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Accreditation Certificate (Page 1/7)

\]P)]P) (@]ﬂl(dl ELX Accreditation No. RMLoogz0
W, - National university corporation, University of Yamanashi

= University of Yamanashi Hospiial,
m . Depariment of Clinical Laboratoery, Division of Transfusion
?ﬁ“\ . Medicine and Cell Therapy, Depariment of Pathology

National university corporation, University of Yamanashi

University of Yamanashi Hospital, Department of Clinical Laboratory,
Division of Transfusion Medicine and Cell Therapy, Department of Pathology
1110, Shimokato, Chuo-shi, Yamanashi, 409-3898 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, eic.)

a Qualitative (urine / feces)

Urinary Qualitative / semi-Quantitative Urine " uropeipa-cll eilcwn
Examination (general substances) (Gravity, pH,
Protein, Glucose, Urobilinogen, Urobilin,
Bilirubin, Ketones, Occult blood reaction
(Urinary), Bacteria (Test paper), Leukocyte (Test

paper),)

Protein quantitation Urine ] maikuro TP-AR

Glucose quantitation Urine _ L taipu wako GLU -2

Hemoglobin, feces Feces lateklkusu menekihidalithou

Sedimentary test, urine ‘ Urine U-SCANNER Senyou senjyouzai, U-
SCANNER Senyou suraido - sennsyokueki

2 Hematology
a Blood count / blood cell morphology test

Peripheral blood general test*(complete blood Blood CELLPACK DST. Lysercell WNR., WDF.

counts)* : RBC, WBC, Hgb, PLT, Het WPC. Fluorocell WNR.. WDF. WPC

Reticulocytes Blood CELLPACK DF1, Fluorocell RET

Hemogram (The microscope method) Blood M/15 rinsankansyoueki. gimuzasensyokueki
«_meigyurunwarudo sensyokueki

Hemogram (The automatic analyser method) Blood CELLPACK DST, Lysercell WNR. WDF.

WPC. Fluorocell WNR. WDE, WPC

b Thrombus / hemostasis related test

Prothrombin time(PT) Plasma toronboreru S
Activated paitial thromboplastin time(APTT) Plasma tronbocheck APTT-SLA
Fibrinogen (Quantitative) Plasma tronbocheck Fib(L)
Fibrinogen degradation producis(FDP) Plasma erupia FDP-P. kyoutuulkisyakueki I (suteisia
you)
3 Biochemistry I
a Biochemistry
Total bilirubin Serum TBIL E-HA test wako
Bilimubin, indirect and direct Serum DBIL E-HA test walko
Total protein Serum Punctured aqua auto kainos TP-TT
fluid
Albumin : : Serum aqua auto kainos Alb
Proteins fractionation Serum Urine kuikkujel sp
Urea nitrogen(BUN) I | Serum Urine Ltaipuwako UN2 o
Creatinine Serum Urine L taipu wako CRE-M

Uric acid Serum Urine L taipu wako UA-M

L] na ~res s meam o e o= e o -
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Scope of accreditation :

Accreditation Certificate

(Page 2/7)

Accareditation ™No. RMILooy30

National university corporation, University of Yamanashi
University of Yamanashi Hospiial,

Department of Clinical Laboratory, Division of Transfusion
Medicine and Cell Therapy, Deparfment of Pathology

