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Medical Laboratory

Accreditation
(C ert UF [UC ate Accreditation No.RMILoo450

Educational Foundation of Osaka Medical and
Pharmaceutical University, Central Clinical Laboratory,
Osaka Medical and Phamaceutical University Hospital

2-7, Daigaku-machi, Takatsuki City, Osaka, 569-8686
Japan

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

Applicable accreditation criteria : 150 15189 = 2012
Scope of accreditation - As described in the appendix.
Premises covered by accreditation : As described in the appendix.
Expiry date of accreditation : March 31, 2025
Revised March 9, 2022
Renewed March 14, 2021
[nitial accreditation March 23, 2009

R

Y./Iizuka, President

Japan Accreditation Board

Issue No. : RML00450-20220309
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Accreditation No. RMILoog50

Fducational Foundation of Osaka Medical and
Pharmaceutical University, Central Clinical Laboralory,
Osaka Medical and Phamaceutical University Hospital

Educational Foundation of Osaka Medical and Pharmaceutical University,

Central Clinical Laboratory, Osaka Medical and Phamaceutical University Hospital
2-7, Daigaku-machi, Takatsuki City, Osaka, 569-8686 Japan

Including primary sample collection in the scope of accreditation

Scope of accreditation :

Item Type of Samples Test Method
Basic Series
1 General (urine, feces, etc.)
a Qualitative (urine / feces)
Urinary Qualitative / semi-Quantitative Urine Uriflet S AUTION Sticks
Examination (general substances) (Gravity, pH,
Protein, Glucose, Urobilinogen, Urobilin,
Bilirubin, Ketones, Occult blood reaction
(Urinary), Bacteria (Test paper), Sodium
chloride, Leukocyte (Test paper), Albumin)
Protein quantitation Urine micro TP-AR
Glucose quantitation Urine quick AUTO neo GLU-HK
Hemoglobin, feces Feces OC-Hemodia auto 1T
Sedimentary test, urine Urine microscope method
2 Hematology
a Blood count / blood cell morphology test
Peripheral blood general test*(complete blood Blood XN-9100
counts)* : RBC, WBC, Hgb, PLT, Hct
Reticulocytes Blood XN-9100
Eosinophils Blood XN-9100
Hemogram (The microscope method) Blood microscope method
Hemogram (The automatic analyser method) Blood XN-9100
b Thrombus / hemostasis related test
Prothrombin time(PT) Plasma HemosIL RecombiPlastin
Activated partial thromboplastin time(APTT) Plasma HemosIL SynthASil APTT
Fibrinogen (Quantitative) Plasma HemosIL RecombiPlastin
Fibrinogen degradation products(FDP) Plasma LPIA FDP-P
D dimer(Quantitative) Plasma LPIA ASC D-Ddimer [T
3 Biochemistry I
a Biochemistry
Total bilirubin Serum Total bilirubin E-HA test WAKO
Bilirubin, indirect and direct Serum Direct bilirubin E-HA test WAKO
Total protein Serum Punctured | L-type WAKO T P
fluid
Albumin Serum L-type WAKO ALB-BCP(2)
Urea nitrogen(BUN) Serum Urine quick AUTO neo BUN
Creatinine Serum Urine cygnus AUTO CRE
Uric acid Plasma Urine quick AUTO neo UA
Na and Cl Serum Urine electrode method

Issue No. : RML00450-20220309
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Accreditation No. RMILoo450

Educational Foundation of Osaka Medical and
Pharmaceutical University, Central Clinical Laboratory,
Osaka Medical and Phamaceutical University Hospital

Scope of accreditation :

