2026/4/1
BERFERNORERE WREER

BEDZEEICEI SFHE=ICONNT

1. ABROBENSRM, AROBBEET

B OZ RN BHK), IBBROBRBE T, TRROFIARTITWET,
B, BROFEICOWV UIFAESPRIBEREEZESICTITWE T, FIEESARRER R Y
kJ—% (https://www.saiseikai.or. jp/chiken/) % ZHE:RT S\,

| w7 U2y - AREBR (IRB IS 6 BMIAD |

x E7UUTREN GE -7 UJ 1 BEETE TICEANIZEFLTTFELY
RBREEEEE
-EFRESORA CARERFBEZICEVTEHEFEN TR ITHEARNSBEEF
®)
- BARIEXE
RBREMES
- ZOM. HERECEERICETIENS

"Imwﬁ&aﬁmi-%ﬁmﬁ%«waﬁﬁ%

(% BBRE R D AL AR R G 21T £, TRB B A RARELE LD
BHOLELETOT, HESLFRERBRFE R~ THEE I ZS 0,
BFESKRE HRIEBREHZS
T108-0073 HEREAERXR=MH1-4-28 —HEEEL21KE
TEL : 03-3454-3053 FAX : 03-3454-5576
Mail : kyodochiken@saiseikai.or. jp
URL : http://www. saiseikai.or. jp/chiken/

o

" Agatha 7 5™ > FRATICEET B FiE=

[ * IRB HHFEFHe S KL OSCEMRAEC Agatha ZH L 3O T, 7 U7 FEITICET 2 T }
EITVET,

v

| minEm - anoRE/E7 )Ly - KFAREBR (IR BEH 2BHM) |

* IRB HEFATICREHMANAE LR L 3O T, FANTERFHRICA — L TEELTRE,
(Mail : k.yakuzai.8931@saiseikai.gr. jp)

* WAESKENRRFEE R THANCE TV 72TV ETOT, FEMIEE SRR ESR
~BRHWEDET S,

v

"I%ﬁﬁ(%ﬁﬁﬁ%@ﬁﬁ@$%)



https://www.saiseikai.or.jp/chiken/
https://www.saiseikai.or.jp/chiken/
https://www.saiseikai.or.jp/chiken/
mailto:kyodochiken@saiseikai.or.jp
http://www.saiseikai.or.jp/chiken/
mailto:k.yakuzai.8931@saiseikai.gr.jp

o.

v

" mB%%ﬁ%ﬁ%(RBEEU%EAymaLf%ﬁSE%ﬁO)"

V
| BIE:ME GERAEN. RUBREHS) ~OHE BBITEL) |
N |
| %ﬁ%%(%ﬁ%ﬁ%-%ﬁ5%ﬁ%ab%ﬁﬁﬂﬁ),ﬁ%%%*%%ﬁ|
A

%ﬁﬁ%l(%Aﬁ:%ﬁ%ﬁ%oﬁﬁ~%ﬁ%ﬁ@%ﬁ@@ﬁm%)"

v

RE—+T7yvTI—T4 U URME (ER. . EER. BREBR. REWMH)
X BEFANDERT EREREIAREBRTITLET,

BERFHE

HBEDIEFIH]
BEFEMDOERDNTIL MTAgatha ZFIA LI BRFHREDEMLICET 2BREXHBFIRE | &
U TAgatha ZFIA L=/ F = DEMILICEAT SBEXFFIRE AR 21 ITH-TTFSLY,
Ff=. IRB ADBRFITOVTIF THEBILEANBRBRHRFES XRBROFIEFICONTI b
ZRLTESL,

- IRB EREEHAMR : IRB FAfE 2 BRI AT

BREBRAOFEATHERKE - RFEHARO 1 BREETET

(A.
1.

#)[E] BB ZE B

FH 35 B8 M OY IRB 2 4 0k

1) s ®E (FX3)

2) VHBR S N 5

3) TRBREAEEEE K OVARBRME IR (BB A bR <) 1SR D BHER M R 2 50# L 72 30

4) JEBIHEEO BA (RBREREEICS O CRRillFEES + I AN 2 5513 %)

5) [FELEKOZ DM OB SCE

6) EEE (FEX1)

7) IRBRSRER - BB E Y A b (EX2)

8) #eERE DI T D &R (PRIRIMIF R e SHax R AME R DR K ONRER I /18 12D
<)

9) WeBRE OREFERE KT Dl IC BT 2 &k

10) #RE OFEETIH (RE%) ([T 88 (RAX —%%2EHT555)