Ttem Type of Samples Test Method
Na and Cl1 Serin Urine BM siriizu Na. ‘K, CI sokuteiyousiyaku
K Serum Urine BM siriizu Na, K, Cl1 sokuteiyousiyaku
Ca Serum Urine L taipu wako Ca
Inorganic phosphate and phosphoric acid Serum Urine detamina L-IP TARE
Mg Serum iatoro LQ Mg reto
Total cholesterol Serum detamina L-TC I ARE
Triglyceride Seruin detaminaL-TG T ARE
HDL-cholesterol Serum koresutesuto N HDIL/1/toku
LDL-cholesterol Serum metabori-do LDL-C
Glycated albumin Serum rusika GA-L
Glucose Blood Serum L taipu wako GLU2. lousomakuhou
Hemoglobin Ale (HbAlc) Blood kuromato hou
Fe Serum Imiklkuoto neo Fe7170
Total iron binding capacity (TIBC) Serum keisanhou
Unsaturated iron binding capacity (UIBC) Serum kuikluoto neo UIBC 7170
Ammonia Blood fuji doraikemu NH3-W 1T
Alkaline phosphatase Serum L taipu wako ALP IFCC
Cholinesterase Serum kuiklkuoto neo CH-E 7170
y-glutamyltranspeptidase (y-GT) Serum sikarikkido y-GT7J
Lactate dehydrogenase (LD) Serum Punctured L taipu wako LD IF
. fluid
Amylase Serum Urine L taipu wako AMY
Creatine kinase (CK) Serum Punctured sikarikkido CK
fluid
Asparate aminotransferase (AST) Serum Punctured L taipu wako AST-J2
fluid
Alanine aminotransferase (ALT) Serum Punctured L taipu wako ALT-J2
fluid
Blood gas analysis Blood ABLB25
5 Immunoclogy
a Immunochemisiry I
C-reactive protein (CRP) Serum nanopia CRP (toku) H setto
Immunoglobulin (IgG, IgA, IgM) Serum N-ATIA IeG-SH(E type), TIA IgA-SHE
type) ,TIA IeM-SH(E type)
N-ATIA IgA-SH(E type)
N-ATIA IgM-SH(E type)
C3 Serum N-A TIA C3-SH(E type)
Cc4 Serum N-A TIA C4-SH(E iype}
Immunoglobulin (RF) Serum N-Laiex RF
b Immunohematology
Blood group (ABO type) Blood karamugyousyuuhou,silcenkanhou
Blood group (Rho (D) factor) Blood karamugyousyuuhou,sikrenkanhou
Indirect Coombs, direct Coombs Blood karamugyousyuuhou,sikenkanhou
¢ Infectious disease I
HBs antigen Serum ARCHITECT -HBsAg QT
HBs antibody - Serum ARCHITECT - Anti-HBs
HCYV antibody (Quantitative, Qualitative ) Serum ARCHITECT-HCV
HIV-1,2 anfigen and antibody simultaneons Serum DAINA SCREEN HIV Camho
measurement .
HTLV-Tantibody (Qualitative) Serum ARCHITECT-HTLV
Serologic test for syphilis (STS) (Qualitative) Serum medicesu RPR
Serologic test for syphilis (Qualitative) Serum

Issue No. : RMLO0730-20210611

ARCHITECT TPAb - abboti(500 test)
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Accreditation No. RMILooyz0

National university corporation, University of Yamamnashi
University of Yamanashi Hospital,
Depariment of Climical Laboratory, Division of Transiusion
Medlicine and Celi Therapy, Department of Pathology

Scope of accreditation :

Item Type of Samples Test Method

Anti streptolysin O (ASO) Serum N-Latex ASL

6 Microbiology
a Microscopic examination for stained film (general
bacteria)

Other Sputum Others guramusensyokuekil %kurisutarubaioretto
youeki,
guramusensyokueki5%tansansuisonatorimu
youeki. guramusensyokueki2%youso
youeki, guramusensyokueki aseionetanoru -
kongoueki. guramusensyokueki paiferueki,
3%ensan arukoru., tiimkambourufikusin.
refureru - arukarimetirenburun

b Bacterial culture and identification / Antimicrobial
sensitivity test(general bacteria)

Bacterial culture and identification Sputum Others DxM1096 maikurosukyan WalkAway
BD BACTECFXBD BACTEC FX40

Anaerobic culture Others buruseraHKkantenbaiii(usagi)

Antimicrobial sensitivity test (general bacteria) Sputum Others maikurosukyan WalikAway96plus

