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Medical Laboratory

Accreditation
(C ert lL’JF [UC ate Accreditation No.RMLo2ojo

Hiroshima City Medical Association Clinical laboratory

3-8~6’, Seﬂdmaﬁm ”Mhﬂwa Slu Naka I(ll,ﬂirwhtma Ken,
730-8611, Japan |

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

Applicable accreditation criteria 1 ISO 15189 : 2012

Scope of accreditation . As described in the appendix.
Premises covered by accreditation . As described in the appendix.
Expiry date of accreditation : November 30, 2027
Revised July 25, 2023

Renewed December 1, 2023
[nitial accreditation November 15, 2019

A

Y./Iizuka, President

Japan Accreditation Board

Issue No. : RML02070-20230725
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Accreditation No. RMILo2oj0

Hiroshima City Medic

Association Clinical I&borq

41 =B '.‘:-'i
o !

1 General

a Qualitatiy

ative/semi-Quantitative Exami
ces) (Gravity, pH, Protein, G

UH,A,GK,B,S,pH 85

Protein quantitation

Reagent for an automatic er AR Wako

micro Total protein -

Glucose quantitation Urine Quick Auto Il GLU-HK ©
Hemoglobin, feces Feces OC-HEMODIA AUTO [II EIKEN
2 Hematology
a Blood count / blood cell morphology test
Peripheral blood general test*(complete blood Blood CELLPACK DST, SULFOLYSER,
counts)* : RBC, WBC, Hgb, PLT, Het Lysercell WNR,, Fluorocell WNR
Reticulocytes Blood CELLPACK DFL, Fluorocell RET
Eosinophils Blood CELLPACK DST, SULFOLYSER,
Lysercell WNR,, Lysercell WDF
Fluorocell WNR, Fluorocell WDF
Hemogram (The microscope method) Blood Mei Glynn Waido staining solution,
Giemsa's staining solution
Hemogram (The automatic analyser method) Blood CELLPACK DST, Lysercell WDF,
Fluorocell WDF
b Thrombus / hemostasis related test
Prothrombin time(PT) Plasma Coagpia PT-Liquid
Activated partial thromboplastin time(APTT) Plasma Coagpia APTT-N APTT Reagent, Coagpia
APTT-N_Calcium chloride solution
Fibrinogen (Quantitative) Plasma Coagpia Fbg
Fibrinogen degradation products(FDP) Plasma Nanopia P-FDP
3 Biochemistry |
a Biochemistry
Total bilirubin Serum Total bilirubin E-HR Wako
Bilirubin, indirect and direct Serum Direct bilirubin E-HR wako
Total protein Serum Aqua-auto Kainos TP-11
Albumin Serum Aqua-auto Kainos ALB test
Urea nitrogen(BUN) Serum Urine CicaLiquid-N UN
Creatinine Serum Urine Auto L_Tmizuho JCRE(N)
Uric acid Serum Urine CicaLiquid UA

Issue No. : RML02070-20230725
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Accrediitation No. RMILo2oj0

ISE BUFFER(IS) A&T
INTERNAL STANDARD A

&T
Urine Aqua-auto Kaino
Urine Determiner L IP 1
Urine Mg-HR 1T :
Determiner L TCIL
Determiner L TGII
MetaboLead HDL-C
MetaboLead LDL-C
Glucose Quick Auto Il GLU-HK
Hemoglobin Alc (HbAlc) Determiner L HbAlc
Fe Quick AutoIl Neo Fe
Unsaturated iron binding capacity (UIBC) Serum Quick Auto Il Neo UIBC
Ammonia Plasma CicaLiquid NH3
Alkaline phosphatase Serum Cical.iquid ALP-IFCC
Cholinesterase Serum Quick Auto Neo Ch-E
y-glutamyltranspeptidase (y-GT) Serum CicaFit y-GT
Lactate dehydrogenase (LD) Serum CicaFit LD-IFCC
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 SIEMENS348EX  Electrode method
5 Immunology
a Immunochemistry |
C-reactive protein (CRP) Serum LZ TEST ‘EIKEN’ CRP-HG
Immunoglobulin (1eG, IgA, IgM, IgD) Serum N-Assay TIA [gA-SH
Immunoglobulin (RF) Serum LZ TEST ‘EIKEN’ RF
b Immunohematology
Blood group (ABO type) Blood Ortho BioVue ABO-Rh Grouping Cassette

Ortho AutoVue AFFIRMAGEN
Ortho Anti-A Bioclone
Ortho Anti-B Bioclone
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A]P)]P)(@]nl(dlﬁx Accreditation No. RMILozo5j0

L]

7 * Serum
antitative, Qualitative )~ rum

d antibody simultaneous

Alinity HCV Ab
Alinity HIV Ag/
! : Combo Abbott
for syphilis (STS) (Qualitative) Mediace RPR
test for syphilis (Qualitative) g um Mediace TPLA
6 Microbiola R i
a Microscopic examination for stained film
(general bacteria)
Other Sputum Urine gram stain acid-fast stain
b Bacterial culture and identification / Antimicrobial
sensitivity test(general bacteria)

Bacterial culture and identification Sputum Urine MALDI Biotyper

Property check test  slide agglutination
Simple method culture Sputum Urine Simple cultivation
Anaerobic culture Urine Punctured | Anaerobic culture

fluid

Antimicrobial sensitivity test (general bacteria) Sputum Urine disc diffusion method

broth microdilution method
Mycobacterial culture and [solation (other) Sputum Secretions | Mycobacteria _isolation culture
Mycobacterial identification Sputum Secretions | MALDI Biotyper

