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This laboratory is accredited for performing the examinations and for providing clinical

interpretation of the examinations listed below.

Chemical Pathology (General Chemistry
Serum

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 (DBIL) by
Spectrophotometry

Bilirubin, Total (TBIL) by
Spectrophotometry

Bilirubin, Indirect by
Calculation
Calcium by

Spectrophotometry

Calcium (albumin adjusted) by
Calculation

Chloride by
Potentiometry

Roche Cobas c702 system (ALTL) assay

Roche Cobas c702 system (ALB2) assay

Calculated from Albumin and Globulin as documented
in 7.3.6-B-c01-ALB

Roche Cobas ¢502 system (ALP2L) assay

Roche Cobas c502 system (AMYL2) assay

Roche Cobas c702 system (ASTL) assay

Roche Cobas c702 system (BILD2) assay

Roche Cobas c702 system (BILT3) assay

Calculated from Bilirubin, Total and Bilirubin, Direct as
documented in 7.3.6-B-c04-BIL-Dir

Roche Cobas ¢502 system (CAZ2) assay

Calculated from Albumin and Calcium as
documented in 7.3.6-C-c03-CA

Roche Cobas ISE system (CI) assay
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This laboratory is accredited for performing the examinations and for providing clinical

interpretation of the examinations listed below.

Chemical Pathology
(cont’d)

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

Cholesterol by
Spectrophotometry

Cholesterol/HDL Ratio by
Calculation

Cholesterol - low-density lipoprotein (LDL),
Direct by
Spectrophotometry

Cholesterol - low-density lipoprotein (LDL)

by
Calculation

Cholesterol - high density lipoprotein (HDL)

by
Spectrophotometry

Creatine Kinase (CK) by
Spectrophotometry

Creatinine (CREA) by
Spectrophotometry

Estimated Glomerular Filtration Rate (eGFR)

by
Calculation

Gamma-Glutamyl Transferase (GGT) by
Spectrophotometry

Globulin by
Calculation

Roche Cobas c702 system (CHO2I) assay

Calculated from Cholesterol and HDL as
documented in 7.3.6-B-c08-Chol-HDL

Roche Cobas c702 system (LDL_C) assay

Calculated from Cholesterol, HDL and Triglyceride as
documented in 7.3.6-B-c09-Chol-LDL

Roche Cobas c702 system (HDLC3) assay

Roche Cobas ¢502 system (CK) assay

Roche Cobas ¢502 system (CREJ2) assay

Calculated from Creatinine as documented in
7.3.6-C-c05-CREA

Roche Cobas ¢502 system (GGT-2) assay

Calculated from Protein, Total and Albumin as

documented in 7.3.6-B-c01-ALB




MILAS 555 S

MED

KingMed Diagnostics (Hong Kong) Limited
ERR(RE)F LA
15/F, Rykadan Capital Tower, 135 Hoi Bun Road, Kwun Tong, Kowloon
LATEES Y IB T ATACET#

Scope of Accreditation
Registration No. HOKLAS 822S
Page 4 of 17

Issue Date: 19 March 2025

Ref: HOKLAS822S-37

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIGE AP B 2 A AR F AR R S 2k A

This laboratory is accredited for performing the examinations and for providing clinical interpretation of the examinations listed below.

Chemical Pathology
(cont’d)

General Chemistry
(cont’d)

Fluoride Plasma

Serum

Fluoride Plasma

Serum

Glucose by
Spectrophotometry

Iron by
Spectrophotometry

Lactate Dehydrogenase (LDH) by

Spectrophotometry

Magnesium by
Spectrophotometry

Oral Glucose Tolerance Test (OGTT) by

Spectrophotometry
Phosphate by
Spectrophotometry

Potassium by
Potentiometry

Protein, Total by
Spectrophotometry

Sodium by
Potentiometry

Roche Cobas c702 system (GLUC3) assay

Roche Cobas c502 system (IRON2) assay

Roche Cobas ¢502 system (LDHI2) assay

Roche Cobas ¢502 system (MG2) assay

Roche Cobas c702 System (GLU3) assay
Method as documented in 7.3.6-B-c11-GLU

Roche Cobas ¢502 system (PHOS?2) assay

Roche Cobas ISE system (K) assay

Roche Cobas c702 system (TP2) assay

Roche Cobas ISE system (Na) assay
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This laboratory is accredited for performing the examinations and for providing clinical interpretation of the examinations listed below.

