Medical Laboratory
Accreditation
Certificate Accreditation No.RMLo2450

Asahikawa Medical University,

Medical Laboratory and Blood Cenfter,
Department of Diagnostic Patholog_'y,
Asalulrawa Medlcal l/mvers:b/ Ilospltal

/Illdorlgaalra Il:gashl 2— 1~ 1-1 Asahlkawa, Ilokkaldo, 078-85 10
Japan o

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

Applicable accreditation criteria : ISO 15189 : 2012
Scope of accreditation - As described in the appendix.
Premises covered by accreditation - As described in the appendix.
Expiry date of accreditation v Janvary 31, 2025
Revised October 22, 2021
[nitial accreditation January 22, 2021

Yiﬁzuka, President

Japan Accreditation Board

Issue No. : RML02450-20211022
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Appendix Accreditation No. RMLo2450

Asahikawa Medical University,

Medical Laboratory and Blood Center;
Departmen " of Dlag’nostlc Patlmlogy, .
Asahlkawa Medlcal Umvers:ty llaspltal

f\sahukavwaldeéhfaﬂ Jniver o

Medical Laboratory and Blood Center Department of Diagnostic Pathology,
Asahikawa Medical University Hospltal

Mldorlgaoka H1gash1 2-1-1-1 Asahlkawa, Hokkaido, 078-8510 Japan
Ineludlng pnmai‘y sample collect1on n the seope of accreditation.

Scope- of accteditation : e

Ttem " Type of Samples Test Method...
Basic Series L
1 General (urine, feces, etc.)
a Qualitative (urine / feces)
Urinary Qualitative/semi-Quantitative Examination | Urine UroPaper olll ‘Eiken"9L
(general substances) (Gravity, pH, Protein,
Glucose, Urcbilinogen, Bilirubin, Ketones,
Occult blood reaction (Urinary), Bacteria (Test
paper), Leukocyte (Test paper))
Protein quantitation Urine Reagent for automatic analyzer-AR Walco
micro TP-AR
Glucose quantitation Urine "Serotec” UGLU-L
Sedimentary test, uring Urine Sternheimer Stain Solution
2 Hematology
a Blood count / blood cell morphology test
Peripheral blood general test*(complete blood Blocd Suruhoraiza
counts)* : RBC, WBC, Hgb, PLT, Het
Reticulocytes Blood Suruhoraiza
Eosinophils Blood Suruhoraiza
Hemogram (The microscope method) Blood MayGrunwald's-Giemsa's Stain
Hemogram (The automatic analyser method) | Blood Suruhoraiza
b Thrombus / hemostasis related test
Prothrombin time(PT) Plasma Toronborern §
Activated partial thromboplastin time(APTT) Plasma Torombo Check APTT-SLA
Fibrinogen (Quantitative) Plasma Torombo Check FIB(L)
Fibrinogen degradation products(FDP) Plasma Rias Auto P-FDP
3 Biochemistry [
a Biochemistry
Total bilirubin Serum Plasma Tatro LQ T-BIL T
Bilirubin, indirect and direct Serum Plasma Tatro LQ D-BIL (A}
Total protein Serum Plasma Shikarikid TP
Albumin Serum Plasma Agua auto kainos ALB
Urea nitrogen(BUN) Serum Urine Aqua auto kaines UN-II
Creatinine Serum Urine Aqua auto kainos CRE-IV
Uric acid Serum Urine Aqua auto kainos UA-1I
Na and Cl Serum Urine LABOSPECT 008a ISE module
K Serum Urine LABOSPECT 008 ISE module
Ca Serum Urine Acuras auto Call
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Accreditation No. RMILo2450

Asahikawa Medical University,
Medical Laboratory and Blood Center,
Department of Diagnostic Pathology, .

