Medical Laboratory

Accreditation
(C €] [’lt ldf LCad lt €© Accreditation No.RMILoo240

Tokushima University
Laboratory Medical fechnology Section,
Tokushima University Hospital

2-50-1, Kuramorocho, Tokushima-shi, Tokushima,
770-8503 Japan

meets the following criteria. On the basis of this, Japan

Accreditation Board (JAB) grants accreditation to the said
medical laboratory.

Applicable accreditation criteria 1 ISO 15189 : 2012
Scope of accereditation + As described in the appendix.
Premises covered by accreditation : As described in the appendix.
Expiry date of accreditation . July 31, 2027
Revised March 2, 2023
Renewed August 1, 2023
Initial accreditation July 6, 2007

T Fyb

Y./lizuka, President

Japan Accreditation Board

Issue No. : RML00240-20230302
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Tokushima University
Laboratory Medical technology Section,
Tokushima University Hospital

Tokushima University

Laboratory Medical technology Section,

Tokushima University Hospital

2-50-1, Kuramotocho, Tokushima-shi, Tokushima, 770-8503 Japan
Including primary sample collection in the scope of accreditation

Scope of acereditation -

[tem Typiz c::I'Snmp]cs Tesi Melhod:

Basic Series

| General (uring, foges, oie )

& Chualitative (urine [ feces)

Urmary Qualitative / semi-Quantitative Examinationt | Urine uropapera il 'eiken'l1
(general substances) (Gravity, pll, Prolein, Glucose,
Urobilinogen, Urobilin, Bilirubin, Ketones, Occull
blood reaction (Urnary), Bacteria (Tcst paper),
Sodium chloride, Leukoeyts {Test paper), Albumin)

gravity : refractomeler
bilirubin:ictotest

Protein quantitstion | irine pTP-AR I
Criucose guantitation Uring. Cick auto nop GLU-HE
Sedimentary (et urine Liring lnhestem®

2 Hematology

a Blood count / blood cell morphelogy test

l’mfphm:ﬂ blood general teset Blopd CN-FREE CBC ITMEPAC

(complete blood counts)* : DIFF TIMEPAC

RBC, WBC, Hgb, PLT, Het PERCX SHUATH
FUOROCELL WNR
LYSERCELL WNR
SULTFOLYSER

. CELLPAC DL
Reticulocytes Blood mutoRETIC
~ capirott
Hemogeam (The microseope method) Eilood Muay-Gieamsa’s shiin
Hemogram (The oulomatic snalyser method) Bload DIFF TIMEPAC LYSARCELL WDF
b Thrombus /! homostesis rolated test

Prothrombin time'T) Plasma Heamos [L RecombPlastin 26

Activated partial thromboplastin tmel AFTT) Plasma Heamos |L Synthsil

Eibringgen (Cuantitative) , Plissrmie thrombeo check

Fibrinogen degradation prodocts{FDIM Plrsmiz LFIA FIP-P

3 Bipchemistry 1
i Biochenmistry

Tl bilirubin Eenim Accuras auto T-BIL

Bikisubir, indirect and direct Seim Acourngantn D-BIT,

['vinl proein Serum Accuray aufo TP

Albumin Serum Accums sute ALB 1

Issue No. : RML0O0240-20230302
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Accreditation No. RMILoo240

