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Medlical Laboratory
Accreditation
(C ert UE Lcate Accreditation No.RMLozo80

Central Clinical Laboratory,
Matsuyama Red Cross Hospital,
Japanese Red Cross Sociely

1, Bunkyo-cho, Matsuyama-shi, Ehime, 790-8524 Japan

meets the following criteria. On the basis of this, Japan
Accreditation Board (JAB) grants accreditation to the said
medical laboratory.

Applicable accreditation criteria : [SO 15189 : 2012
. Scope of accreditation - As described in the appendix.
Premises covered by accreditation : As described in the appendix.
Expiry date of accreditation : October 31, 2027
Initial accreditation October 13, 2023

Y Ty

Yﬁizuka, President

Japan Accreditation Board

Issue No. : RML03080-20231013



Accreditation Certificate (Page 1/7)
A]P)lp)(@]nl(dl X Accreditation No. RMlLozo80

Central Clinical Laboratory,
Matsuyama Red Cross Hospital,
Japanese Red Cross Society

Central Clinical Laboratory, Matsuyama Red Cross Hospital, Japanese Red Cross Society
1, Bunkyo-cho, Matsuyama-shi, Ehime, 790-8524 Japan
Including primary sample collection in the scope of accreditation

Scope of accreditation :

Item Type of Samples Test Method

Basic Series

i 1 General (urine, feces, etc.)
; ; a Qualitative (urine / feces)
: Urinary Qualitative / semi-Quantitative Urine CLINITEK Novus PRO 12 cassettes
Examination (general substances) (Gravity, pH, N-Multistix

Protein, Glucose, Urobilinogen, Bilirubin, Ketones,
Occult blood reaction (Urinary), Bacteria (Test
paper), Leukocyte (Test paper))

. Protein quantitation Urine Maicro TP-AR
| Glucose quantitation Urine Detaminer L. GLU HK
Hemoglobin, feces Feces Nescoat Hb auto
Sedimentary test, urine Urine Labostain S
2 Hematology
a Blood count / blood cell morphology test
Peripheral blood general test*(complete blood Blood Slufolyser
counts)* : RBC, WBC, Hgb, PLT, Hect Fluorocell WNR
Reticulocytes Blood Fluorocell RET
Hemogram (The microscope method) Blood May-Gruenwald Giemsa Stain
Hemogram (The automatic analyser method) Blood Fluorocell WDF
Fluorocell WNR
Fluorocell WPC
b Thrombus / hemostasis related test
Prothrombin time(PT) Plasma Thromborel®S
Activated partial thromboplastin time(APTT) Plasma Thrombocheck APTT-SLA
Fibrinogen (Quantitative) Plasma CoagpiaR Fbg
Fibrinogen degradation products(FDP) Plasma Nanopia P-FDP
3 Biochemistry I
a Biochemistry
Total bilirubin Serum Punctured | Nescoat VL T-BIL
fluid
Bilirubin, indirect and direct Serum Punctured | Nescoat VL. D-BIL
fluid
Total protein Serum Punctured | Aqua-auto Kainos TP-IT  Test Kit
fluid
Albumin Serum Punctured | Aqua-auto Kainos ALB Test Kit
fluid
Proteins fractionation Serum CAPI 3 Protein 6
Urea nitrogen(BUN) Serum Urine Aqua-auto Kainos UN-II Test Kit
Creatinine Serum Urine Aqua-auto Kainos CRE-III plus
Uric acid Serum Urine Aqua-auto Kainos UA-II Test Kit
Na and ClI Serum Urine Ton selective electrode method

[ssue No. : RML03080-20231013
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A]P)]P)(e)]ﬂl(d[ X Accreditation No. RMILozo80

Central Clinical Laboraiory,
Matsuyama Red Cross Hospital,
Japanese Red Cross Sociely

Scope of accreditation :

