e el p

SHTFEALH15H

EREEE% SRRFEFEBHERBT
BT IR SRE

EERRRIRER (1) Bz

EERRERITER (2) PN

V EEEREEF EARIFR

1R REERE R

1 EEHKREA ERKRFEF I ERT
2 EEEREA SYHE LERTZVHAC LA LCREEL L& D WA
3 EEEEOXRER Shimane University Hospital
4 EEEREEORDKHR M2 VSRR
b ENEEKEAOROKSASY DA LW OAHE
6 EEEEEBAOROKRAEERT Shiina Hiroaki
F—LR—=CRNHEOEE =]

BDHZAURL https://www.med.shimane-u.ac.jp/hospital/index.html
8 EHS 693-8501
9 {FFr SREHEMIERHI89-1
10 AREFEES 0853-23-2111
11 5mERE 600
12 EERfiZL 400

2454 CaRE=HRF)

aREHR BHIE

FRIRITIR > 2 —  JRERE IR

AIREBR/ TEL

0853-20-2744

AREHR FAX

0853-20-2495

tiken@med.shimane-u.ac.jp

1
2
3
4 BEREER A—NLVTFLZR
5
6

AREHREN 4
CRC# 10
SMOF A D FH & =)
. 7 VYR — b ((GERE#H R +CRCEE) :SMO%#
CRCEHD# : SMO% 74 8 .L0M
LRREBIFR/ DA : SMO%
RO FIE i

BRADIZS : Xk DEFERS

9 ENSANEBEHHEIRDIFEIAAKTIR

HIRT U 7D HA]

10 FBHOISFULDFREDAE

a]

B0 RHRE



https://www.med.shimane-u.ac.jp/hospital/index.html
mailto:tiken@med.shimane-u.ac.jp

PMDA

2021/11/4

FDA

EMA

12 REHRERFEEDE

13 EEEFRFHA

FRRMI Rt > % —
BRI > X — BEREIEERPY

3.IRB

IRB (FA) FREDEHE

BDIHEE BN

SRAFEFHBHER: BRI EERS

: & EEERE Shimane University Hospital Institutional Review Board
REH Akt
2 |IRBEfEH 151/ A
3 A=A K=RA7%L
4 BERlOFEDHYY) 30
. BEFEREH £yt
BEFENRGOERI R TLA Agatha

6 IRBERIDIERAGEICET H5EEEER

A - TEHE - oM ERICBETI2HREEEDIRBER DIE
HAED Y2 7)LxBAELTWEY, (AgathalliB=H)

1 REFIRELRZFADOURL

https://www.shimane-u-tiken.jp/shoshiki/

8 ZRERFBLFEBFIDURL

https://www.shimane-u-

tiken.jp/files/original/20220428133934901625874de.pdf

9 FREMELFRBAIDOURL

https://www.shimane-u-tiken.jp/kaigikiroku/

10 i E 0 EhekFHH

SHIRBT&aiR%E —1EER

11 ANEBEZXEIRB & DR i
S EBIRB D & FF
12 BREREEOHEES REE
13 ABRIKBEEIIEET 2> F FIIRBRANAIE &
4. 8RB
1 BREEERE SREIER
2 RREREEEIPBOEERT Department of Pharmacy, Shimane University Hospital
3 AREEEE B4 A ER B R
4 MEREDAE a]
AREREDTE AJ
5 RERTE
BEEERE
PEFREDAE a]
6 RERTE 5°C
BEEEAE FAN
7 EEN - KB DOBERFEDILWE L a]
8 FEEIRFERIRM DXL a]



https://www.shimane-u-tiken.jp/shoshiki/
https://www.shimane-u-tiken.jp/files/original/20220428133934901625874de.pdf
https://www.shimane-u-tiken.jp/files/original/20220428133934901625874de.pdf
https://www.shimane-u-tiken.jp/kaigikiroku/

9 BRERFABEEDOAE

F=ERBE(ERFEES) 28 L -8REDKA -

10 [E]YR DRI

5. RE AT

; BRRAREEEEOLRDEE

B

Eniz4E  URL

https://www.med.shimane-u.ac.jp/hospital/lab/kijyunnti.htm]

2 NERERADAE

3 HRIFNIBDAEH a]
4 EREMEDOEE =)
: BERMEDEE B
R E R E S 2°C~10°C
PEBREFREDRS aJ
6 ERETEIZFOEE B
BEDZE  EHBROFiE FAD
PRREFRE DR EGRER)
- BEEBRHROEE £
BEDBE BREOFE FTAN
7 _opc nEEEIHROEE F
BDIBE  BROFE FAN
. DEEEILHEOEE F
EDBE  BHEDOFE TS
RERBZONBREEE - TEDEFE =)
BFDRE | RIEFIFASESRHEOAE aJ
9 REZDREEERHROEE =)
10 BANDOIRFEXOAE aJ