Asalllkawa Medlcal Umvers:ty llospltal

Scope of accre__

‘ oo Tem ; Type of Samples ., Test Method

. 'Inorgamc phosphatc and phosphoric acld° _ Serum Urine Serotec Pi-I. ¢ . .
Mg . . - |- Serum Urine Tatro LQ Mg rate II.
Total chqlestem‘l : | Serum Plasma Determiner . TCIL - :
Triglyeeritde -7 -/ .| Serum Plasma Qualgent TG s S
HDL ¢holesteré] , ¥ " Sérum Qualgent HDL ; B !
LDL-chelestérol -Sefim Metabolide LDL-C
Glycated:albumin ~Serum Lucica GA-L '
Glucose Biood ./ Glucose WB standard solution
Hemoglobin Ale (HbAlc) Blood G11 Eluent 1 (8)
Fe Serum Quick auto neo Fe
Unsaturated iron binding capacity (UIBC) Serum Quick antoneo UIBC
Ammonia Plasma N-test LNH3 Nittobo
Alkaline phosphatase Serum Plasma L type Wako ALP IFCC
Cholinesterase Semm Plasma Cuick auto neo Ch-E
y-glutamyltranspeptidase (y-GT) Serum Plasma Serotec AMY-EL
Lactate dehydrogenase (LD) Serum Plasma Lab fit y-GT
Amylase Serum Plasma Quick auto neo LD
Creatine kinage (CK) Serum Plasma Cygnus Auto CK
Asparate aminotransferase (AST) Serum Plasma L type Wako AST-J2
Alanine aminotransferase (ALT) Serum Plasma Ltype Wako ALT-J2
Blood gas analysis Bloed ABL800 FLEX

5 Immunology

a Immuncchemistry I
C-reactive protein (CRP) Serum Iatro CRP-EX
Immunoglobulin (IgG,IgA,IgM) Serum Urine N-assay TIAIgG-SH Nittobo, N-assay TIA

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 N-assay LA RF-K Nittobo

b Immunchematology
Blood group (ABO type) Blood Plagma Ortho Bio Vue antiA, B, D cassette
Blood group (Rho (D) factor) Blood Plasma Ortho Bio Vue antiA, B, D) casseite
Indirect Coombs, direct Coombs Blood Plasma Ortho Bio Vue anti IgG cassette

¢ Infections disease [
HBs antigen Serum HBsAg QT+ Abbott
HCYV antibody (Quantitative,Qualitative } Serum HCV - Abbott
Anti streptolysin O (ASO) Serum Lpia ace ASOTI

6 Micrabiology

a Microscopic examination for stained film {gencral

bacteria)
Other Uring Feces Gram stain
Use a fluorescent microscope Sputum Urine Auramine O, Fluorescence microscopy stain
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Asahikawa Medical Universily,
Medical Laboratory and Blood Center,
Department of Diagnostic Patllology,

Asahlkawa Medlcal Unwers:ty Hospital

Scope of accredltatlon ;

: < Ttem ‘ B Type of Samples ‘s_Tcst».Mcthod
‘b Bacterlal eulture and 1dent1ﬁcatlon ! Antlmwrobral TS
sensitivity test{general: bactcna) o :
Bacterial culiure-and identification | ‘Sputum Blood Trypticase Soy Agar w1th 5% Shcep Blood
o Ea. Chocolate Il Agar - -

’ : v EE kyoukuto Vitalmedia Mackonky Agar‘
Anaﬂrob!c cu!ture | Blood NISSUI plate ABHK Agar™ 0/
Antimicrobial sensitivity test (general bactena) | Urine *.| Blood MicroScan pos setis  MicroScan Heg seris
Mycobacterial culture and Isolation (liquid ‘Sputum 7 | Urine BD MGIT™ (Mycobactcrla Growth Indicator
medium) L : Tube) Products g
Mycobacterial identification Sputum | Urine KYOUKUTO 2% ogawa : af

