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Bureau Veritas Certification Audit Report
B~ XA AT A(QMS) HMEEFEREA S 1,2,3[F(SV) A E
Ea—a—_UZ Ay R RS VAT AFRGEFEEATS
T231-0021 ffiEi P X H A K@ 18 (KRCE /L 8F) TEL: 045-651-4784({%), FAX: 045-641-4330

[z TR R o7 B2 e it

Company Name KYOTO UNIVERSITY HOSPITAL

ERALE 7@‘«3%73‘ %ﬁd)*EiE 4 i e St

Certificate/Reference Number 19351875 Type of audit #E?#%E% 1 ’Z’SE(SV)

53 =] EZRS = 2

FLHE 2025/01/20 ~  2025/01/22 RHOES 2L

Audit Date(s): -

AT LU A : 1S09001:2015, JIS Q 9001:2015 i F A< 1] e

Audit criteria ~==27 /L 1 Q-1-1-000-17-001, 6K AL

( & ¢pAmd.1:2024) T RUANART LTI RO - a A SCESR

ForlauH (HAGE SOREBE BIOAPLEE ~DEHF I —E 2Dk

Scope of Audit (English) THE PROVISION OF MEDICAL SERVICES FOR OUT-PATIENTS AND IN-
PATIENTS

%E@%%ﬁ (Summary of Audit Findings)

ol & D PR , Av— M
Number of SF02’s Raised Major(s) Minor(s)

TAEDOKFE (Audit Summary)

A OFEER (Conclusion of the audit)
A RIFEADOH PN T, FA B NE LI 2R LTz, Bk~ 1A N AT DO—FBICANE & FH
MRELITZDN, HE Tl@/\$Iﬂ@EExﬂE ZEOBIR BEOR FIHEO R ELEITE S LB Tx 5, if_ VAT
L/ T AOHARDL, FEME/ 2 BRSOV CERRREZ LE 32 B RIIMER S Ve o7z, T, 2R
KM DRERRE | 78 uﬁfﬁﬁé"?&%?ékk% (A FHEIR LI BB ERS b DET D,

PR EEA DB whitE  AERETE (Effectiveness and reliability of internal audit)
AEFEOWEREEA132024/7/1~9/30 D AN Z2THERFH 2% SIS hE L CU o, & CTOFBFI A RRED LI A %t
LLLTEY, ALY CHIRIEERFONCRM B DAL %EEE B L TEASRITINZ TND, BAIZ20244F N
ERES A BRI EREE PR TE PRSI, 3154 DEEE BN D 1224 (BRI SR E & 1) RBIL TEMmEN TV,
RN MES - TNEREE A Y — b 20244 458 | 1IN 2 CTHTF — 2R ELT-F =7 — b ]
INZEIEBI< . QUSOAZMEICS H 2101 7= 22N Tl T, NC@%E.TF,;J 1372 . GP:35: . 413614,

OBS: 1 1 DfERTh -7, B B BOZERARILIS L OO BN > T2 B O Z TR D, WEEE A D
HhME R QMG HEMEITHER ST DH O LB L 7=,

VXA E 2 — D ZME (Effectiveness of the management review)

2024~ XA 2 — WG E 2024/12/1T& /B LTz, A7y MERIZGEEBECRVELD LI, &
TOHEBIZH U TR TE RO ASIL W, WA 2B U2 RICEY, bR DI E B0 E &1
IREH OB RSV W, TN Y M 2 DAL 7 MAR Z RISV, ZIVETERBYOIEE O
RGN RSN TV, ¥ R AR E 2 — 13 NSk L TS,

jif'd“ E El,j H *EJ%EE /X%A@ﬁ;ﬂ‘l‘i /ﬁ@ﬂk/ﬂ (Effectiveness and progress of the system to meet the policy and objectives)

B JEDROE LA BARIEER MR B AR — MO RBA S, BB ERIEIRZ E D7) X THT HLOEF I
b‘T%ﬁﬁﬁﬁf&éﬁk{%@ﬂﬁbhfb\Z)o EEACIR DL T R 21TV Z DR OIEBY O FEFIZH7RT T
W, BHE» BERERLS AT MR L THNTHEREL TUVD, EoNEREE A28 C C—EIC k1) 2 & EHIFEIR
EHWEHO TR EME ., MEERPLOBETT R RS T,

S - BERBIANESTZEieay TIAT L AR (Compliance including statutory and regulatory requirements)