Non-Basic Series

11 General (urine, feces, etc.)
a General urinalysis

B-J proteins (Qualitative) (Urinary) Urine 2mol/Sodium acetate buffer(Self-Prepared)
Urobilinogen (Quantitative) (Urinary) Urine UROPAPER 1M EIKEN
U,H,A,G,K,B,S,pH 88
Albumin (Quantitative) (Urinary) Urine LZ TEST ‘EIKEN' U-ALB
Urinary sediment by flow cytometry (Urinary) Urine UF-CELLSHEATH, UF-Fluorocell CR.
UF-Fluorocell SF, UF-CELLPACK SF,
UF-CELLPACK CR
b Scatoloscopy [
Direct smear method(helminth ova) Feces Direct smear method
Hemoglobin (Qualitative ) (feces) Feces OC-HEMODIA AUTO I EIKEN
¢ Basic analysis for punctatum, sperm, sputum and
others
Test of cerebrospinal fluid Punctured Samson Staining Solution,Diff-Quick
(cell numbers, cell classify) fluid (Differen Tial forblood staining solution)
Test of semen Secretions Labostain S ,

ADVANTEC TEST PAPER BTB PH6.2~7.8
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Hiroshima City Medi

i ¥

pe of Samples

Blood

Secretions

Blood

(Giemsa's stain

Alkaline Phosp

Nanopia D-dimer

Alinity Ferritin* Abbo

Leucine Aminopeptidase (LAP)

Quick Auto LAP

Lipase Serum Cygnua Auto LIP
14 Biochemistry I

a Endocrinology [ =

Thyroid-stimulating hormone (TSH) Serum Elecsys TSH

Free triiodothyronine (F13) Serum Elecsys FT31I

Free thyroxine (FT4) Serum Elecsys FT4IV

Insulin (IRI) Serum Elecsys Insulin

Parathyroid hormones (PTH) Serum Elecsys PTH

Brain natriuretic peptide (BNP) Plasma E TEST [TOSOH] II (BNP)

N-terminal pro brain natriuretic peptide Serum Elecsys NT-proBNP I

(NT-proBNP)

17u-Hydroxyprogestrone (17u-OHP) Others ENZAPLATE Neo-17 « -OHP
b Tumor marker

u-fetoprotein (AFP) Serum Elecsys AFP

Carcinoembryonic antigen (CEA) Serum Elecsys CEA

CA19-9 Serum Elecsys CA19-9

Prostate-specific antigen (PSA) Serum Elecsys total PSA

CA15-3 Serum Alinity CA15-3 - Abbott

PIVKA-II (Quantitative) Serum Alinity PIVKA-IT - Abbott
¢ Special analysis

Inborn error of metabolism Others MS2 Screening Neo Il

15 Immunology

a Immunohematology

Irregular antibody Plasma

Ortho BioVue anti-IgG kasetto
neutral Ortho BioVue System (neutral kasetto)
Ortho BioVue screen ]

¢ Immunology for infectious disease I11

Escherichia coli,serotyping Feces slide agglutination

Clostridium difficile toxin A (Qualitative) Feces GEtest immunochromato-CD GDH/TOX
[nissui]

Adenovirus antigen (Qualitative) (Feces) Feces Quik chaser Rota/Adeno

Rotavirus antigen (Qualitative) (Feces) Feces Quik chaser Rota/Adeno

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

Streptococeus pneumoniae capular antigen Urine Binaxnow pneumococcal

(fluid, urinary)
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Accreditation No. RMLo20oj0

Hiroshima City Medical Association Clinical laboratory

"Type of Samples

‘: Metlwd

" | Serum Mediace TPLA
L | Feces Quik navi—noro3
*" | Urine BinaxNOW  Legionella
: Serum Alinity HBsAb - Abbott
" .| Serum PANACLEAR MMP —8lLatex|
- Serum Elecsys Anti-TG | A
Anti !mﬁimldasc antibody __|'Serum Elecsys Anti-TPO *
Anti TSH receptor antibody (TRAb) &:mm Elecsys Anti-TSHR
Anti citrullinated peptide antibody (Qua.nmaﬁvs} Serum Alinity Anti-CCP + 'Abbott
f Immunology for plasma protein " 7
f2-microglobulin Serum, LZ TEST ‘EIKEN’ 2-M
16 Microbiology e
b Bacterial culture and identification / Antimicrobial
sensitivity test(general bacteria) %
Examination for drug sensitivity test, yeastlike fungi | Urine Secretions | yeastlike fungi susceptibility test ASTY

¢ Identification of nucleic acid (genetic testing)

E. coli vero cytotoxin (Qualitative) Feces Duopath Verotoxins
17 Gene-related / Chromosome test
b Identification of pathogen nucleic acid
DNA amplification assay for Neisseria gonorrhoeae | Urine Secretions | Nucleic acid Identification Test( transcription-
/ Chlamydia trachomatis reverse transcription concerted reaction)
DNA amplification assay for Mycobacteria Sputum Punctured | Nucleic acid Identification Test( transcription-
tuberculosis complex fluid reverse transcription concerted reaction)
Mycobacterium avium / intracellulare DNA Sputum Punctured | Nucleic acid Identification Test( transcription-
fluid reverse transcription concerted reaction)
SARS-CoV-2 DNA Others Takara SARS-CoV-2 direct PCR detection kit
cobas SARS-CoV-2
18 Others excluding 11 to 16 class
a Therapeutic drug monitoring
Digitoxin, Digoxin Serum Emit 2000 Digoxin Assay
Theophylline Serum Emit 2000 Theophylline Assay
Valproic acid, Carbamazepine Serum Emit 2000 Valproic Acid Assay
Phenytoin, Primidone, Ethosuximide, Phenobarbital, | Serum Emit 2000 Phenytoin Assay
Zonisamide, Nitrazepam, Clonazepam, Others
Lithium Serum ESPA-Lill

Japan Accreditation Board
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