Tokushima University

Laboratory Medical technology Section,

Tokushima University Hospital

Scope of accreditation

leem Type of Samples Test Method
Proteins fractionation Serum Agarose gel electrophoresis
Urea nitrogen(BUN) Serum Urine Aqua auto kainos UN T Reagent
Creatinine Serum | Urine Serotec CRE-N
| Uric acid Serum | Urine Serotec UA-L
Na and CI Senun Urine Ton choice electric method
K Serum Urine ITon chotce electric methoed
Ca Serum Urine Aqua auto kainos Ca Reagent
Inorganic phosphate and phosphoric acid Serum Urine Detamina-LIP I
Mg Serum latoro LQ Mg rate T
Total cholesterol Serum Detamina L TC IT
Triglyceride Serum {ju(ffgent TG —
HDJ.-cholesterol Serum Metaboride HDL-C
LDL-cholesterol Serum Quorigent LDL
Glycated albumin Serum Lucika GA
Glucose . Plasma Quick aulo neo GILU-HK
Hemoglobin Ale (HbAlc) Blood HPLC l
Fo | Serum Quick auto neo I'e
Unsaturated iron binding capacily (UIBC) Serum Quick auto neo UIBC
Ammonia Blood Plasma fuji drychem slide NH3-W I
fuji drychem stide NH3-PIIT
Alkaline phosphatase Serum Cygnus auto ALP IF
Cholineslcrase Scrum Quick auto neo Ch-E
y-glutamyliranspeptidase (y-GT) | Serum Quick auto neo y-GT JS
Lactate dehydrogenase (LD} Serum Serotec LD [F
Amylase Serum Urine Serolec AMY-ML
Creatine kinase (CK) Serum Labofit CK
cica Liquid CK
Asparate aminctransferase (AST) Serum Ltype wako AST - J2
Alanine aminolransierase (ALT) Serum Ltype wake ALT = ]2
Blood gas analysrs Blood electrade method
algorithm
5 immunology
2 Immunochemisiry [
C-reactive protein (CRP) Serum Accuras auto CRP-N
Immunoglobulin (IgG, IgA, IgM, TgD) Serum N-assay TIA lgG-SH,N-assay TTA IgA -
SH.N-agsay ToM-SH
C3 Serum N-assay TTA C3-SH
4 Serum N-assay TIA C4-SIL
Immunoglobulin (RF) Serum LZ lest EIKEN RF
b Immunchemalology |
Blocd group (ABO type) Blood Ortho Biovue anti-A.anti-13,anti-D cassete
Blood group (Rho (D) factor) Blood Ortho Biovue anti-A.anti-I3.anti-D cassete
Indirect Coombs, direct Coombs | Blood Gamima-clone anti-IgG
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Tokushima University

Laboratory Medical technology Section,

Tokushima University Hospital

Scope of accreditation |

Item Type of Samples Test Method
o [nfections disease [ '
- HBz Intigen Sermm Lumipulse Preip HEsAg-HO
S Lusmipulic HBARHO
HBs antibedy, Senum Lumipulse Presta HEsAR-TI
Lumipulse HBsAbSN
HCV antibody (Gantitatyve, Qualitative ) Serum Lanmipuelse Preste 1OV
- Lamipulse HCWV )
HIV-1.2 aitigen und antibady simultanecus ‘Senim Lurmipulse Fresto HTV Agidh.
fgasiremnient
HILV-lantibody {Qualitative) Berum LUMIPULSE PRESTOHTLV-1 /00
2 Serologic est forsyphilis (STS) (Chalitative) Serum Acours suto REE
Serologic test for syphilis (Qualitative) Serum Lumipilse Presto TP
Antistreptolygin O (AR Serum L7 test EIEEN ASQ
& Microhiology
a Mlicroscopic examination for stained film (general
bacleria)
Cither Crthers gram stain {B&M)(AERQSPRAY 7322}
Ziehl Meelsen stain{ ABROSPRAY 7722)
b Bacterial culture and identification / Antimicrobial
sensitivity test{goneral bactorid)
Bacterial culture and identification Others MALDI Biotyper, BACTEC FX,
VITEK 2 blue ,Rap 1D ANAT,
[13 test s FIN-20) rapid
Anmerobio culbure Cithers Rsp ID ANAT . WALDI Biotyper
Antimicrobial sensitivity test (general bacieria) Others DS 192K
RAISUS ANY | KB Disk
Mycobacterial cultume and Eolation (lguid medimy) | Others BACTRC MGIT 320
Mycobacterial cultire and lsolation fother) L'}j:ljr:r:i Claawn medium
wycobactarial identification Mhirs DD Mycobacterin,
MALD Bintyper
Non-Basic Series
11" General (uring, foces, eti.)
it Cresteral urmalysis
Adburnin [Cuantitativi) {Uriniry) Uring = soroieg T1A-ALBG
Camalarity Lrine fieezing point depressing method
M-acetyl glocosaminidase (MWAG) (Urinary) Uring= Livpe wikn NAG
Urinary sediment by flow cylometry (Urinary) Lnne i UF I PACK-SED
UF IPACK-BAC
UF I SERCH-SED
UF I SERCH-BAC
b Seatilosoapy 1
Frasitic wonm aggs (fetes) . Feges horumarin * eruhon,  syotouensinfyuhioo
Direct smear method(helminth ova and ineluding Feces irect smear method.,
observation of fat and intestinal ahstmition test) Kanizinsolousyothohuyuhoy
Heoglobin (Cualitative ) (feoes) Faces OC-bemodinanioSeikanm