FEEOHPA BT T TAT A LRI RZ T bt EFRBEEES LEBITE AN FR IR
L ChAUE L 7R BN S 11TV VD,

AR R FHADEELE |, SEREGEFD DHER,

[Team Leader Recommendation: All NCR’s now cleared = (Yes) Proceed to/ Continue cert. *E%j‘é (Yes)
F—h)—= = N H A
Team Leader signed 4J:EJ d ?k Date(yyyy/mm/dd) 2025/3/28
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ERF 5 19351875

SURR R S = S B MR i B

TART — A F—L)—4 — FEVIE:S
Audit Team: Team Leader
F—BAN— KE B /NEf
Team member
FT == oM7L
Observer, etc.
Taa—T 7 R TAa—7 7 FA H N
el R 30 At RIEAN/A)
s a follow up visit required; Date(s) of follow up visit:
FANE K ORERE A FH(N/A)
Follow—up visit remarks:
RAEE DT
Certificate issuance fi]‘/
O ESBE /FRREE AT K JAB (Fn32) JAB (3£30)
Accreditation’s number of certificate(s): N/A N/A
PR =R LA, T RS IR
Site(s) address(es) See attached sheet
SRIE YN TETHK
Number of employees 3000 % Audit Manday(s) 7.50 MD
AL KLk /oA M40 B/ AT [ 22 SR 72 L FHY IR/ S (R
Changes éﬂ%ﬁ%ﬁ/éﬁﬁi%&ﬁ EE@?L %E;{T%A;ﬁ %Eiﬁb
PEEXpa—R  [EEARL Z D EHRL
EENE A D
Details of the changes
[FRREERFLEDME]
7L
R AR B R AR bt IR
Management Representative %jﬁ %EE 11:%
ARG FEDOER

Audit Report Distribution

AR AT

IAudit Report Recipient

o BB B EE (RREBSRR AR - L)

il SEAC Ak

MO EEE : ZOHEFIT AFRERTFERO T OV 7V 7 Fav A SEFHE SN TOET, FEOFEHEEIC S50 LIV A
e TR DS MIRANAIFIET DB A RHVET,
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@ SF02 @
: AT AR =
NONCONFORMITY REPORT
*ARRA S OV AR (Company Name and Site) SF024:
e PNV S e AIA-1/1
};@%@é‘% (ref:) %K%/fﬂtx (Dopartmont/Proccss) %E?‘*‘AU*‘&*‘ (Team Leader)
19351875 R - R I 2%
H £t (Date) HIHE « SRIEE 5 (Standard and Clause#) %E?‘““j/\f‘//\“— (Team Member)
1SO9001:2015, JIS Q o
2025/1/20 9001:2015 9.1.1
)((‘I\/,hj:rr 7(/\2:0:;— BEME L (Related Documents (if applicable)) EH L3 (Management Representative)
X - ET s
FURS B3R 95T (REQUIREMENT OF AUDITED STANDARD)
MARIE, BB~ RU AV D AT DORT —~< 0 2 OF B EE T L2 AUE722 D780,

FRRY, ZORROFEIELC, WY CE L LB RAE R LT iE e b7,

R A DN (OBSERVED NONCONFORMITY)

SEBIRILE DT 5 —< L ZDFHIZB N T, T (W in OB ([CBID DM AZEE (6 200k B OEICH%E Y 450
DIFIeD T, FEFEL TINBIRMEE D7 4 — <V ARG R E L CHITI R Ty hES - FEL AR TE e o
77

TesB L7=—t 5 > A(The objective evidence on which the nonconformity is based. )

EROE~=a T VERBL OIS HE 2—I285,

(A FRREES ONAECHONT M E . A <O WO R E S OA B OB N AL Tt EAERZICED T RN,
W, YN R BRI AT AORE A IARY 2858 A BIEOTE/ YA LT ZNDHOFHE 51T 5 R EABR N A fERS ST
WeEEET,

EIE., JRIRNOKFE & fE IEALE (CORRECTION, ROOT CAUSE ANALYSIS AND CORRECTIVE ACTION) Pl A KRR
58T TiEHR RESETH BHEEE
Proposed Completion Date Actual Completion Date Management Representative
2025/4/12 2025/3/217 T SR

{%IE\ ﬁ@%ﬁ&%fb&&%@% (Correction, Root Cause Analysis and Corrective Action Response)

