HBeAg) by
Immunoassay (Chemiluminescent label)

Hepatitis C virus antibody (HCV) by
Immunoassay (Chemiluminescent label)

Human immunodeficiency virus (HIV) | p24
antigen/HIV | and Il antibody by
Immunoassay (Chemiluminescent label)

Rubella virus antibody, 1gG by
Immunoassay (Chemiluminescent label)

Treponema pallidum Antibody by
Immunoassay (Chemiluminescent label)

Abbott Architect i2000 System
HAVAD-1gG assay

Abbott Architect i2000 System
Anti-HBc assay

Abbott Architect i2000 System
Anti-HBe V.2.0 assay

Abbott Architect i2000 System
Anti-HBs assay

Abbott Architect i2000 System
HBSsAg assay

Abbott Architect i2000SR System
HBeAg assay

Abbott Architect i2000SR System
Anti-HCV assay

Abbott Architect i2000 System
HIV Ag/Ab Combo assay

Abbott Architect i20000System
Rubella G assay

Abbott Architect i2000SR System
Syphilis TP assay
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Accreditation of the following examinations has been terminated.
Immunology Autoantibody detection
Serum Anti-Thyroglobulin (Anti-Tg) by
Immunoassay (Chemiluminescent label) Abbott Architect i2000SR System

Anti-Tg assay

Anti-Thyroid Peroxidase (Anti-TPO) by
Immunoassay (Chemiluminescent label) Abbott Architect i2000SR System
Anti-TPO assay

Rheumatoid Arthritis Factor (RA Factor) by

Immunoturbidimetry Abbott Architect c8000 system
RF assay
Immunochemistry
Serum C3 Complement by
Turbidometric end point method Abbott Architect c8000 system
C3 assay

C4 Complement by

Turbidometric end point method Abbott Architect c8000 system
C4 assay
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