[ssue No. : RML00240-20230302
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Tokushima University
Laboratory Medical technology Section,
Tokushima University Hospital

Scope of accreditation :

. . [tem AR Type of Samples Test Method
& Hasie anatysis for pungtatm, spermy spubum and othees _
Test ol cerehraspinial fuid Punctured cell numbers:  Fuchs Kosenthal — specific
(protein quantification, glucose quantification, i flow cytometry
cell numbers, specific gravity, globulin reaction, gravity:refractometer
cell classify) Prolein:nTP-AR
CucoseCnilek anio neg GLUSHE
2 IIEmumEﬂ_.
i Generelhematdlogy, henopram
Erythipgyte sedimentation rate Bload Westergren
Seram osmlality Senum freezing point depressing method
HemoglohinF (HR1Y Blood HPLC
Myelogeam Cithirs May-Uiicamsa's stain
b Thrombus / hemostasis related test [
Antitheombin (activity) Plasrtin Chromorate AT C) 11
Plismimogen fictivity) Pliesmn Chromorate PLG{ C) 11
PFlasmin mhibitorplasmin complox(PIC) Fliezma LPIA ace FPIIT
Coagulation facter(ILV,VIT, VITLIX, X, XTI, XIT, XII) Plisrmin HemoslIl. RecombiPlastin 2G, HemosIL
Synthgil APTT, HemosIL Factor
T VL VL LMD
[ dimer Plusmau LPIA ace D-dimer
Cragnlation fetor mhibilos Plastmu HemosIL Synthsil APTT, HemosIL Factor
WVILLX
Thrombin anti-Thrombin complex (TAT) Flusmis STACIA CLETA TAT
¢ Thrombus / hemostasis related test 1T
Higeding time (Hhers Duke method
Platelet azprepation Plisma MMEMIADE, Collagen Reagent hosm
13 Binchemistry 1
# Brochemistry 1 I
Fhiospholipid Serumni Dagtiriina L PL
An Serum Acourns puto fn
Monocarboxy e TMasma Dietarming LA, Detaming PA
Bike acids Serum Arjun suto kings THA reagent
i Serum Linick w0 neo Cu
Ferritin Chaentitative Serum Iatar Ferritin
bBiochemistry I
leucine Aminopeptidase (LAT Sequm Serotes  LAP-B
Lipass Serum Cygnus auto LIF
K6 Serum LUMIPLUSE PRESTO KL-6
¢ lsomyme .
Amylase lsorsvme Serum setotor ANISO-ML
CE-MB Serum L ype waks CE-MB mass
d Immunochemisicy
Crridine troponin 1 Sernimn Lumipulse high sensitive Troponin 1

Issue No. : RML0O0240-20230302
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Tokushima University
Laboratory Medical technology Section,
Tokushima University Hospital