Non-Basic Scries
11 General (urine, feces, etc.)
a General urinalysis
Albumin (Quantitative} (Urinary)} Urine N-assay TIA Micro Alb Nittobo
Osmolarity Urine OSMO STATION™ OM-6060
N-acetyl glucosaminidase (NAG) (Urinary) Urine L type Wako NAG
Urinary sediment by flow cytometry (Urinary) Urine UF-Fluorocell™ SF
b Scatoloscopy ]
Parasitic worm eggs (feces) Feces Hormalin-Ether Method
Direct smear method(helminth ova and including Feces Sudan I
observation of fat and intestinal absorption test)
Hemoglobin (Qualitative ) (feces) Feces OC-Hemocatti S “Eiken’
¢ Basic analysis for punctatum, sperm, sputum and
others
Test of cerebrospinal fluid (protein quantification, Punctured Protein: Reagent for automatic analyzer-AR
glucose quantification, cell numbers, cell classify) | fluid Wako micro TP-AR
Glucose: "Serotec” UGLU-L
cell numbers, cell classify: Samson's Solution
Test of semen Others SQA-V gold / MayGrunwald's-Giemsa's Stain
12 Hematology
a General hematology, hemogram
Erythrocyte sedimentation rate Blood Quick eye
Serum csmolality Serum OSMO STATION™ OM-6060
Hemogram (special stain) Blood Peroxidase Stain
Myelogram ~ Others MayGrunwald's-Giemsa's Stain
Myelogram (special stain) Others Peroxidase Stain

[ssue No. : RML02450-20211022




Accreditation Certificate

(Page 4/8)

A]P)]P)(@]ﬂl(d[ X Accreditation No. RMLo2450

Asahikawa Medical Ummrsnjn

Medical laboratoty and Blood . Center,

Depaﬂment of Diagnostic Patlmlogy, -
Asahlkawa Medmal l/mvel?; Ity Ilospltal

Scope of accredltatlon" D

2 Tem Type of Samples - 'Test Method
b Thrombus / hemostasns related test T L T T
Antithrombin (activify) -, +i¢ ) Plasma L System + ATII
Plasmiivifihibitor/plasmin complcx(PIC) - .| Plasma H I SCL PIC Reagent -
Coagulatlon factor mh1b1t0r Qualitative (cross -} Plasma Torombo Check APTT-SEA. e
mixingtest): .} R ' SRR
Coaguilation factor(VIII) 2| Plasma | Torombo Check FactorVll"
D dimer - “Plasma Rias Auto D-Dimer Neo & .
Thrombin anti-Thrombin complex (TAT) Plasma::’ H 1 SCLTAT Reagent -~ .,
¢ Thrombus / hemostasis related test I Ve
Platelet aggregation Plasma Revohem™ADP i
13 Biochemistry I B
a Biochemistry 1
Zn Serum Acuras auto Zn
Bile acids Serum Aquaauto kainos TBA
Cu Serum Quick auto neo Cu
Ferritin Quantitative Serum FER-latex X2"seiken"CN
Lipoprotein {(a) Serum Lp{(a)latex"daiichi"
Procalcitonin (PCT) (Quantitative) Serum BRAHMS PCT - Abbott
b Biochemistry I
Leucine Aminopeptidase (LAP) Serum latro LQ LAP rate [I
Lipase ' Serum Plasma Cygnus Auto LIP
Cystatine C Serum latro Cys-CII
Apolipoprotein {AIB,E) Serum ApoA- 1 auto-NTdaiichi], ApoB auto-N
['daiichi |, ApoE auto *N ldaiichi)
Mac-2 binding protein glycosylated isomers Serum HISCL™ M2BPGi™ Reagent
¢ Isozyme
CK-MB Serum Plasma Cygnus Auto CK-MB MtO
d Immunochemistry .
Cardiac troponin I Serum Plasma high sensitive tropeninl -Abbott
e Vitamin
Vitamin B12 Serum Elecsys Vitamin B12 I
Folic acid Serum Elecsys Folic acid IV
14 Biochemistry 11
a Endocrinology 1
Human chorionic gonadotropin (HCG) Urine GesutetoST- 1
(Qualitative)
Human chorionic gonadotropin (HCG) Serum BHCG- Abbott
(Quantitative)
Thyroid-stimulating hormone (TSH) Serum Elecsys TSH
Free triiodothyronine (FT3) Serum Elecsys FT3 I
Free thyroxine (FT4) Serum Elecsys FT4 1
C-peptide (CPR} Serum Elecsys C-peptide
Insulin (IRT) Serum Elecsys Insulin
Follicle-stimulating hormone (FSH) Serum Elecsys FSH I
Luteinizing hormone (LH} Serum Elecsys LH
Prolactin (PRL) Serum Elecsys Prolactin I
Progesterone Serum Elecsys Progesterone I
Parathyroid hormones (PTH) Serum Elecsys PTH
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Accreditation No. RMILoZ450