Item Type of Samples Test Method

K Serum Urine electrode method

Ca Serum Urine Aqulas auto Call

Inorganic phosphate and phosphoric acid Serum Urine Aqulas auto IP

Mg Serum Aqulas auto Mg

Total cholesterol Serum DeterminerL TC II

Triglyceride Serum DeterminerL TG I

HDL-cholesterol Serum Metabolead HDL-C

LDL-cholesterol Serum calculation

Glycated albumin Serum Lusica GA-L

Glucose Serum Blood quick AUTO neo GLU-HK

Hemoglobin Alc (HbAlc) Blood HPLC method

Fe Serum quick AUTO neo Fe

Total iron binding capacity (TIBC) Serum calculation

Unsaturated iron binding capacity (UIBC) Serum quick AUTO neo UIBC

Ammonia Plasma Dimension Flex cartridge Ammonia AMM

Alkaline phosphatase Serum L-type WAKO ALP IFCC

Cholinesterase Serum quick AUTO neo Ch-E

v-glutamyltranspeptidase (y-GT) Serum L-type WAKO y-GT-J

Lactate dehydrogenase (LD) Serum L-type WAKO LD-IF

Amylase Serum Aqulas auto AMY-IF

Creatine kinase (CK) Serum cygnus AUTO CK

Asparate aminotransferase (AST) Serum L-type WAKO AST-J2

Alanine aminotransferase (ALT) Serum L-type WAKO ALT-J2

Blood gas analysis Blood Electrode method
Oxmeter

5 Immunology
a Immunochemistry I

C-reactive protein (CRP) Serum CRP latex X2/ SEIKEN NX

Immunoglobulin (IgG, IgA, IgM, IgD) Serum N-assay TIA IgG-SH NITTOBO
N-assay TIA IgA-SH NITTOBO
N-assay TIA IgM-SH NITTOBO

C3 Serum Plasma N-assay TIA C3-SH NITTOBO

C4 Serum Plasma N-assay TIA C4-SH NITTOBO

Immunoglobulin (RF) Serum N-assay LA RF-K NITTOBO

¢ Infectious disease I

HBs antigen Serum ARCHITECT HB s Ag QT - Abbott

HBs antibody Serum ARCHITECT HBs antibody - Abbott

HCV antibody (Quantitative,Qualitative ) Serum ARCHITECT HCV

HIV-1,2 antigen and antibody simultaneous Serum ARCHITECT HIV Ag/Ab combo assay * Abbott

measurement

HTLV-Iantibody (Qualitative) Serum ARCHITECT HTLV-1 - Abbott

Serologic test for syphilis (STS) (Qualitative) Serum Mediace RPR

Serologic test for syphilis (Qualitative) Serum ARCHITECT TPAb - Abbott

Anti streptolysin O (ASO) Serum N-assay LA ASO NITTOBO

Issue No. : RML00450-20220309
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A]P)]P)(@]ﬂl(d[ X Accreditation No. RMILoo4s0

Educational Foundation of Osaka Medical and
Pharmaceutical University, Central Clinical Laboralory,
Osaka Medical and Phamaceutical University Hospital

Scope of accreditation :

Item Type of Samples Test Method

6 Microbiology

a Microscopic examination for stained film
(general bacteria)

Other Sputum Secretions | Gram _ stain
Use a fluorescent microscope Sputum Secretions | Truant stain
e | : : 7 :
0! b Bacterial culture and identification /
- Antimicrobial sensitivity test(general bacteria)
Bacterial culture and identification Sputum Secretions | Blood agar
o VITEK2 identification card ANC
Anaerobic culture Blood Punctured | ABK/NV-ABHK agar
2 fluid VITEK?2 identification card ANC
2 Antimicrobial sensitivity test (general bacteria) | Sputum Punctured | VITEK2 sensitivity card AST-P625,AST-N229
| fluid

Non-Basic Series

11 General (urine, feces, etc.)

a General urinalysis

Albumin (Quantitative) (Urinary) Urine AUTO WAKO microAlbumin
Osmolarity Urine descent of freezing point method
N-acetyl glucosaminidase (NAG) (Urinary) Urine L-type WAKO NAG
Urinary sediment by flow cytometry (Urinary) Urine Sysmex UF5000i analyzer
Neutrophil gelatinase-associated lipocalin Urine ARCHITECT U-NGAL - Abbott
(NGAL) (Urinary)

b Scatoloscopy
Parasitic worm eggs (feces) Feces MGL method
Direct smear method(helminth ova and Feces microscope method
including observation of fat and intestinal
absorption test)
Hemoglobin and transferrin Feces OC-hemodia autoIll