Chemical Pathology
(cont’d)

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

Urine

Total iron-binding capacity (TIBC) by
Calculation

Triglyceride (TRIG) by
Spectrophotometry

Unsaturated iron-binding capacity (UIBC) by
Spectrophotometry

Urate by
Spectrophotometry

Urea by
Spectrophotometry

Calcium by
Spectrophotometry

Creatinine (CREA) by
Spectrophotometry

Creatinine Clearance by
Calculation
Chloride by

Potentiometry

Microalbumin (MA) by
Rate nephelometry

Microalbumin / Creatinine Ratio by
Calculation
Phosphate by

Spectrophotometry

Potassium by
Potentiometry

Calculated from Iron and UIBC as documented in
7.3.6-C-c24-UIBC-TIBC

Roche Cobas c702 system (TRIGL) assay

Roche Cobas ¢502 system (UIBC) assay

Roche Cobas c702 system (UA2) assay

Roche Cobas c702 system (UREAL) assay

Roche Cobas ¢502 system (CA2) assay

Roche Cobas ¢502 system (CRJ2U) assay

Calculated from Creatinine as documented in
7.3.6-C-c05-CREA

Roche Cobas ISE system (Cl) assay

Roche Cobas c502 system (ALBU?2) assay

Calculated from Microalbumin and Creatinine as
documented in 7.3.6-C-c22-MA

Roche Cobas ¢502 system (PHO2U) assay

Roche Cobas ISE system (K) assay
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This laboratory is accredited for performing the examinations and for providing clinical interpretation of the examinations listed below.

Chemical Pathology
(cont’d)

General Chemistry
(cont’d)
Urine (cont’d)

Hormones
Serum

Protein by
Turbidimetry

Protein / Creatinine Ratio by
Calculation

Sodium by
Potentiometry

Urate by
Spectrophotometry

Urea by
Spectrophotometry

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

Cortisol by
Immunoassay (Chemiluminescent label)

Beta-Human Chorionic Gonadotropin
(B -HCG), Quantitative by
Immunoassay (Chemiluminescent label)

Estradiol (E2) by
Immunoassay (Chemiluminescent label)

Free Thyroxine Index (FTI) by
Calculation
Follicle Stimulating Hormone (FSH) by

Immunoassay (Chemiluminescent label)

Luteinizing Hormone (LH) by
Immunoassay (Chemiluminescent label)

Roche Cobas ¢502 system (TPU3) assay

Calculated from Protein and Creatinine as
documented in 7.3.6-C-c12-UPRO

Roche Cobas ISE system (Na) assay

Roche Cobas c702 system (UA2-U) assay

Roche Cobas c702 system (UREL-U) system

Roche Cobas €602 system (Vitamin D total) assay

Roche Cobas €602 system (Cortisol 1) assay

Roche Cobas €602 system (BHCG) assay

Roche Cobas €602 system (E2) assay

Calculated from T Uptake and T4 as documented in
7.3.6-D-i15-TUPT

Roche Cobas €602 system (FSH) assay

Roche Cobas €602 system (LH) assay
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This laboratory is accredited for performing the examinations and for providing clinical interpretation of the examinations listed below.