11) #eBRE OLRE I R D ER

12) ZOft IRB AL LFRO 28R (BE HEE, I8BRSINT— N5)

13) 1RBRENE R DR - %0 - NBSICBT o EE
(FESMAERX  IBREFBRDER L, KRR ESR 2/ H LGB S ~f2 )

. IRBFHRIC KV | IR ER I E S B IEOLERE U 5G1E, FR 6 KOMELE L2 irBr I

RTEEE LR L TR S,




(B. Z#oiE#EER D IRB BEFHE)
1. IRBREE N AT M 55 DZE
(1) HEEEEME O IRBHFEEGEE LTTRARELTTIIW, Ak, KEONEIZ L > TIHF#HER
BLRYFETOT, HEN—VOR 1 2B LTEFSUY,
D) RBRICBT2AEEHGEE (X 10)  (REXELTEOMOBYSCEDADEEDOLE L,
TR R84 L LTRSS, )
2) IRBRIFEhEET iR, (ABREEEE, FISCE & O OO SCES
3) WX
(2) 1RERIFHEFTEEESLE LICRER, IBREMIAINACHRRETICEE 2O 551, T
BBl LTS 217> TR Euy,
1) BRI NELEICET 27E (EF2)
2) IBREROERICET 2EE (KHE3)

2. REMEREICHET WG FEBEOLA

(1) FREEHEE O IRB BEELR AR LTIV, 228, IBBROFEMEFIC LY FiO~OD %tk
2720 £,
1) ZEMERECETmE (EX16) KOTA U 2 b (EX 16 O5BREELZE ST THEY

) ELTFEY, )

O 1R« IRB i

@ YBETOIRBRIEE G4& T 1% CIRBRIE T3 ZHR AT IRB M5 04 (RERIE T 5 ER P

X ERECERORE DR, )
@ EIHE THE T RXEFEHRRWIEES  BRORE DS (IRBHFik - EIITVET A, )

3. BROMRE RIS 5 720 OIGBREREHEE ) b ORBISAE Clhe

(1) HFEEFHMO IRBHFEAEE S L TTFREHZEH L TTF S,
1) BROMEIRZ BLEET % 72 OIRBRFEMFTEE 2> 5 OMBLUZBE T 2 Wi & (F8)
2) BAOMERZ RS % 72 OTRER I F 82 b OB I H@mE (FA9)
3) 1RBREMRTEES (JRBREMEmESEOLE LM 5 5H)

. RERENFHE
1. IRB OFAMRIL, IRB B HLIKRIZ Agatha ECEXS Z2RITTor22 ik vBmoEL 4, #
FIVEREDFENE L2 b, TreEEA R LN TR E 21T o TRV,
D IRBREENE GERELD |
T EN LA I BR KA & RbE & CRffE L E 9, CRO IC¥EKZ2RET 25813, BE
\ZZ O¥EBHFPAAZTE L TF I,
2) IRBREHICETORE (BEF D
3) ERMEFEAZBELSEH M OEDOLIANNTIEICET AR E (FES T RIBREEZ B S
4) SMO & O¥EBEFCEMICET 257E  (SMO &)
2. FRERES . IBBRES RIS &R (1)
1) UEIERRICEADE=2 Y I 5 FIEE
EHEMEZE) =XV T EETDIFA IV TROAT Va2 — VSR LB R 2
HL TRV,

V. RERZEMRAR
1. {RBEIRARNC TRLOFHE —HEICRE L TR SV,
1) JEERBEI AL OV « « o o o o o o o o o o 0t e e e e e 1%



2

V.

1.

2.

VL.
1

VI

1.

2.

VII.

1.

0) VRERBASTHIE « ¢+ o o o 0 e e e e e e e e e e e e e e e e e e e e 13

3) PRSI OB TFIEE « « « o ¢ o o v v vt e e | %
4) JEBRBIIH — R v+ o o v v e v e e e e e e e e e e e e e e TR
5) JEFIHREEDOLEIUIMBEIEDFH[EFE « « 0 v v v v v e e oo e e v e 1
6) BEERE AT — KDY A e o 0 v o o o o a e oo o e e e 1%
T) WEERE DRI ) oL R BT « + v e e e e e e e e e e 1%
8) AL 1T« + o v v e e e e e e e e e e e e e e e e 13

9) JREAMEEE (2P EIRMT A - ThREKE) Th2EE2WR) - - - NI
(x EFEEBDO OB, 1) ~)IZOWTUIERFER. 49 ~DIZOWTUIERF 7 7 A /M AT
HMLTRFEW, )