Scope of accreditation

Item Type of Samples Test Method
14 Biochemistry I1
a Endocrinology 1
Human chorionic gonadotropin, B-subunit (HCG-B) Serum ETESUTO [TOSOH; I{(B-HCG)
Thyroid-stimulating hormone (1'SI1) Serurmn | LUMIPLUSE PRESTO TSH IFCC
Free tritodothyronine (FT3) Serum TLUMIPLUSIL: PRESTQ FT3
Free thyroxing (FT4) Serum LUMIPLUSE PRESTO FT4
C-peptrde (CPR) Serum Urine E TESUTO FTOSOH] I (C-PEPUCHIDO)
Insulin (IR Serem _ETESUTO ITOSOL] O (IRD)
Growth hormone (GIT) Serum, ETESUTO TOSOH) I (HGH)
I'ollicle-slimulating hormone (FSH) Seum ECLusys FSH
Luteinizing hormone (LH) Serum ECLusys LIL
Prolactin (PRL) Serum ECLusys PURORAKUCHINN
Progesterone Serum L TESUTO TTOSOH] 1L
(PUROGESUTERONN)
Brain natriurclic peptide (BNP) Plasma E TESUTO ['TOSOII} I (BNP)
Fstradiol (E2) | Scrum ECLusys ESUTORAJIQURU
Cortisol Serum ETESUTO TTOSCHI 1
(KORUCHIZOURU 1II)
"Testosteronc Serum L TESUTO TOSOH] IT
(TESUTOSUTERONN)
N-terminal pro brain natriuretic peptide (NT- Serum ARCHITECT Alere NT-proBNP - Abboit
proBNP)
Adrenocorlicotropic hormone (ACTH) Plasma ETESUTO [TOSOH | 1L (ACTH)
b Tumor marker I
u-fetoprotein (AFP) Serum LUMIPLUSE PRESTO AFP
Carcinoembryonic antigen (CIEA) Serum LUMIPLUSE PRESTO CEA
CA199 i Serum LUMIPLUSE PRESTQ CAI9-6
| CAI125 Serum ECLusys CA125
Prostale-specific antigen (PSA) Serum ECLusgys PSA
Squamous cell cancer relafed antigen (SCC) Serum ARCHITECT-SCC
CALS-3 Serum E TESUTO MTGSOH) T (CAl5-3)
Cytokeratin 19 fragmeni Scrum LUMIPLUSE PRESTO CYFRA
PIVEA-II (Quanlilative) 7 Serum LUMIPLUSE PRESTO PIVKA IT
Inteleukin 2 receptor, soluble (sI1.-2R) Serum Nanopia IT.-2R
1§ Immunology
a Immmunchematology B
Blood group, Rh system Blood anti-C,anti-c,anti-E anli-c
| Blood group, ABO subgroups Blopd Cralserve A3
Glyeo transferase associated with ABO blood tvp Plasma (ralserve A3
rrepular antibody Blood Ortho Biovue anli-Ip( casseltle
Anti platelet antibody Serum anti-PLT - MPI1A - Sercen
¢ Immunology for infectious discase 11T =
Escherichia coli,serotyping Others byougendaityoukinmenekikesseil seiken |
Clostridium difficile toxin A (Qualitative) Feces CDIFF QUIK CHEK_complete
(1—3)-8-D-Glucan Plasma B-Glucan TEST WAKO
Serologic test for syphilis (STS) {Quantitative} Serum Accuras auto RPR
Treponema pallidum antibody (Semi-quantitative) Serum SERODIA TP

fssue No. : RML0OGZ240-20230302
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Tokushima University
Laboratory Medical technology Section,
Tokushima University Hospital

Scope of accreditation -

Hem [ _ TypeofSamples | Test Method
Virus antibody i immunoglobulin class Serum UIRUSTTKOUTAT EIA[SEIKENN]RUBERA
(Herpesvirus, Rubelia virus, Cytomegalovirus, EB IgG. UIRUSU KOUT'AL
virus, Measles virus, Mumps virus, Human parvoviral BIA[SEIKENN]RUBERA IgM., UIRUSU

BLY, e Po V) KOUTAI BIA[SEIKENN]MASINN IgG.