(Quantitative,Qualitative ) (feces)

¢ Basic analysis for punctatum, sperm, sputum and

others
Test of cerebrospinal fluid (protein Punctured protein quantification: micro TP-AR
quantification, glucose quantification, cell fluid glucose quantification: quick AUTO neo GLU-HK
numbers, specific gravity, globulin reaction, cell XN-9100
classify)
12 Hematology
a General hematology, hemogram
Erythrocyte sedimentation rate Blood Quick eye-8
Osmolarity Serum descent of freezing point method
Terminal deoxynucleotidyl trasferase (TdT) Blood Flow cytometry
(High-sensitive)
Hemogram (special stain) Blood May-Grunwald's stain Gimsa's stain
Myelogram Punctured microscope method
fluid
Myelogram (special stain) Punctured peroxidase, esterase. iron, alkaline
fluid phosphatase. PAS:Schiff's Reagent
Malignant tumor cell Punctured NAVIOS analyzer
fluid
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Item Type of Samples Test Method
b Thrombus / hemostasis related test I
Antithrombin (activity) Plasma Chromorate ATTI(C) . II
Plasmin inhibitor/plasmin complex(PIC) Plasma LPIA ASC PPITT
Coagulation factor inhibitor Qualitative (cross Plasma HemosIL SynthASil APTT
mixing test)
Coagulation factor(VIILIX) Plasma FactorVll, IXdeficient (ThromboCheck)
Thrombin anti-Thrombin complex (TAT) Plasma STACIA CLEIA TAT
¢ Thrombus / hemostasis related test IT
Platelet aggregation Plasma ADP. Collagen. Listocetin
13 Biochemistry I
7 a Biochemistry [
= Zn Serum Aqulas auto Zn
B Ketones Serum AUTO WAKO T-KB
Ketones, fractionation Serum AUTO WAKO T-KB
AUTO WAKO 3-HB
Bile acids Serum Punctured | Aqua auto KAINOS TBA
fluid
Cu Serum quich auto neo Cu
Ferritin Quantitative Serum ECLusys reagent Ferittin (S300)
Procalcitonin (PCT) (Quantitative) Serum ECLusys reagent Brams PCT v2 (S300)
2 b Biochemistry II
. Leucine Aminopeptidase (LAP) Serum L-type WAKO LAP
Lipase Serum cygnus AUTO LIP
KL-6 Serum Nanopia KL-6
¢ Isozyme
Amylase Isozyme Serum Agqulas auto P-AMY-IF
CK-MB Serum cygnus AUTO CK-MB MtO
d Immunochemistry
Cardiac troponin [ Serum ARCHITECT High Sensitive Troponin-I+ Abbott
14 Biochemistry II
a Endocrinology I
Human chorionic gonadotropin (HCG) Serum Urine ECLusys reagent HCGII STAT (S100)
(Quantitative)
Thyroid-stimulating hormone (TSH) Serum ECLusys reagent TSH v2 (S300)
Free triiodothyronine (FT3) Serum ECLusys reagent FT;II (S300)
Free thyroxine (FT4) Serum ECLusys reagent FT,II (S300)
C-peptide (CPR) Serum ECLusys reagent C-peptide (S100)
Insulin (IRI) Serum ECLusys reagent Insulin (S100)
Follicle-stimulating hormone (FSH) Serum ECLusys reagent FSHII (S300)
Luteinizing hormone (LH) Serum ECLusys reagent LH (S300)
Progesterone Serum ECLusys reagent Progesterone I (S300)
Brain natriuretic peptide (BNP) Plasma ARCHITECT BNP-JP - Abbott
Estradiol (E2) Serum ECLusys reagent E2IV (S300)
Cortisol Serum ECLusys reagent Cortisol I (S300)
I;—;Enl\rllg)lal pro brain natriuretic peptide (NT- Serum ECLusys reagent NT-proBNPTI v2 (S300)
Thyroglobulin Serum ECLusys reagent TgIl (S300)
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Adrenocorticotropic hormone (ACTH) Plasma ECLusys reagent  ACTH (S100)
b Tumor marker
4 a-fetoprotein (AFP) Serum ECLusys reagent AFPII (S300)