Mycobacterial culture and Isolation (liquid Sputum Others balute aralerto 3D

medium)

Mycobacterial culture and Isolation (other) Sputum Others kudouPDbaiti

Mycobacterial identification Sputum Others kyapiriaTB

Non-Basic Series
11 General (urine, feces, etc.)
a General urinalysis

Albumin (Quantitative) (Urinary) Uring auio wakopalbumin

Osmolarity Urine ozumostation OM-6060

N-acetyl glucosaminidase (NAG) (Urinary) Urine sikafitto NAG

b Scatoloscopy

Hemoglobin (Qualitative ) (feces) Feces OC hemodia outS

¢ Basic analysis for punctatum, sperm, sputum and -
others

Test of cerebrospinal fluid (protein quantification, Punctured maikuro TP-AR, Liaipu wako Glu2,

glucose quantification, cell numbers, cell classify) fluid samusoneki

12 Hematology
a General hemaiology, hemogram
EBrythrocyte sedimentation rate Blood silkekywn tinkousokudo sokuteisouti Smart
) Rate 40 i

Serum osmolality Serum ozumostation OM-6060

Hemogram (special stain) Blood ALP sensyolukitio, MPO sensyokukitto.
esuteraaze sensyokukitio. Fe sensyokukitto,
PAS sensyokukitto

Myelogram Others M/15 rinsankansyoueki . gimuza sensyolkucki
- _mei-guryunwarudo sensyolueki

Myelogram (special stain) Others MPO sensyokukitio, esuteraaze
sensyokukitio, Fe sensyoicukito, PAS
sensyokulkiito