Hormones (cont’d)
Serum (cont’d)

Chemical Pathology
(cont’d)

Protein, quantitative
analysis
Serum

Progesterone by
Immunoassay (Chemiluminescent label)

Prolactin by
Immunoassay (Chemiluminescent label)

Testosterone by
Immunoassay (Chemiluminescent label)

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

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

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

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

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

T-Uptake by
Immunoassay (Chemiluminescent label)

C-Reactive Protein (CRP) by
Spectrophotometry

C-Reactive Protein (CRP), high sensitivity by
Spectrophotometry

N-terminal pro b-type natriuretic peptide
(NT-proBNP) by
Immunoassay (Chemiluminescent label)

Roche Cobas €602 system (PROG) assay

Roche Cobas €602 system (PRL) assay

Roche Cobas €602 system (TESTO) assay

Roche Cobas €602 system (TSH) assay

Roche Cobas €602 system (FT4 I1) assay

Roche Cobas €602 system (T4) assay

Roche Cobas €602 system (FT3 Il1) assay

Roche Cobas €602 system (T3) assay

Roche Cobas €602 system (T-uptake) assay

Roche Cobas ¢702 system (CRPL3) assay

Roche Cobas c502 system (CRPHS) assay

Roche Cobas €602 system (NT-proBNP) assay
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This laboratory is accredited for performing the examinations and for providing clinical interpretation of the examinations listed below.

Chemical Pathology [Special Chemistry
(cont’d) Serum

Stool

Special Lipid
Serum

Tumour Markers
Serum

Ferritin by
Immunoassay (Chemiluminescent label)

Folic Acid by
Immunoassay (Chemiluminescent label)

Vitamin B12 by
Immunoassay (Chemiluminescent label)

Faecal haemoglobin (Occult Blood) by
Latex agglutination

Apolipoprotein A-1 by
Spectrophotometry

Apolipoprotein B by
Spectrophotometry

Apolipoprotein B/Al Ratio by
Calculation

Alpha-fetoprotein (AFP) by
Immunoassay (Chemiluminescent label)

CA15-3 by
Immunoassay (Chemiluminescent label)

CA19-9 by
Immunoassay (Chemiluminescent label)

CA 125 by
Immunoassay (Chemiluminescent label)

Carcinoembryonic Antigen (CEA) by
Immunoassay (Chemiluminescent label)

Roche Cobas €602 system (Ferritin) assay

Roche Cobas €602 system (Folate 111) assay

Roche Cobas €602 system (Vitamin B12 I1) assay

HM-JACKarc Auto-Nephelometer

Roche Cobas c502 system (APOAT) assay

Roche Cobas c502 system (APOBT) assay

Calculated from Apolipoprotein A-1 and Apolipoprotein B

as documented in 7.3.6-C-c16-APB

Roche Cobas €602 system (AFP) assay

Roche Cobas €602 system (CA 15-3 Il) assay

Roche Cobas €602 system (CA 19-9) assay

Roche Cobas €602 system (CA 125 II) assay

Roche Cobas €602 system (CEA) assay
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This laboratory is accredited for performing the examinations and for providing clinical interpretation of the examinations listed below.

Chemical Pathology
(cont’d)

Tumour Markers (cont’d)
Serum (cont’d)

Prostate Specific Antigen, Free (Free PSA) by
Immunoassay (Chemiluminescent label)

Prostate Specific Antigen, Total (Total PSA)
Immunoassay (Chemiluminescent label)

Prostate Specific Antigen, Free / Total ratio by

Calculation

Thyroglobulin (Tg) by
Immunoassay (Chemiluminescent label)

Roche Cobas €602 system (Free PSA) assay

Roche Cobas €602 system (Total PSA) assay

Calculated from Free PSA and Total PSA as documented in
7.3.6-D-i08-FPSA

Roche Cobas €602 system (Thyroglobulin) assay
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This laboratory is accredited for performing the examinations and for providing clinical interpretation of the examinations listed below.
Immunology Autoantibodies
Serum Anti-Thyroglobulin (Anti-Tg) by

Immunoassay (Chemiluminescent label) Roche Cobas €602 system (Anti-Tg) assay

Anti-Thyroid Peroxidase (Anti-TPO) by
Immunoassay (Chemiluminescent label) Roche Cobase602 system (Anti-TPO) assay

Rheumatoid Factor (RF) by

Spectrophotometry Roche Cobas ¢502 system (RF-I1) assay
Immunochemistry
Serum Complement C3 (C3) by
Spectrophotometry Roche Cobas ¢502 system (C3C-2) assay