ﬁ Carcinoembryonic antigen (CEA) Serum ECLusys reagent CEAT (S300)
4] CA19-9 ’ Serum ECLusys reagent CA19-911 (S300)
; CAI25 Serum ECLusys reagent CAI125T (S300)
Prostate-specific antigen (PSA) Serum ARCHITECT total PSA - Abbott

Squamous cell cancer related antigen (SCC) Serum ARCHITECT SCC - Abbott
CAl15-3 Serum ECLusys reagent CA15-3IT (S300)
B Neuron specific enolase (NSE) Serum ECLusys reagent  NSE (S300)

i Cytokeratin 19 fragment Serum ECLusys reagent CYFRA (S300)
Free PSA/Total PSA ratio Serum ARCHITECT FreePSA - Abbott
PIVKA-II (Quantitative) Serum ARCHITECT PIVKA-II - Abbott
Inteleukin 2 receptor, soluble (sIL-2R) Serum STACIA CLEIA IL-2R

¢ Special analysis
Urea breath test (UBT) Others UBIT tablets100mg

15 Immunology

b Immunology for infectious disease 11
Mycoplasma antigen (Qulitative) Secretions ImunoAce Mycoplasma
(Immunochromatography method)
Mycoplasma pneumoniae antibody (Semi- SELODIAMYCOII
quantitative) ReT

¢ Immunology for infectious disease III
Escherichia coli,serotyping Others Pathogenic E.coli O-antiserum No.l set
RS virus antigen (Qualitative) Secretions Immuno Ace RSV Neo
Clostridium difficile toxin A (Qualitative) Feces TECHLAB C.DIFF QUIK CHEK COMPLETE
Adenovirus antigen (Qualitative) (Feces) Feces Rapid tester Rota-Adeno II
Rotavirus antigen (Qualitative) (Feces) Feces Rapid tester Rota-Adeno II
(1—3)-B-D-Glucan Plasma B-Glucan test WAKO
Serologic test for syphilis (STS) (Quantitative) Serum Mediace RPR
Group A-B Streptococcal-rapid Detection Secretions ImunoAce StrepA
(Qualitative)
Hemophilus influenza b in cerebrospinal (fluid, | Punctured PASTOREX MENINGITIS
urinary) fluid
Influenza virus antigen (Qualitative) Secretions Quick Navi-Flu2
Streptococcus pneumoniae in cerebrospinal Punctured PASTOREX MENINGITIS
(fluid, urinary) fluid
Streptococcus pneumoniae capular antigen Urine Quick Chaser Streptococcus pneumoniae 1T
(fluid, urinary)
Treponema pallidum antibody (Quantitative) Serum ARCHITECT TPAb - Abbott
Norovirus antigen (Qualitative) Feces Quick Navi-Norovirus2
human metapneumovirus (hMPV) antigen Secretions ImumoAce hMPV
(Qualitative)
adenovirus antibody (Qualitative) (remove Secretions Immuno Ace Adeno
feces)
HTLV-I antibody . Serum ARCHITECT HTLV-1 - Abbott
Endotoxin Plasma Endotoxin-single test WAKO
Legionella pneumophila antigen (Urinary) Urine Ribotest Legionella
HIV-1,2 Antigen, antibody simultaneous Serum ARCHITECT HIV Ag/Ab combo assay * Abbott
measurement (Quantitative)