Item Type of Samples Test Method
K Serum Urine Ion selective electrode method
Ca Serum Urine Aculus-auto Call
Inorganic phosphate and phosphoric acid Serum Urine Detaminer-L IP 1T
Mg Serum Urine latro LQ Mgrate 1T
Total cholesterol Serum Punctured | Cholestest CHO
; fluid
4 Triglyceride Serum Punctured | Cholestest TG
: fluid
1 HDL-cholesterol Serum Punctured | Cholestest N HDL
N fluid
] LDL-cholesterol Serum Punctured | Cholestest LDL
fluid
Glycated albumin Serum Rusika GA-L
| Glucose Plasma Detaminer L GLU HK
Hemoglobin Alc (HbAlc) Blood Detaminer-1. HbAlc
Fe Serum Punctured | Quick Auto Neo Fe
fluid
Unsaturated iron binding capacity (UIBC) Serum Quick Auto Neo UIBC
Ammonia Plasma N-Test [, NH3 Nittobo
Alkaline phosphatase Serum CicaLiquid ALP-IFCC
Cholinesterase Serum Detaminaal. ChE
y-glutamyltranspeptidase (y-GT) Serum CicaLiquid yGT
Lactate dehydrogenase (L.D) Serum Punctured | CicalLiquid LD-IFCC
fluid
Amylase Serum Urine CicaFit AMY-G7
Creatine kinase (CK) Serum Cicaliquid CK
Asparate aminotransferase (AST) Serum Cicaliquid AST
Alanine aminotransferase (ALT) Serum CicaLiquid ALT
Blood gas analysis Blood Punctured | pH, pCO2:potentiometry
fluid pO2: Amperometric method

Electrolytes : potentiometry
Glucose. lactate: Amperometric method
oximetry : Visible absorption spectroscopy

5 Immunology

a Immunochemistry I

C-reactive protein (CRP) Serum CRP-Latex X2"SEIKEN"NX

Immunoglobulin (IgG, IgA, IgM) Serum N-Assay TIA IgG-SH Nittobo
N-Assay T1A IgA-SH Nittobo
N-Assay TIA IgM-SH Nittobo

C3 Serum N-Assay TIA C3-SH Nittobo
C4 Serum N-Assay TIA C4-SH Nittobo
Immunoglobulin (RF) Serum RF-Latex X1"SEIKEN"
b Immunohematology
Blood group (ABO type) Blood Plasma Anti-A/Anti-B/Anti-D/Control-Reverse Diluent-

Ortho BioVue System
Ortho Autovue Affirmagen

Blood group (Rho (D) factor) Blood Plasma Anti-A/Anti-B/Anti-D/Control-Reverse Diluent-
Ortho BioVue System
Ortho Anti-D Serum

Indirect Coombs, direct Coombs Blood Plasma Ortho BioVue DAT/IDAT Cassctte
Orthe Bio Vue Coombs Cassette
Ortho Autovue Surgiscreen J

Issue No. : RML03080-20231013
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Appendix Accreditation No. RMLo3080

Central Clinical Laboratory,
Matsuyama Red Cross Hospital,
Japanese Red Cross Sociely

Scope of accreditation :

Item Type of Samples Test Method
¢ Infectious disease I
HBs antigen Serum Lumipulse Presto HBsAg-HQ
HBs antibody Serum Lumipulse Presto HBsAb-IIl
HCV antibody (Quantitative,Qualitative ) Plasma Lumipulse Presto orthoHCV
HIV-1,2 antigen and antibody simultaneous Serum Lumipulse Presto HIV Ag/Ab
measurement
2 Serologic test for syphilis (STS) (Qualitative) Serum Punctured | MediAce RPR
: fluid
g’: Serologic test for syphilis (Qualitative) Serum Punctured | MediAce TPLA
fluid
3 Anti streptolysin O (ASO) Serum ASO-Latex X1"SEIKEN"
i 6 Microbiology
i a Microscopic examination for stained film (general
e bacteria)
Other Urine Others Faber G staining solution A
Faber G decolorizing solution
Faber G staining solution B
Ziehl neelsen
Use a fluorescent microscope Sputum Others acristain mAO
acristain CS
acristain WB
b Bacterial culture and identification / Antimicrobial
sensitivity test(general bacteria)