b Thrombus / hemostasis related test I

Antithrombin (activity) Plasma tesutotiimu S AtIL

Plasminogen (activity) Plasma tesutotiimu S PLG

Plasmin inhibitor/plasmin complex(PIC) Plasma erupia essu PPITI

Protein C (Qualitative) Plasma tesutotiimmn §  PC ﬁ1

» ae
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Ttem Type of Samples Test Method
D dimer Plasma LPIA jenesisu Ddaimer
Thrombin anti-Thrombin complex (TAT) Plasma suteisia CLEIA TAT, kyoutuukisyakueki
. V(suteisia you). kisitueki (RS)
13 Biochemisiry 1
a Biochemistry 1
Free cholesterol Serum detamina L-FC 7170
Zn Serum Urine akyurasu outo Zn
Bile acids Serum aqua auto kainosuTBA
Cu Serum kuikk auto neo Cu 7070
Ferritin Quantitative Serum LUMIPULSE Ferritin-IN
Lipoprotein (a) Serum - Lp(a) ratekkusu [daiiti]
Remnant like particles (RLP) Cholesterol Serum metaboriido RemL-C A
Procaicitonin (PCT) (Quantitative) i Serum BRAHMS PCT - abbott
b Biochemistry II
Leucine Aminopeptidase (LAP) Serum L taipu wako LAP
Lipase Serum Lipaaze karaa auto test wako
KL-6 Serum LUMIPULSE KL-6
Apolipoprotein (AL Al B, CII, CIIL, E) Serum apo A- I auto-Nldaiiti |, apoA-II auto-N
ldaiiti) . apoB auto-NT daiiti |, apoC-II
auto-Nldaiiti| . apoC-TT auto-NT daiiti] .
apoE auto-NT daiiti |
¢ Isozyme
Lactate dehydrogenase Isozyme Serum Imiklujeru LD
CK-MB Plasma sutoratasu CS CKMB
14 Biochemistry IT
a Endocrinology I
Human chorionic gonadotropin, f-subunit (HCG- Serum ARCHITECT - BHCG Reagent kit
B)
Thyroid-stimulating hormone (TSH) Serum ECLusys Reagent TSH v2
Free trijodothyronine (FT3) Serum ) ECLusys Reagent F13 10
Free thyroxine (FT4) Serum ; ECLusys Reagent FT4IM
C-peptide (CPR) ] Serum Urine LUMIPULSE C-peptids
Insulin (IRI) Serum LUMIPULSE Insulin-N
Follicle-stimulating hormone (FSH) ' Serum ECLusys Reagent FSH IT
Luteinizing hormone (LH) Serum - ECLusys Reagent LH
Prolactin (PRL) Serum ECLusys Reagént Prolactin 1T
Progesterone Serum ECLusys Reagent Progesterone I
Parathyroid hommones (PTH) Serum ECLusys Reagent PTH
Brain natriuretic peptide (BNP) Plasma STEtest ['TOSOH] I BNP Immune
Reagent
Estradiol (E2) Serum ECLusys Reagent E2 IV
Cortisol Serum ARCHITECT Cortisol - abboti
Thyroglobulin Serum BCLusys Reagent Tg I
Adrenocorticotropic hormone (ACTH) Plasma ECLusys Reagent ACTH
b Tumor marker
u-fetoprotein (AFP) . Semm ECLusys Reagent AFPTL  (200)
Carcinoembryonic antigen (CEA) Serum ECLusys Reagent CEATL  (200)
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CA19-9 Serum ECLusys Reagent CA19-910
CA125 Serum ECLusys Reagent CA12511
Prostate-specific antigen (PSA) Serum ECLusys Reagent PSA T v2
Squamous cell cancer related antigen (SCC) Serum ECLusys Reagent SCC
CA72-4 Serum BCLusys Reagent CA72-4
Neuron specific enolase (NSE) Serum ECLusys Reagent NSE
Cytokeratin 19 fragment Serum ECLusys Reagent CYFRA
Free PSA/Total PSA ratio Seruim ECLusys Reagent free PSAv2
Collagen I carboxyterminal propeptide (ICTP) Serum LUMIPULSE PIVKA-TT
o-fetoprotein lectin-affinity fraction (AFPL3%) Serum WTAS Wako AFP-L3
Inteleukin 2 receptor, soluble (sIL-2R) Serum Plasma suteisia CLEIA IL-2R. kisitueki (R3)
kioutn Diluent (IIT) (Stacia)
¢ Special analysis
Branched-chain amino acids and tyrosine molar Serum daiyakaraa * rikiddo BTR.
ratio (BTR)
15 Immunology
a Immunohematology
Irregular antibody Blood Column Agglutination Technology
b Inmumunology for infectious disease I
Antistreptokinase(ASK) (Semi-quantitative) Serum Serodia ASK
Mycoplasma pneumoniae antibody (Qualitative) Serum ImmunoCard Mycoplasma test
¢ Immunology for infectious disease 111
E. coli 0157 antigen (Qualitative) Feces kyapiria 0157
RS virus antigen (Qualitative) Others imunoeesu RSV
Clostridium difficile toxin A (Qualitative) Feces C.DIFF QUIK CHEK konpuriito
Adenovirus antigen (Qualitative) (Feces) Feces rapiddotesutarota- adeno I
Rotavirus antigen (Qualitative) (F eces) Feces rapiddotesutarota- adeno IT
Streptococcus pneumoniae in cerebrospinal (fluid, | Urine Binax NOW haienkyukin
urinary)
Treponema pallidum antibody (; Semi-quantitative) Serum Serodia TP
Treponema pallidum antibody (Qualitative) Serum Quick CHASER TPAb
adenovirus antibody (Qualitative) (remove feces) Others imunoeesu adeno
Legionella pneumophila antigen (Urinary) Urine Binax NOW rejionera
HIV-1,2 Antigen, antibody simultaneous Serum ARCHITECT-HIV Ag/Ab combo assay
measurement (Quantitative) aboto
d Hepatitis and relates
HBe antigen Serum ARCIITECT - HBeAg (100test)
HBe antibody Serum ARCHITECT - HBeAb (100test)
HCY core protein Serum LUMIPULSE ortho HCV Antigen
HBs antigen (Qualitative, Semi-quantitative) Serum Quick CHASER HBsAb
HBc antibody (Semi-qu antitative, Quantitative) Serum ARCHITECT - HBc I (1 00test)
CV antibody (Qualitative) (Qulitative) Serum Quick CHASER HCVAD
¢ Autoantibody
Cold agglutination Serum TypeO Red blood cell
Matiix metalloproteinase-3 (MIVIP-3) Serum panakuria MMP-3
. Anti Thyroglobulin antibody Serum ECLusys Reagent Anti-Tg
Anti Thyroid peroxidase antibody Serum ECLusys Reagent Anti-TPOQ
Anti TSH recepior antibody (TRAD) Serum ECLusys Reagent TRAD v2
Anti-nuclear antibody (immunoflucrescence) Serum Fluoro HEPANA-D test