< (EBIZIEXX) {EIE : Correction >

SISt i AT 2 AL . AT ROPITE B~ DOWEZ3H 18RI T-72,

<JE R O#E :Root Cause Analysis >

PUTE RO T Yy NIRERH LS| BB ELIBEICOHMBELEE 2 TV,

< IEALE (F558 B 1E) : Corrective Action Response >

R — AR T DV A IS U TG | SERH i AT 2 L | S0 ATl R 1R 2 BT TR 2 CREMMZR i 2175,
SR EBETo0 | G JERHili o FIEZ EWD | BRI LT,

<A ERE YA NE~DFEE ¢ Effects on other department (s), other site (s). > ( 720) [FEEHT]

< <BEHOWOBE AR REZOUBNEOTIREZBEOELES > >

< <BHERLOBE : ED I BEAHE LRI L0 Otk 2 BREOCE L £ > >
L IF ORI - SR 2D > THS R B ARIXSEL TRY, Rl 3720 o7, ZOFEM AT #E KA sisk L, FITH S~
DAV Ty NI TE TN TZ IR Y70 BUG | FE 13707 o T2 Z e DB ~ DB T2,

<R L7~ 5 . A: The evidence to support the resolution of nonconformities shall be recorded. >

20244 FERS | JE I /o HT it 5 (20254E3 H 18 A +)) |, 2024 (45F16) - 2R A1 [RIH T 2 it A 22
TR ER - FEERR BUS [ SERTA oW O TIE (202543 B 7 H VERL. #IRK) « 3T RNED & k0 A—/L (202543 A 19H , [FI3A27H)

T IEMEFRHAE (CLEARANCE REPORT) B a—a— Y& ZEE A

Nonconformance
Downgraded

JETEALE O HE

Corrective Action Accepted

Z# (Accepted) A (N/A)

T —7 72X (Follow Up Comments)

EER)

Date

F—R)—F —

Team Leader

T 2025/3/28

JEEALE LA, 58 T HROTR T it~V LET,

e—mail : atsushi.aikawa.ext@bureauveritas.com




SF02
A0 £

NONCONFORMITY REPORT
FiLfk A4 K O A4 (Company Name and Site) SF024:
SRR b I s e OoDT-1/1
IR (ref) H#%8/ 7 A (Department/Process) FA T — L) —4 — (Team Leader)
19351875 PRBRARIRIR/ G E B A FROI
H A+ (Date) K-S E’& (Standard and Clause#) AT — I AL /N — (Team Member)
2025/1/21 Goopo20to, IS Q : 7.15.1 AN A
f(gj‘j = BISHISCSE  (Related Documents (if applicable)) EPIEATH (Management Representative)
X - T s

HIA% B K S IH (REQUIREMENT OF AUDITED STANDARD)

7.1.5 BER K ONRIE D78 D&

7.1.5.1 —fif% FLREIEIC T D8 K O — A0 A% BT 572D IR EXE ISV D 5 A BT, MR Y TREETEIHO
ThHHIEEMERITT DI BRI L, S L7 Tnli&:%fgb\o

HRARIE, FH?éw:ié?»%i75‘%@?@%‘%%:@“:&%6@3L:uocn‘mifoc%fgu\o

a) F i 9™ DR E OFFHO B R OV ETH BN L Tl Th o,

b) Z® AWk CABT DI LA I T D7D ITHERFS T,

FEARIE. BER R ONVAIE D 7= O B LA EL COAIEILE L T EL L= B A R LR T LR b 70,

R A D (OBSERVED NONCONFORMITY)

FHEEE L MERL COBBRIILO MBS 1R Y 7-VOBM OB A NSHESN T, JHES T, AR L CTHERMZ5HE
L7 ECRliBEiEh Tz, %_T@zﬂ%énﬂ\é’@ﬁ—vmﬂif)>0g~3 000gDFELE ., FFHEEE DOkg~ 10kgDFE2H J 0g~3,000g DFE2H I A
+f Txmﬁwbnﬂ\fmxoto FEEN10kgD2E DEFRE, BIES — AN ERL22ME DS — )L TS DRBLE iﬂ@eﬁm&@_&@bpoh EHL

& L DMERRUTZBRSZ O b S O S5 FR Y mvm FED 72 ORIy O ERAE A E SN TR, ZORMEERFET B0 OFFOFE
I”J*Iﬂim ELTHOM, FEEFE SN TODLIEN R TE R o7z,

