SR =
Ay a

it JE

IJ
i

Jm

(1/38)

E#ES RML02860

# OB & % EHERIRAER
REE - REZHE

EXMA N GBHRIKRE BREE - REZEHH
EXTHRER - GHREAFATHEVH2TESEIS

7% 0 MEHIEE BEEHREE OBTEIOISALI
BREFMNEREE BEEZEMRE

REDEE | JLFTITNLEERE

BIEdHEF | BTEEE (Test / Analyte)

FLXLITILEER © 7))L (sample) | BIEAZE (method)

F) FLXLINGREOHE (FHUYR ) BREEZOR—LAR-T

/A2 bZ3Ry b (HIS) IZ8H

REHHEIC—XRY T GEH) EREET
i E F A

BAIEIBE (Test / Analyte)
HEr1EH

1 /R - REFRE

D000 PRP—fEMEEEF EERE

D001 RPHHMNEEEEERE

D002 FRILE (RiRiE)

2 MABRFHIRE

D005 mMi&kfsHE - FEREiRE

D006 Himn - FEERE

3 H{EFHIBRE |

D007 mi&kiEFHEE

b REFHIEE

D011 SmEMBRFHIEE

D012 BERfEREFHIRE

D013 KA I ABEERE

D014 HENRAFEE

D015 MIRERREFHIRE

6 MEMFHRE

DO17 HEitt¥, BHYIN (IR Y OMEBEMREE

D018 MEIEEREHRE

D019 MEEABZERE

EEES - RML02860-20250910



SATERLE - (2/3H)

bt J=

REES RML02860

A
mlu i
[

BB 2 B EHETHR
REE - HELI

2 F fi B
AISEIEE (Test / Analyte)
EEFIEHE
11 K-Z2FFEE

D001 FREFHMEEREERE
D002-2 FRikE (ZB—HA FA FJ—i&)
D003 EFEmE
D004 ZERIE - REVERE
12 MEFHIRE
D005 mMi&ZAHE - HEERE
D006 Him - AEEE
13 HEFRIRE |
D007 mi&{LFiRE
14 A{EFHRED
D008 N WFRIRE
D009 BEHE~—h—
15 REFHERE
D011 REMARFHERE
D012 BREREFHIRE
16 MAEYFEE
DO17 HHit¥y. BHYRIEH MYOMEBMBRE
17 EizFEERE - RERERE
a-1 il FRE (NEKEE - BiELG £ DEMREER
&) (NGS LL4})
a;2 rfREEFRE (EWRESGEDRERE) NGS L
vhs
18 ZDfhiEE
B0012 e EFGHEEH (EFEHIMPRERTE)

SIPES - RML02860-20250910




FBTE L (3/38)

Bt JE

I F

ludy
m|u|1

Ul

FIEES RML02860

# B 2 ¥ BHEIKE
REE - JREZHE

B OF & M
AIEIEE (Test / Analyte)
FEFHNRE

31 REAREIE A {ER
NOOO jmIRtHiSiER{ESL
N0O2 ®EEeE (RENKE REABERER
NOO3 firdh R iEfRIBsEE AR (1 FMHIZ D)
NOO3-2 st &{fRaz2
NOO4 #RREZ (1 ERfIIZD )
NOO5 HER? ;& {mFiZA{EH!L
%005—3 PD-L1 2 o\Y REEE (RERKE) FEABIERE
NOO5-4 SRV v FBEZI U N\IRELE (RERKE) FHE
FHEAER(ER

AEFHNRE

101 £EZHBRE
a ML ieeiRE
D200 R/ANAOYV S T4 —EBE
D202 BRI R 5%
D203 FhkafRERE
b EIRMEERE
D208 [LHERBZEE
D210 RILZ—BIDERBRE
c BEERE
D215 BEERE
d ERE
Eg235) ERE AR, LRUVBHBICKS2EFEREZS

NRRIEEA

BABSHERERE

EEES : RML02860-20250910



Medical Laboratory

Accreditation
Certificate | Accreditation No.RMLo2860

Fukui Prefectural Hospital,
Department of Clinical Laboratory,
Department of Pathology

2-8-1, Yotui, Fukui-shi, Fukui, 910-8526 Japan

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 : 2022

Scope of accreditation - As described in the appendix.