(Semi-Quantitaiive)
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 Immunology for plasma protein
CH30 Serum hotaika-HA tesuto wako
p2-microglobulin Serum Urine BMG-latex X-1Tseiken |
Retinol binding protein (RBP) Serum N-ALARBP
Non-specific immunoglobulin IeE (Quantitative) Serum LUMIPULSE IgE
g Cellular functional test (cellular immunity related
test)
T and B lymphocyte subpopulation Blood CYTO-STAT tetraCHROME series
T lymphocyte subpopulation Blood CYTO-STAT tetraCHR OME series
16 Microbiology
b Bacterial culture and identification / AnumIcrobzal
sensitivity test(general bacteria)
Drug susceptibility test for mycobacteria Others kekkalukinkannjuseibittosupelutoruSR.
17 Gene-related / Chromosome test
b Identification of pathogen nucleic acid
Neisseria gonorthosag DNA Secretions | Urine BD probeTec ET
Chlamydia trachomatis DNA -_| Secretions | Urine BD probeTec ET
Quantification of HBV nucleic acid (Quantitative) Serum cobasu TagMan HBV  Touto] V2.0
HCV DNA (Quantitative) Serum cobasu TagMan HCV  Touto] V2.0
18 Others excluding 11 to 16 class .
a Therapeutic drug monitoring
Lithium Serum rapiddokemu 754

Temia Ma . B AATA9A anndnng 4
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Pathology ) 3

31 Preparation

a Preparation for histodiagnosis

Organize slices Tissues Others Hematoxylin-Eosin Stain

CELL BLOCK Tissues Others Hematoxylin-Eosin Stain
¢ Preparation for immunological stain (histodiagnosis)

Estrogen receptor Tissues Others Ventana ultra View DAB Universal kit
Progesterone receptor y Tissues Others Ventana ulira View DAB Universal kit
Human epidermal growth factor receptor-2 Tissues Others Ventana ulira View DAB Universal kit
Bpidermal growth facter receptor protein Tissues Others Ventana ultra View DAB Universal kit
CD30 Tissues Others Ventana ultra View DAB Universal kit
Others Tissues Others Ventana vlfra View DAB Universal kit

Ventana Opti View DAB Universal kit

d Preparation for rapid paihblogic daiagnosis

Preparation for operative rapid pathologic Tissues Hematoxylin-Eosin Stain

daiagnosis

Preparation for operative rapid cytodiagnosis Punctured | Others Papanicolaou stain, May-Giemsa stain
fluid

¢ Cytodiagnosis

Gynecology Others Papanicolaou stain

Fine needle aspiration cytology,Body cavity Punctured | Others Papanicolaou stain, Mav-Giemsa stain

washing fluid

Others Others Papanicolaou stain, May/-Giemsa stain

32 Pathological diagnosis

a Pathological diagnosis

Histology Tissues Others Hematoxylin-Eosin Stain

Cytology Others Papanicolaou stain, May-Giemsa stain

Japan Accreditation Board
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