MASINN IgM[SEIKENN]. UIRUSU
KOUTAI EIA[SEIKENN]MUNNPUSU [2G.
UIRUSU KOUTAI
EIA[SEIKENNIMUNNPUSU [gM, UIRUSU
KOUTAI EIA[SEIKENN]SAITOMEGARO
IG., SAITOMEGARO IsM[SEIKENN],
UIRUSU KOUTAI EIA[SEIKENN]SUITOU
IgG. UIRUSU KOUTAL

EIA[SEIKENN]SUITOU IgM, UIRUSU
KOUTATI EIA[SEIKENNIHERUPESU G,
IIERUPESU IgM[SEIKENN]
HTLV-I antibody (Semi-quantitative) Serum SERODIA HTLV- [
Chlamydia trachomatis antibody in immunoglobulin Semm PEPUTAIDO KURAMITIA [gA.
| class PEPUTAIDO KURAMIJIA TG
d Hepatitis and relales
HBe anligen Serum Lumipulse Presto HBeAg
HBe antibody Senumn Lumipulse Presto EBeAb
HBc¢ antibody (Semi-quantitative, Quantitative) Serum Lumipulse Presto HBcAb-IIT
¢ Autoantibody
Malrix metalloproteinase-3 (MMP-3) ] Serum Peanakunia MMP-3 latex
Anli TSH receptor antibody (TRAb) Serum E TESUTO (TOSOH] I (TRAB)
Anti-nuclear antibody Serum FURUORO HEPANA TESUTO
(immunoflucrescence) (Semi-Quantitative)
Anti IgG4 Serum N-agsay LA [2G4
{ Immunology for plasma prolein
CHS0 | Serum Hotaika HA test wako
B2-microglobulin Serum Urine LUMIPLUS PRESTC p2-M
Non-specilic immunoglobulin IgE (Quantitative) Serum FE TESUTO TTOSOH 1T (TgELL)
g Cellular functional test (cellular immunity related test)
T and B lymphocyte subpopulation Blood cylostat tetraCHROME CD45-FITC/CDS6-
RDI/CD19-ECD/CD3-PC5
T lymphocyte subpopulation | Blood cytostat tetraCI-IROME CD45-FITC/CD4-
RD1/CD8-ECD/CID3-PC5
16 Microbiolegy

b Bacterial culturc and identification / Antimicrobial
sensitivily tesi(general bacteria)

Lxamination for drug sensitivity Lest, veastlike fungt Others RAISTIS ANY

>rug susceptibility test tor mycobacieria Others bit spectrum-SR. | BrothMIC NTM
¢ Identification of nucleic acid (genetic testing)

E. coli vero cytotoxin (Qualitative) | Others dyuopas veroloxin

17 Gene-related / Chromosome test

b [dentification of pathogen nucleic acid

Mycobacteria DNA Others DDH Mycobacteria,
MALDI Biotyper
DNA amplification assay for Mycobacteria Others GENECUBE(PCR reaction)
berculosis complex ——=:
Mycobaclerium avium / intracellolare DNA Others (GENECUBE(PCR reaclion)

Issue No. : RMLO0240-20230307




Accreditation Certificate (Page 7/7)
App@]nudlftx

Accreditation No. RMLoo240

SN Tokushima University.
>—— = Laboratory Medical technology Section,
' Tokuslhima Universily Hospital
Scope of accreditation ; 3 o
, eem Type of Samplcs Test Method
18 Others excluding 1110 16 clpss I !
# Iherdpentis driis monitiring ,
Lithim Senm Espa Li I
Viancomyein, [Feleoplamin, Gentumicin, Tobmamyein, | Serum Nanopia TDM teitoplanin
Amikagin Arhekuein, Voriconazole ) Manopia TIM Vangomyoym
Lf}'l.‘lll:ii;l'{:lrir'l,' Toorobimns hydeat, Everclimus, Herim ECLuzys Cyclosporme, E!ELUS}:& Tucrolimus
Mycophemoiaty motetil
}_ Methatfexate Senim Hanopiz TDM methotrexats

Japan Accreditation Board

Issue No. : RMLOO240-20230302