FeFR L 7=t 5 > A(The objective evidence on which the nonconformity is based. )

R R, B EATHRBLZOF (R ELD, H=E4D)

(T ERAEE ONAETT ST EE A <o R WO & O TR CRENEE TRl EAREZEHTREN, W ENE N R
T LDOREE YT o856, FBIEOEE/ YA KO ZNOOFIEH NI DR EAERR A HEES T TR EE T,

EIE ., JRK DK E & IE AL (CORRECTION, ROOT CAUSE ANALYSIS AND CORRECTIVE ACTION) ez it =N |
ST PEHR JEIESETH EHREE
Proposed Completion Date Actual Completion Date M Representative

2025/4/12 2025/3/14 Efr s

ﬂé;IE\ ﬁ[ﬂ@%ﬁé&%ﬁﬂ ﬁlﬁlg (Correction, Root Cause Analysis and Corrective Action Response)

< (EBIZIETREX)EIE: Correction >

BUEM R OO EZHER 570, 438 (5ke, 500g) Z W THEMZERLIZ, BKIES —/LVOF I HOT, FENOT X TORE R GE
UL BRI T = LR L=, (202503 A3 A s 1)

<JFIK D E : Root Cause Analysis >

20104 DB BRI . B2l EAOBEZA Lz, KIEY—L Db DOV TIE, HABYIEIO ST & 5 G5 s e WM 2 = i
L7z, LML, SENTHORM - KIEOLEERRB SN TR LT, £0% b ml - KIEICBT 2 FIBCFHEAER S g E £i%8 L
7

ZORE TR, FREE - FHER ZOH (LR, 298D /ﬁ%ﬁ‘i‘é’)ﬁ%égi’ﬁ;ﬁ%mﬁﬁgl)x CHHEOBPRBRTH L Z LICOVWTHERS
e u+£ﬁaﬁﬁ§q&§@ HIRFIC S MBS R & R DFEDAAET D 2 E&T%iﬁ/)\oto

<JEIEALE (F53B5 1E) : Corrective Action Response >

O BRI CEAT 50 BR LD F R EDT AR (550 A~ =27 /1) EFRLE,

@ RBIEIC OV TIE, BIES— /A0 5 FHA2ME = & [ h O R EIRE 2 Zh L, L hBAOFHCSW T () k5
F1 IS X RHET~8 1T A AR BT 5. E7-, RIFHEED & 5 FRIc >V O % EhiT 5,

© fk S DHOMERMBHEL, FRBEAREONRINZL L& O IROBIRAT ) % by 2.

@ N0 fof BRI, R - BEGRORAIE R TE ) . SISk Y EHRNEBIET 5,

® ALHROB Y ITHENOBERRIEL L. BRREORT A 752 A0 Y 2 MMA TR A RET 5 & & b, FRgs &
DEF & EW S5 = & T, FOBIMPAD BRI ERAR DA L 5 EHT 5,

<{hERE. 4 FEFE~DFEE . Effects on other department (s), other site (s). > (HY )

<<EBHYOBE  MEMRLZOLBEBNEOLBZ BENELES>>

<<EEBRLOBE  EOXICHBERE LUK LicroRdid s BV LES > >
TP PNE T 5 R EHRAEXR Y A MZ, YEECTERATLIBERERENTWRrodz, 207, FHEELMRE D EEICET 5
HE (BEN A=) 1B S5 ) A MCSHBL N EIN T, MENRTHDL Z LERBRTE Mo, REMNSE KRIEV—1VHD)
DI ONWTEFFNCHRE L, VR h~DBIZERE L7z,

<WERLT-TE 5 . A:The evidence to support the resolution of nonconformities shall be recorded. >

1300 s — B & (202543 A Fhiir) | 13030 R — B R 1300 5~ =27 /1Q (2020) -3-4-302-25-0302

R IEMERRI S (CLEARANCE REPORT) B o — Y2 2 AM
T IEALE DA R = Nonconformance -
Corrective Action Accopted 53 (Accepted) Dlomadkd M (N/A)
THa—7T 72X (Follow Up Comments)
T | I % ‘ A AF | 2025/3/28

Team Leader Date

JEIEAMEREA, 78 TR ORI TR~ B LET,

e—mail : atsushi.aikawa.ext@bureauveritas.com
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