Asahikawa Medical University,
Medical Laboratory and Blood Center;

Department of Diagnostic Pathology, =
Asahllrawa Medlcal l/mmrs:ty Hospital

Scope of accredltahon‘
g “Ttem Type of Samples TTest Method
j Estradlol (E2) B K Serum Elecsys E2 IV '
Cortisol =i i7" 737 v Serum Elecsys Cortisol :IL - -~
Testostérone . = .| Sgrum Elecsys testosterone I -
N-terminal | pm bram natnurctlc peptide (NT- .~ : Sqrum Plasma Elecsys NT-preBNPIT .~
proBNP) ! . S .
Adrenocomcotroplc hormone (ACTH) "Plasma . Elecsys ACTH
b Tumor marker e ]
a-fetoprotein (AFP) Serum - Elecsys AFPIL Sy
Carcinoembryonic antigen (CEA) Serum Elecsys CEA [T U
CA19-9 Serum Elecsys CA19-911 P
CAl125 Serum Elecsys CAI251
Prostate-specific antigen (PSA) Serum Elecsys PSAI
Squamous cell cancer related antigen (SCC) Serum SCC- Abbott
CAl15-3 Serum Elecsys CA15-311
Neuron specific enolase (NSE) Serum Elecsys NSE
Cytokeratin 19 fragment Serum Elecsys CYFRA
Free PSA/Total PSA ratio Serum, Elecsys free PSA
PIVKA-IT {Quantitative) Serum PIVKA-IT - Abbott
Inteleukin 2 receptor, soluble (sIL-2R) Serum Nanopia IL.2-R
¢ Special analysis
Urea breath test (UBT) Others tansangasu tansodeuitai hibunsekihou
{Machine model : POCone)
15 Immunology
a Immunohematology
Blood group, ABO subgroups Blood Plasma Ortho Bio clone anti A
Irregular antibody Plasma Ortho Bio Vue anti [gG cassetie
b Immunology for infectious disease I1
Mycoplasma antigen (Qulitative) Others Quick Navi Mycoplasma
{Immunochromategraphy method)
¢ Immunology for infections disease ITT
Escherichia coli,serotyping Others Pathegenic E. coli immune serum "Seiken”
RS virus antigen (Qualitative) | Others Rapitotesuta RSV-Adeno
Clostridinm difficile toxin A (Qualitative) Feces C. DIFF QUIK CHEK
complie
Adenovirus antigen (Qualitative) (Feces) Feces Rapid testa Rotaadeno 11
Rotavirus antigen (Qualitative) (Feces) Feces Rapid testa Rotaadeno II
(1—3)-B-D-Glucan Plasma B-Glucan trst WAKO
Serologic test for syphilis (STS) (Quantitative) Serum LASAY autoc RPR
Group A-B Streptococcal-rapid Detection Others BD Veriter ™ System StrepA
(Qualitative)
Influenza virus antigen (Qualitative) Others Quick Navi Flu I
Streptococeus pneumoniae in cerebrospinal (fluid, | Urine Others Binax NOW ™ Streptococcus pneumoniag
urinary)
Treponema pallidum antibody (Quantitative) Serum LASAY auto TPAb
Norovirus antigen (Qualitative) Feces Quick Navi Noro II
human metapneumovirus (hvVPV) antigen Others Check hMPV
(Qualitative)
adenovirus antibody (Qualitative) (remove feces) Others Rapitotesuta RSV-Adeno
HTLV-I antibody Serum HTLV - Abbott
The group of Mycobacterium antigen (Qualitative) | Others capilia TB-Neo
Endotoxin Plasma Endotoxin single test Wako
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Asahikawa Medical University,
Medical Laboratory and Blood Genter, IR T
Depaﬂment of Dlagnostlc Pathologjn ST