Premises covered by accreditation : As described in the appendix.

Expiry date of accreditation : May 31, 2030

Revised September 10, 2025
Renewed June 1, 2026
Initial accreditation May 20, 2022

) MM ijesident : 5
Japan Accreditation Board

Issue No. : RML02860-20250910



Accreditation Certificate (Page 1/3)
A\p]p):e:]nud[{ix Accreditation No. RML02860

Fukui Prefectural Hospital,
Department of Clinical Laboratory,
Department of Pathology

Fukui Prefectural Hospital,
Department of Clinical Laboratory, Department of Pathology
2-8-1, Yotui, Fukui-shi, Fukui, 910-8526 Japan

Field : m Basic Series = Non-Basic Series o Specific program I
m Pathology  m Physiology
Type of test : Accreditation by Flexible Scope
Element to be fixed : Test / Analyte
Flexible element : Sample and Method
Note : Details of accreditation by flexible scope ('list of activities') are available on the
laboratory's website / intranet (HIS)

Including primary sample collection in the scope of accreditation
Scope of accreditation :

Test / Analyte

Basic Series

1 Urine / feces test

D000 Urinary Qualitative / semi-Quantitative Examination

D001 Urinary special substance qualitative and quantitative test

D002 Urinary Sedimentary by microscopy

2 Hematology

D005 Blood morphology/function test

D006 Bleeding/coagulation test

3 Biochemistry I

D007 Blood chemistry test

5 Immunology

D011 Immunohematology

D012 Infectious disease

D013 Hepatitis and relates

D014 Autoantibody

DO15 Immunology for plasma protein

6 Microbiology

D017 Microscopic examination for stained film

D018 Bacterial culture and identification

D019 Antimicrobial sensitivity test

Issue No. : RML02860-20250910



Accreditation Certificate (Page 2/3)

A]P)]P)(e‘]nl(dl [LX Accreditation No. RMLo2860o
‘Li'/’/, Fukui Prefectural Hospital,
"2\ Department of Clinical Laboratory,
i Department of Pathology

Scope of accreditation :

Test / Analyte

Non-Basic Series

11 Urine / feces test

D001 General urinalysis

D002-2 Urinary sediment by flow cytometry (Urinary)

D003 Scatoloscopy

D004 Basic analysis for punctatum, sperm, sputum and others

12 Hematology

D005 General hematology, hemogram

D006 Bleeding/coagulation test

13 Biochemistry I

D007 Blood chemistry test

14 Biochemistry II

D008 Endocrinology

D009 Tumor marker

15 Immunology

D011 Immunohematology

D012 Immunology for infectious disease

16 Microbiology

D017 Microscopic examination for stained film

17 Gene-related test / Chromosome test

a-1 Somatic cell genetic test (Hematopoietic specimens such as
hematological malignancies and transplants) (non-NGS) .

a-2 Somatic cell genetic test (Pathology specimens such as solid
tumors) (non-NGS)

18 Other tests

B0012 Specific drug treatment management fee (drug blood
concentration measurement)
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Accreditation Certificate (Page 3/3)
A]P)]P)@]ﬂl(d[ lLX Accreditation No. RMILo2860

Fukui Prefectural Hospital,
Department of Clinical Laboratory,
Department of Pathology

Scope of accreditation :

Test / Analyte

Pathology

31 Pathology specimen preparations

NO0O Preparation for histodiagnosis

NO002 Preparation for immunological stain (histodiagnosis)

NO003 Preparation for operative rapid pathologic daiagnosis (per
surgery)

NO003-2 Rapid cytology

NO004 Cytodiagnosis (per part)

NOOS5 Preparation for HER2 gene specimen

NO005-3 Preparation for PDL1 protein immunological stain

NO005-4 Preparation for mismatch repair protein immunological stain

Physiology

101 Physiology

a Respiratory function test

D200 Spirography

D202 Closing volume

D203 DLCO

b Circulatory function test

D208 Electrocardiogram

D210 Holter Electrocardiogram

¢ Ultrasonography

D215 Ultrasonography

d Electroencephalography

D235 Electroencephalography (PS, HV)

Japan Accreditation Board
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