Bacterial culture and identification Sputum Others 5%Sheep blood agar,BTB agar,Chocolate agar.
MALDI TOF-MS methed
Anaerobic culture Punctured | Others Brucella Hk agar, Anacrocolumbia PEA RS
fluid bkood agar, CCMA agarEX
Antimicrobial sensitivity test (general bacteria) Others Liquid microdilution method,
KB disk diffusion method
Mycobacterial culture and Isolation (liquid Sputum Others MGIT
medium)
Mycobacterial culture and Isolation (other) Sputum Others 2% Ogawa agar
Mycobacterial identification Others MALDI-TOF-MS

Non-Basic Series

11 General (urine, feces, etc.)

a General urinalysis

Albumin (Quantitative) (Urinary) Urine Auto Wako maikuro Albumin
N-acetyl glucosaminidase (NAG) (Urinary) Urine L type Wako NAG
b Scatoloscopy
Parasitic worm eggs (feces) Feces formarin ether method
¢ Basic analysis for punctatum, sperm, sputum and
others
Test of cerebrospinal fluid (protein quantification, | Punctured Slufolyser
glucose quantification, cell numbers, specific fluid Fluorocell WNR
gravity, globulin reaction, cell classify) Samson solution
12 Hematology
a General hematology, hemogram
Erythrocyte sedimentation rate Blood Quick eye partner
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Hemogram (special stain) Blood DAB stain kit
ES stain kit
ES-ASD stain kit
Fe stain kit
| ALP stain kit
e PAS stain (Laboratory Developed Test)
b Myelogram Others May-Gruenwald Giemsa Stain
i Myelogram (special stain) Others DAB stain kit
4 ES stain kit
y ES-ASD stain kit
Fe stain kit
ALP stain kit
PAS stain (Laboratory Developed Test)
Malignant tumor cell Blood Others fluorescence stain conjugate monoclonal
antibodies
b Thrombus / hemostasis related test [
Antithrombin (activity) Plasma Test team S ATII
Plasminogen (activity) Plasma Test team S PLG
Plasmin inhibitor{Antiplasmin) Plasma Test team S APL
Coagulation factor inhibitor Qualitative (cross Plasma Thrombocheck APTT-SLA
mixing test)
/ D dimer Plasma Nanopia D-dimer
b 13 Biochemistry [
a Biochemistry |
Zn Serum Aqulasauto Zn
Bile acids Serum Aquaauto Kainos TBA
Cu Serum Quick Auto Neo CU
Bicarbonate Serum Diacolor CO2
Ferritin Quantitative Serum FER-LATEX CN "SEIKEN"
Leucine-rich alpha2 glycoprotein Serum Nanopia LRG
Procalcitonin (PCT) (Quantitative) Serum Lumipulse Presto BRAHMS PCT
b Biochemistry II
Lipase Serum Sigunasuauto LIP
KL-6 Serum Nanopia ezai KL-6
¢ Isozyme
CK-MB Serum L-type Wako CK-MB mass II/SP
d Immunochemistry
Cardiac troponin I Plasma Kemirumi hs troponin [
Myoglobin (Quantitative) Blood Mb-LATEX CN "SEIKEN"
14 Biochemistry II
a Endocrinology I
Human chorionic gonadotropin (HCG) Urine HCG testpack + plus obc
(Qualitative)
Human chorionic gonadotropin (HCG) Serum Lumipulse Presto BHCG
(Quantitative)
Thyroid-stimulating hermoene (TSH) Serum Kemirumi TSH Il ultra
Free triiodothyronine (FT3) Serum Kemirumi FT3
Free thyroxine (FT4) Serum Kemirumi E-FT4
C-peptide (CPR) Serum Urine Lumipulse Presto C-peptide
Insulin (IR) Serum Lumipulse Presto Insulin
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Parathyroid hormones (PTH) Serum Kemirumi intact PTH
Brain natriuretic peptide (BNP) Plasma Kemirumi BNP
Cortisol Plasma Elecsys reagent Cortisol II
Renin (Quantitative) Plasma Lumipulse Presto Renin