Asalukawa Medlcal ljmversny Hospital

Y

Scope of accredltatlon' L

Type of Samples - - Test Method

B Item L
I-[[V-l 2Ant1gen antlbody simultaneous™ Serum HTV Ag/Ab Combo dssay-Abbott
_measutemeiit (Quantitative) ; A S e
d Hepatitis and relates s
HBeantigen- . |- Serum HBeAg- Abbott
HBe antibody | ' (07| Serum HBeAb Abbott
HCVicorgiprotein Voo Seum | - HCV Ag- Abbott
I1Bs dntibody (Quantitative) “Serum [ Ausab- Abbott
HBc antibody (Semi-quantitative, Quantitative) Serum HBc- Abbott
e Autoantibody ) L
Anti RNP antibody (Quantitative) Serum Elia U1RNP antigen well . -
Anti Sm antibody (Quantitative) Serum - Elia Smbp antigen well !
Matrix metalloproteinase-3 (MMP-3) Serum Pana clear MMP3 [latex |
Serine proteinase 3-anti-neutrophil cytoplasmic Serum Elia PR3s — ANCA antigen well
antibody (PR3-ANCA) : -
Anti neutrophil cytoplasmic myeloperoxidase Serum Elia MPOs — ANCA antigen well
antibody (MPO-ANCA)
Anti Thyroglobulin antibody Serum Elecsys Anti-Tg
Anti Thyroid peroxidase antibody Serum Elecsys Anti-TPO
Anti TSH receptor antibody (TRAL) Serum Elecsys TRAb
Anti $8-A/Ro antibody {Quantitative) Serum Elia SS-A/Ro antigen well
Anti $S-B/La antibody (Quantitative) ) Serum Elia $5-B/La antigen well
Anti DNA antibody (Quantitative) Serum Elia dsDNA antigen well
Anti citrullinated peptide antibody (Quantitative) Serum Anti-CCP+ Abbott
f Immunology for plasma prokein
CHS50 Serum Complement value-HA test Wako
B2-microglobulin Serum Urine Superior BMG-H
Non-specific immunoglobulin IgE (Quantitative) Serum Elecsys IgE
Specific immunoglobulin IgE (Semi-Quantitative Serum Class T Immunoassay series
Qulitative) / (Quantitative) Immunoglobulin E Single test - single result
Multi-antigen kit Immunoccap specific IgE kiwi
Transferrin {Tf) Serum N-assay TIA Tf-H_Nittobo
Transthyretin(Prealbumin) Serum N-assay TIA Pre-albumin Nittobo
g Cellular functional test (cellular immunity related
test)
T and B lymphocyte subpopulation Blood . CD2-FITC/CD19-PE
T Iymphocyte subpopulation ' Blood CD2-FITC/CD19-PE
16 Microbiology
b Bacterial culture and 1dent1f1cat10n / Antimicrobial
sensitivity test(general bacteria)
Examination for drug sensitivity test, yeastlike Others {Yeast-like fungus DP; Eiken
fiungi
Drug susceplibility test for mycobacteria Others KYOKUTO BIT Spectrum-SR
¢ Tdentification of nucleic acid (genetic testing)
E. coli vero cytotoxin (Qualitative) Others capilia VT
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Appendix | Accreditation No. RMLo2g50

Asahikawa Medical University,
Medical Laboratory and Blood Center,
Depaﬂment of Dlagnostm Patholog’y,
Asahlkawa Medmal l/mverslg/ Ilospltal