11 BB OEE (BRA)

MX-PM CT MMRI

12 HETIT- TV 3 EfRZEHEER

CIX-POI CTH MRI

13 BfKFECHFDEEDAE

A

14 Rt - MEE - IRIAET - SV RFF A —52—

BEEEAZL KBLBEREEIODESHE

B OBEETERR KEEHA2EIC1E
6. DI
1 HAT DR BFALT

2 EFHANLTOES

BEFHLVTOERE (NN—Yay)

Happy Actis(ver.3.15.2)

iRRRBRERTE ICBI T B 15K

1aBRBENEE

1 B—EXDER

WEE IR RE

| BB OEROERAOER

B



https://www.med.shimane-u.ac.jp/hospital/lab/kijyunnti.html

ERERZLHFLTVLWAURL

https://www.shimane-u-tiken.jp/shoshiki/

3 BRExoniEfHE

B HZDORE (BFRA)

. EBHNEFROREDIZS ( FHALT Agatha
WBYRTLE (N—=Yav)
. HENDES WENAZE
EXICIVBEDIFE | KELXNEDES
6 RREEEMOXEDERPDORESB TR E T EENATH
2.2 E
ZHEFZ 7 FOFE =)
1 BDIHFE  BHEFDLARKURL https://www.shimane-u-tiken.jp/shoshiki/
ZTEDAE INYEEA
2 AREEEERADOZADAE &S
3 ZWEEREE BA RFER
4 EF)Ef{u EBFE
5 ZWFEHOIER 30H
3.7/ 7Y U /ERAE
FWETY VY ITDESR WNE
BDIZE e 7Y TEBEROIER TER7: L
1 BREMAEICERT 245, aRERES. AERAXE. R
EP U SORE iji— . BREOIAL, Tl?iﬁﬁW'J’/l‘%%E\ ‘Eé‘%ﬁ%%@t@@@i%
CEFIIODWTHTbAabEE LEY, #H. BRAFIOER I
LE@Em ChRIFWZE£T,
ABROEEAE
BEHAGE H SR = EA LY

1
HkEih VL DIBE DN

EIEAN, EAEMOBEHEENADH Y £,
WA R=VOERELILLTWET,

(SOP(Z1#B#) ~ A

2 SDVEHR EMDFE it
b.®EZ X v 7ER
" EEBHERAR—RDEE =]
BDIHE BN 4
HANTOREEFIRICOWT
BFANTOGRE  EEAER7HAV Y FRIT A
FEHER TBERSINE D &

BFHNTHREICH -V IKEENDERSEIH

ERKXFEFHEEERKRRIEREE Y X T LA HBGEE
EAEHLTWAEEE, IDEEREBLTWEREEEY,

& B

3 YE— FSDVERDAIE

A



https://www.shimane-u-tiken.jp/shoshiki/
https://www.shimane-u-tiken.jp/shoshiki/

4 RBM (Risk-Based Monitoring) EANDAEIE 7]

6.8

; GCPhL—=Y I EEDFE =)
=S4 - (2l OIS AJ




VEE - 7E—LF

EoEMAE

Eir1E OFRARENH 17
i@%BEFﬂwiﬁ%ﬁ.’f@%& 85
EfSHRRER 55
EFEmaR 75
EREigaRatR 10
BEEEERMOR 7
EEfEERER 7
EDC%fEF L 7=ia8% 85
Z Dt

BRI EEFERAIRREERL TS

RN DWW T)

$$ﬂ% Fikes - {LFEENE
W 1F D RREZIE 3
BRELITIHRE - FAlE e, BaBRfE. BOARMEAE. MIBEMRHRKRE. w2
2EE R R E#}
Ef1FE DR IGEREZE 5
BRELITHERE - Al 7 hE—MEBE. SERE. BRMRE. X7/ -F
2R BIRmAR
EL1F DR iGEREHE 3
BRELITHRE - Al TVTYh=TR AFIVE UU~TF, FREHL
2EE R MR
EL1F DR iGEREHE 2
BRELTHERE - Al A, Y vsNkE BEES

7E—L1 [FEGIEREICH T 2 ENEA])

- BENARBREMRAIEE S HI LI REAE BT AL T ETHRERIC
ZERT D RBRIEGENZFR S AT LERRE L, EERABRIEMIE
BlomEzrlgee LE L1z, - IR - RAEEZRREZMHFE LT
HEL. BFALTHORRIEMEA ZHME T 5EBRER T Y —
ZVUVRTLERFEL, KUVElABRETOALTRIY - =
v %Alges LE LT,

TE—N2 [ZhEICHRSEEHR]

ARETEREICEOVWLZNARNDOEAC, M—FHXDOEH - #
FIRZEDOXN 67 £, jaBR3 X b O@EIECEREROREIEZRK > T
W&,

77— 3 [ZDfts]

LT EER. ®WiMmER. mIEERIL. ISO15189F3E = S LT WL &£
T, ZEAOBBRERZICOVWTIZ, HPIZTARAKLTWET,
https://www.shimane-u-tiken.jp/kakojisseki/




PELEVWZ7A4L (B :SIP, E#EtFzvy s
v—F, BRHEFSZ7ELYE)