Complement C4 (C4) by
Spectrophotometry Roche Cobas c502 system (C4-2) assay

Immunoglobulin A (IgA) by
Spectrophotometry Roche Cobas ¢502 system (IGA-2) assay

Immunoglobulin E (IgE), Total by
Immunoassay (Chemiluminescent label) Roche Cobas €602 system (IgE) assay

Immunoglobulin G (IgG) by
Spectrophotometry Roche Cobas ¢502 system (IGG-2) assay

Immunoglobulin M (IgM) by
Spectrophotometry Roche Cobas ¢502 system (IGM-2) assay
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Infection

microscopy
Urine
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This laboratory is accredited for performing the examinations listed below.
Clinical Urinalysis and/or urine

Urinalysis by Dipstick method, including:
- Bilirubin
- Blood
- Glucose
- Ketone
- Leucocytes
- Nitrite
- pH
- Protein
- Specific gravity
- Urobilinogen

Urine formed elements by
- Automated method
- Microscopic examination with fixed
volume in microtitre plate well

Sysmex UC-3500 Automated Urine Chemistry Analyser
Method as documented in 7.3.6-KB

Sysmex UF-4000 Urine Sediment Analyser
Method as documented in 7.3.6-KA
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This laboratory is accredited for performing the examinations listed below.
Clinical Syphilis serology

Microbiology and
Infection

Serum

Virology — Serology
Serum

Treponema pallidum (TP) Antibody for
Syphilis by
Immunoassay (Chemiluminescent label)

Hepatitis A virus antibody, Total (HAVT) by
Immunoassay (Chemiluminescent label)

Hepatitis B virus antibody, anti-HBs by
Immunoassay (Chemiluminescent label)

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

Hepatitis B virus surface antigen (HBsAgQ),
qualitative by
Immunoassay (Chemiluminescent label)

Lateral flow chromatographic
immunoassay

Confirmatory neutralisation immunoassay

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

Hepatitis C virus antibody by
Immunoassay (Chemiluminescent label)

Human immunodeficiency virus (HIV)I p24
antigen/HIV | and 11 antibody by
Immunoassay (Chemiluminescent label)

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

Severe Acute Respiratory Syndrome
(SARS-CoV-2) Total Antibody by
Immunoassay (Chemiluminescent label)

Roche Cobas €801 system (Syphilis) assay

Roche Cobas €801 system (Anti-HAV Il) assay

Roche Cobas €801 system (Anti-HBs 1) assay

Roche Cobas €602 system (HBeAg) assay

Roche Cobas €801 system (HBsAg I1) assay

Alere Determine HBsAg 2 Test
Method as documented in 7.3.6-D-Appl

Roche Cobas e801
Method as documented in 7.3.6-E-03-HBsAg 11 C

Roche Cobas €602 system (HBsAg Il quant 1) assay

Roche Cobas €801 system (Anti-HCV Il) assay

Roche Cobas €801 system (HIV Duo) assay

Roche Cobas €801 system (Rubella IgG) assay

Roche cobas €801 System Anti-SARS-CoV-2 Quant assay
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This laboratory is accredited for performing the examinations listed below.

Haematology Coagulation

Citrated plasma

Haematology — General
EDTA whole blood

EDTA Plasma

Coagulation studies, automated including:
- Activated Partial Thromboplastin Time
(APTT)
- Prothrombin Time (PT)

International Normalised Ratio (INR) by
Calculation

Complete blood count including:
- Red cell count
- Platelet count
- Haemoglobin
- Haematocrit (HCT)
- Mean corpuscular volume (MCV)
- Mean corpuscular haemoglobin (MCH)
- Mean corpuscular haemoglobin

concentration (MCHC)

- Red cell distribution width (RDW)
- White cell count

Leucocyte differential count, automated

Peripheral blood smear examination by
Wright stain

Reticulocyte count, automated

Erythrocyte Sedimentation Rate (ESR) by

Microphotometrical capillary
stopped flow kinetic analysis

Sysmex CS-1600 System

Calculated from Prothrombin Time as documented in

7.3.6-L-01-PT

Automated system :
Sysmex XN-3100

Sysmex XN-3100

Method as documented in

7.3.6-N-App2

Sysmex XN-3100

Alifax TEST1
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This laboratory is accredited for performing the examinations listed below.