Scope of accred ,atlon:' F

o Tiem Type of Samples " Test Method
17 Gene-related / Ch:omosoma fest e B
a Somatic gene test . LS el
Gene dlagnoms of hematopmetlc organ tumor - Blood Punctured | RT-nested PCR
fluid
Ma_]or BCR-ABLI rnRNA .0t Bleod Punctured | RT-nested PCR
S / fluid
b Idcntlﬁ'canqn”of pathogen nucleic acid : L :
DNA ‘aniplification assay for Mycobacteria Others . TRCReady MTB
tuberculosis complex ]
Mpycobacterium avium / intracellulare DNA Others TRCReady MAC B
Quantification of HBV nucleic acid (Quantitative) | Serum . cobas 6800/8800 system HBV
HCV DNA (Quantitative) Serum cobas 6800/8800 system HCV'
18 Others excluding 11 to 16 class )
a Therapeutic dmg monitoring
Digoxin Serum Nonopiza TDM Digoxin
Theophylline Serum Nanopia TDM Theophylline
Valproic acid, Carbamazepine Serum Nanopia TDM Valproic acid, Nanopia TDM
Carbamazeping
Phenytoin, Phenobarbital Serum Nanopia TDM Phenytoin, Nanopia TDM
Phengcbarbital
Vancomycin, Teicoplanin, Arbekacin Plasma Nanopia TDM Vancimyein, Nanopia TDM
Teicoplanin, Nanopia TDM  Arbekacin
Cyclosporin, Tacrolimus hydrat Seum Elecsys Cyclosporine, Elecsys Tacrolimus
Methotrexate Serum Nanopia eTDM Methotrexate
Pathology
31 Preparation
a Preparation for histodiagnosis
Organize slices Tissues Hematoxylin-Eosin stain
CELL BLOCK Punctured | Others Hematoxylin-Eosin stain
fluid
¢ Preparation for immunclogical stain (histodiagnosis)
Estrogen receptor Tissues BOND Polymer Refine Detection ER
Progesterong receptor Tissues BOND Polymer Refine Detection PgR
Human epidermal growth factor receptor-2 Tissues BOND Polymer Refine Detection HER2
Epidermal growth facter receptor protein Tissues BOND Polymer Refine Detection EGFR
Anaplastic lymphoid kinase fusion protein Tissues BOND Polymer Refine Detection ALK
CD30 Tissues BOND Polymer Refine Detection CD30
Others Tissues BOND Polymer Refine Detection
d Preparation for rapid pathelogic daiagnosis
Preparation for operative rapid pathologic Tissues Hematoxylin-Eosin stain
daiagnosis
Preparation for operative rapid cytodiagnosis Punctured | Others Papanicolaou stain
fluid
e Cytodiagnosis
Gynecology Others Papanicolaou stain
Fine needle aspiration cytology,Body cavity Punctured | Others Papanicolaou stain
washing fluid
Others Others Papanicolacu stain
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Appendix . Accreditation No. RMLo2450

Asahikawa Medical University,

Medical Laboratory . and Blood Cenfter; -
Department of Blag‘nastm Patlmlogy, e
Asahllra'wa Medl_ aI l/mmrs:ty Hospital

Scope of accredltatlon: S

B Item Type of Samples - Test Method
32 Pathologlcal dlagl'l()SIS oo
a Pathological dlagnosls S K .
Histology -~ . .| Tissues Hematoxylin-Eosin:stain-
Cy'tology L =Y. Others Papanicolaou stain

Physnology g

11 Physwlogy

a Respiratory function test (Spirography)

Slow vital capacity ' DISCOM-21FXTI, CHESTAC-8900

Forced vital capacity DISCOM-21FXII, CHESTAC-8900
Functional Residual Capacity - CHESTAC-8%00
Closing volume CHESTAC-8900
DLCO (diffusing capacity of CO) CHESTAC-8900
b Electrocardiogram
At least 12 leads including limb monopole lead and ECG-2550, ECG-2450, ECG-1450
the chest leads
Stress Electrocardiogram ECG-2550, BCG-2450
Holter Electrocardiogram SEER Light . SEER 12, FM-800.
SPIDERFLASH - t
¢ Ultrasonography
Cardiac ultrasonography iE33, APLIO ARTIDA(SSH-880CV). Vivid
E9 with 4D, LISENDO 880
Abdominal ultrasonography Aplio 500
Body surface ultrasonography Aplio 500
Vascular ultrasonography APLIO ARTIDA(SSH-880CV), SSD-F75.
LISENDO 880
d Electroencephalography
Electroencephalography (PS, HV) EEG-1218
Electromyography (SEP, VEP, ERA, MEB-2312

ABR audiometry, others)

Japan Accreditation Board
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