Androsterone Plasma Lumipulse Presto Aldosterone
Thyroglobulin Serum Elecsys reagent Tg Il
Adrenocorticotropic hormone (ACTII) Plasma Elecsys reagent ACTH
b Tumor marker
- u-fetoprotein (AFP) Serum Kemirumi AFP
L Carcinoembryonic antigen (CEA) Serum Kemirumi CEA
CA19-9 Serum CA19-9 XR-Abbott
E CAl125 Serum Lumipulse Presto CA125 IT
. Prostate-specific antigen (PSA) Serum Kemirumi  ACS-ePSA
B Cytokeratin 19 fragment Serum Lumipulse Presto CYFRA
Free PSA/Total PSA ratio Serum Kemirumi fPSA
Progastorin releasing peptide(ProGRP) Plasma Lumipulse Presto ProGRP
PIVKA-II (Quantitative) Serum Lumipulse Presto PIVKA IT-N
a-fetoprotein lectin-affinity fraction (AFPL3%) Serum Plasma uTAS Wako AFP-L3
Inteleukin 2 receptor, soluble (sIL-2R) Serum Nanopia IL2-R
¢ Special analysis
Urea breath test (UBT) Others POC one
(non-dispersive infra-red gas analyze method)
15 Immunology
a Immunohematology
Blood group, Rh system Blood monoclonal anti-C WAKQO
monoclenal anti-c WAKO
monoclenal anti-E WAKO
monoclonal anti-e WAKO
Rh-control WAKO
Blood group, ABO subgroups Blood Plasma Anti-Al Lectin, Anti-H Lectin
Glyco transferase associated with ABO blood typ Blood Plasma GALSERVE AB
Irregular antibody Blood Plasma Ortho Bioview Coombs Cassette
Ortho Autovue Surgiscreen J
b Immunology for infectious discase 11
Mycoplasma pneumoniac antibody (Semi- Serum Serodia-MYCO I
quantitative)
¢ Immunology for infectious disease III
RS virus antigen (Qualitative) Secretions QuickNavi-RSV2
Clostridium difficile toxin A (Qualitative) Feces C.diff QUIK CHEK COMPLETE
Adenovirus antigen (Qualitative) (Feces) Feces Rapidtesta Rota-Adeno II
Rotavirus antigen (Qualitative) (Feces) Feces Rapidtesta Rota-Adeno Il
Helicobacter pylori antibody Serum LZ test H.pylori antibody
Helicobacter pylori antigen (Qualitative) Feces Quicknavi H.pylori test
(1—3)-p-D-Glucan Plasma p- Glucan tesuto wako
Serologic test for syphilis (STS) (Quantitative) Serum Punctured | MediAce RPR
fluid
Group A-p Streptococeal-rapid Detection Secretions QuickNavi-StrepA2
(Qualitative)
SARS-CoV-2 antigen (Quantitative) Others Lumipulse Presto SARS-CoV-2 Ag
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Treponema pallidum antibody (Quantitative) Serum Punctured | MediAce TPLA
fluid
Norovirus antigen (Qualitative) Feces QuickNavi-Norovirus2
human metapneumovirus (hMPV) antigen Secretions ProrasthMPV
(Qualitative)
adenovyirus antibody (Qualitative) (remove feces) Secretions QuickNavi-Adeno2
Capsule antigen of Streptococcus pneumoniae Urine BlnaxNOW Streptococcus pneumoniae
(Qualitative)
Endotoxin Plasma Endotoxin single wako
Legionella pneumophila antigen (Urinary) Urine RIBOTEST R Legionella
HIV-1,2 Antigen, antibody simultancous Serum Lumipulse Presto HIV Ag/Ab
measurement (Quantitative)
d Hepatitis and relates
HBe antigen Serum Lumipulse Presto HBeAg
HBe antibody Serum Lumipulse Presto HBeAb
HBs antibody (Quantitative) Serum Lumipulse Presto HBsAb-III
HBc antibody (Semi-quantitative, Quantitative) Serum Lumipulse Presto HBcAb-III
¢ Autoantibody
Matrix metalloproteinase-3 (MMP-3) Serum Panakuria MMP-3"Latex"
Anti Thyroid peroxidase antibody Serum Elecsys reagent Anti-TPO
Anti TSH receptor antibody (TRAb) Serum Elecsys reagent TRAb