Haematology

Haematology — Special
EDTA whole blood

Haematology —
Immunohaematology
Clotted blood and EDTA
whole blood or cord
blood

EDTA whole blood

Haemoglobin Alc (HbAlc) by
High performance liquid chromatography

Mean Blood Glucose (MBG) by
Calculation

ABO and Rh(D) Typing by
Red Cell Agglutination (Manual)

ABO and Rh(D) Typing by
Red Cell Agglutination (Automated)

TOSOH HLC-723 G11 automated HPLC testing system

Calculated from HbAlc as documented in
7.3.6-M-Appl

Method as documented in
7.3.6-Q-02-ABO & Rh Typing

BioRad IH-500
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This laboratory is accredited for performing the examinations listed below.
Medical Genetics  |Molecular Genetics

(Microbiology)

Urine, male and female Chlamydia trachomatis (CT) - detection by
genital swabs Real-Time Polymerase Chain Reaction,

Nucleic acid extraction by Sansure Sample Release Reagent
qualitative

Nucleic acid amplification and detection by
(Target region: Cryptic plasmid) Sansure CT/UU/NG DNA Diagnostic Kit

as documented in 7.3.6-1-01-CT_NG DNA

Neisseria Gonorrhoeae (NG) - detection by
Real-Time Polymerase Chain Reaction, Nucleic acid extraction by Sansure Sample Release Reagent
qualitative Nucleic acid amplification and detection by

(Target region: Cryptic plasmid) Sansure CT/UU/NG DNA Diagnostic Kit

as documented in 7.3.6-1-01-CT_NG DNA




Scope of Accreditation

gr‘ Registration No. HOKLAS 8225
| Page 16 of 17
HIQAS 5'S Issue Date: 19 March 2025

Ref: HOKLAS822S-37

KingMed Diagnostics (Hong Kong) Limited

LR R (RE)F AP

Room 302, 3/F, Prosperous Building, 48-52 Des Voeux Road, Central, Hong Kong
AR RAAWE Y 48528488 <~ B 31302 %

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
S OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RE e I 2 AR A fAAE RS R SE AT HE

This laboratory is accredited for performing the examinations and for providing clinical interpretation of the examinations listed below.

Chemical Pathology |Hormones

Serum Beta-Human Chorionic Gonadotropin

(B8 -HCG), Quantitative by
Immunoassay (Chemiluminescent label) Roche Cobas €601 system (BHCG) assay

Estradiol (E2) by
Immunoassay (Chemiluminescent label) Roche Cobas e601 system (E2) assay

Follicle Stimulating Hormone (FSH) by
Immunoassay (Chemiluminescent label) Roche Cobas €601 system (FSH) assay

Luteinizing Hormone (LH) by
Immunoassay (Chemiluminescent label) Roche Cobas €601 system (LH) assay

Progesterone by

Immunoassay (Chemiluminescent label) Roche Cobas €601 system (PROG) assay
Prolactin by
Immunoassay (Chemiluminescent label) Roche Cobas e601 system (PRL) assay

Testosterone by
Immunoassay (Chemiluminescent label) Roche Cobas e601 system (TESTO) assay
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This laboratory is accredited for performing the exami

nations listed below.

Haematology

Coagulation
Citrated plasma

Haematology - General
EDTA whole blood

Coagulation studies, automated including:
Prothrombin Time (PT)

Complete blood count including:
Red cell count
Platelet count
Haemoglobin
Haematocrit (HCT)
Mean corpuscular volume (MCV)
Mean corpuscular haemoglobin (MCH)
Mean corpuscular haemoglobin
concentration (MCHC)
Red cell distribution width (RDW)
White cell count

Leucocyte differential count, automated

Sysmex CA-600 System

Automated system:
Sysmex XN-350

Sysmex XN-350