d Hepatitis and relates
HBe antigen Serum ARCHITECT HBeAg - Abbott
HBe antibody Serum ARCHITECT HBeAb - Abbott
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! HBs antigen (Qualitative, Semi-quantitative) Serum ARCHITECT HBsAg QT
4 HBs antibody (Qualitative) Serum Ausab* Abbott
| HBs antibody (Quantitative) Serum Ausab - Abbott
;1 HBc antibody (Semi-quantitative, Quantitative) | Serum ARCHITECT HBcAbII
- e Autoantibody
Matrix metalloproteinase-3 (MMP-3) Serum Panaqulia MMP-3 [Latex|
= Serine proteinase 3-anti-neutrophil cytoplasmic | Serum STACIA MEBLux test PR3-ANCA
2 antibody (PR3-ANCA)
4 Anti neutrophil cytoplasmic myeloperoxidase Serum STACIA MEBLux test MPO-ANCA
% antibody (MPO-ANCA)
2 Anti TSH receptor antibody (TRAb) Serum ECLusys reagent TRADb v2 (S300)
Anti DNA antibody (Quantitative) Serum STACIA MEBLux test dsSDNA
f Immunology for plasma protein
CHS50 Plasma AUTO CH50-L T'SEIKEN] 77
$2-microglobulin Serum Urine LT AutoWAKO B2m
Haptoglobin (Typing) Serum N-assay TIA HP NITTOBO
g Cellular functional test (cellular immunity related
test)
B-Cell Surface immunoglobulin Blood Punctured | NAVIOS analyzer
fluid
Granulocyte function test Blood Punctured | NAVIOS analyzer
& fluid
b T and B lymphocyte subpopulation Plasma Punctured | NAVIOS analyzer
fluid
T lymphocyte subpopulation Blood Punctured | NAVIOS analyzer
fluid
Red blood cell surface antigen Blood Blood NAVIOS analyzer
16 Microbiology
b Bacterial culture and identification /
Antimicrobial sensitivity test(general bacteria)
Examination for drug sensitivity test, yeastlike Others VITEK2 sensitivity card AST-YS08
fungi
¢ Identification of nucleic acid (genetic testing)
E. coli vero cytotoxin (Qualitative) Feces Others E.coli Vero toxin Kit Ortho VT1/VT2
17 Gene-related / Chromosome test
b Identification of pathogen nucleic acid
Nucleic acid identification of MRSA Others Xpert MRSA/SA Blood Culture
DNA amplification assay for Mycobacteria Sputum Punctured | Loopamp Tuberculosis Complex Detection
tuberculosis complex fluid Reagent Kit
Quantification of HBV nucleic acid Serum cobas TagMan HBV TAUTOJ v2.0
(Quantitative)
HCV DNA Serum cobas TagMan HCV TAUTOJ v2.0
HCV DNA (Quantitative) Serum cobas TagqMan HCV TAUTO] v2.0
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18 Others excluding 11 to 16 class
a Therapeutic drug monitoring
Digitoxin, Digoxin Plasma Dimension Flex cartridge Digoxin (N) DGNA
Theophylline Plasma Dimension Flex cartridge Theophylline THEO
Valproic acid, Carbamazepine Plasma Dimension Flex cartridge valproic acid VALP
Dimension Flex carbamazepine (N) CRBM
Phenytoin, Primidone, Ethosuximide, Plasma Dimension Flex cartridge Phenytoin PTN,
Phenobarbital, Zonisamide, Nitrazepam, Dimension Flex cartridge phenobarbital (N)
Clonazepam, Others PHNO,
Liguria Zonisamide
Vancomycin, Teicoplanin, Gentamicin, Plasma Serum Dimension  Flex cartridge Vancomycin VANC,
Tobramycin, Amikacin, Arbekacin, LABOSPECT nanopia TDM Teicoplanin
Voriconazole
Cyclosporin, Tacrolimus hydrat, Everolimus, Blood Dimension Flex cartridge Cyclosporine CSA.
Mycophenolate mofetil ARCHITECT TacrolimusTACR * Abbott
Methotrexate Serum EMIT Methotrexate Assay

Japan Accreditation Board
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