Anti citrullinated peptide antibody (Quantitative) Serum Kemirumi Anti-CCP Antibody
f Immunology for plasma protein
CH50 Serum Autp CHS0-TI
2-microglobulin Serum Urine BMG-LATEX "SEIKEN"
Non-specific immunoglobulin IgE (Quantitative) Serum latoroAce IgE
Interleukin-6 (IL-6) Serum Elecsys reagent [L-6
g Cellular functional test (cellular immunity related
test)
T lymphocyte subpopulation Blood Flowcytemetry method
16 Microbiology
b Bacterial culture and identification / Antimicrobial
sensitivity test(general bacteria)
Examination for drug sensitivity test, yeastlike Others ASTY
fungi
¢ Identification of nucleic acid (genetic testing)
E. coli vero cytotoxin (Qualitative) Others CAPIRIA VT
17 Gene-related / Chromosome test
a Somatic gene test
Gene diagnosis of hematopoietic organ tumor Blood i-densy Pack Multitype UNIVERSAL
b Identification of pathogen nucleic acid
DNA amplification assay for Neisseria Urine Others GeneXpert
gonorrhoeac / Chlamydia trachomatis
Nucleic acid identification of MRSA Blood GeneXpert
DNA amplification assay for Mycobacteria Others TRC
tuberculosis complex
Mycobacterium avium / intracellulare DNA Others TRC
Quantification of HBV nucleic acid (Quantitative) Serum Cobas TagMan HBV/I Auto|v2.0
HCV DNA (Quantitative) Serum Cobas TagMan HCVI Auto ) v2.0
18 Others excluding 11 to 17 class
a Therapeutic drug monitoring
Digitoxin, Digoxin Serum Nanopia TDM Digoxin
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Theophylline Serum Nanopia TDM Theophylline
Valproic acid, Carbamazepine Serum Nanopia TDM  Valproic acid
Nanopia TDM Carbamazepine
¥ Phenytoin, Phenobarbital, Others Serum Nanopia TDM Phenytoin
G Nanopia TDM Phenobarbital
A Vancomyein Serum Nanopia TDM Vancomycin
Cyclosporin, Tacrolimus hydrat Blood Elecsys reagent Cyclosporine
b Elecsys reagent Tacrolimus
3 Methotrexate Serum Alinity Methotrexate - Abbott
A
1 Pathology
¥ 31 Preparation
| a Preparation for histodiagnosis
QOrganize slices Tissues Tissue processing(tissue section)
CELL BLOCK Others Punctured | Tissue processing(cell block)
fluid
¢ Preparation for immunological stain (histodiagnosis)
Estrogen receptor Tissues VENTANA ultraView CONFIRM ER (SP1)
Progesterone receptor Tissues VENTANA ultraView CONFIRM PGR (1E2)
Human epidermal growth factor receptor-2 Tissues VENTANA ultraView PATHWAY HER?2 (4B3)
Others Tissues VENTANA ultraView DAB universal kit

VENTANA OptiView DAB universal kit
Dako Envision FLEX High pH

d Preparation for rapid pathologic daiagnosis

Preparation for operative rapid pathologic Tissues Tissue processing for intra-operative consultation
daiagnosis
Preparation for operative rapid cytodiagnosis Others Cytological sample-processing for intra-

operative consultation

¢ Cytodiagnosis

Gynecology Others Cytological sample-processing(Gynecology
material)

Fine needle aspiration cytology,Body cavity Punctured | Others Cytological sample-processing(Non-Gynecology

washing fluid material)

Others Others Cytological sample-processing(Non-Gynecology

material)

32 Pathological diagnosis

a Pathological diagnosis

Histology Tissues Histodiagnosis
Cytology Punctured | Others Cytodiagnosis
fluid

Japan Accreditation Board

[ssue No. : RMLO3080-20231013