TR B IR KR LERER FE AT 25813 E L £ O T, FRICHR L TSV,

BEREROFEKRICONT
BRERICOVWTIFEREZRITLETOT, FANIRATER Z2EREERH £ CIHKED L,
BIRVIALT I,

BRI B OV TR G ~DIREN A LB A ICHERELRITLETOT, AT ER &
FREHFRECITEKEO L, BIEVIAAT IV, ks, BHELSSMLERL LT LRI L
FTOTEBHLEHTIV,

EREEEHIE=SYY VT - EEEEEH

HEMEEAME =X ) T EROEE TEL TWAEAICE., Eii T EAODRI EL 1

BRATCRBRFE R E TEK LTRSSV,  (Agatha ETREXEZHMEIT HESIZHLRK, )

CEERREEEIE=2 Y 7 AR TROERZ AL TEELTIEY,  &FED

2B IAMETIILT RSV, RUEGTH A £ TICERHORENRTEREEIE, S0l (D
< b 2 BRERET) ISRET D PBRE TR = — F2 A — L TEE LTS, )
1) EHERREEERE (355N 2)

CEEREEZME =2 ) 7 - AR TR 2EBBRIC, FREHZEH LTRSS,

) =2V 27 -EAEREEE B - Gl A £

CE®=Z VT ARG ERER, T2 ) 07 ERFERERICOWTEHRELZEITLE

FTOT, RATEH ZRBRFHR £ TEK LBIRY AR TS0,

TBERME TR X LR 1L B

BERAE TRy CUIHPIERR) (ZFROFHEEH L TSIV,
1) JEFIREEOTL - - - REEFIS

TEBE AR FRLOEFHZ R L TF &0,
IDMRIE} & SEIIE

EEMEGERTAZENGRE
[ 38 ity GG IR TEAGREUT R - PSS 1 R OYRBRO P Ik » IS FREOFH AR L TR S,

| <EBHE> :
| BERFERNOLEHEE EAR . RS KA
i TEL  048-256-5712 (EHFIEPEE) !
: FAX  048-256-5712 .



file:///C:/Users/yakuzai/Documents/済生会川口薬剤部/治験/SOP・書式/治験手続き/k.yakuzai.8931@saiseikai.gr.jp

x1

KPR DRED IR

1HH

EXRVIRHEN

BREEAHEEFEERS

EX 6. AREEHEE

ABREEEMICEYTAEE (XK)

g1, g2, K10

BRETEMOME - FDER

g1, K2

R BERRDEM - HIFR

g2 X710

RERBNEDOEE

K2 DRIREED 1= D&

R DEREE LS 0 &t

ABREEHEEOEE

2R 10, ‘BREEHEE. EEX L
Ed

KEAFHOEE (LUEICEHLHD)

EX 10, EERHR

KRAFIOEE (GEICEHLoLENLD)

EX 10, TERLER

RE - RFFOEBLE

EEX R

ABREMEENLERE

210, BREMEE. TEXMLE

BT - BEEOBECRROERIZHEEXE5R
EUNEIR)

BREGEE. TERER

FAEHRAXE BREMA— F R4 — (HEBRE
BE)FDER

EX 10, HETEH. EEXLE

RT - BFFOELE (BEREDBRSMADE
BICHEZEEALGVER)

HETEH . EEALE

EHMEE CBRETEMOME - B4, &
£F)

WETEH . EEMIEE

IEFISREENEE CARERITEEZN 5 HRARN
HULWER)

210, EFIHREE. TEAMLR

RFE - RFOADEIE

EPHREE. REMLE

WEREANDIILWICEHT 2EMDERE (KILWL'A
BOEHE)

ERX 10, WETEM., TEHRLEE

RFE - RFOADEIE

WETEH . EEMLIE

REFEFOREICHT IEHNOEE WERAED
P

2R 10, HETEH. EEXMLHE

HRAIAZEDEE HERBTUNDEE)

HRFEEAE

RFE - BHFOHDEE

HETEH . EEALER

ABRREVROER ERHENS 1 FZ2BZ 515

&)

KRR RE

251

EELGATERICHT IHE

£3£12-15. 19, 20




x1

IRB D xS
1EH _— sges e EXRTRHEN

TEMERFICEYT SHmE o £ 16

ABRERER TR TARRTHRESIRHA o £ 16

Eﬁﬁiﬁ%’C’EIJ{’FFﬁ%JfE{EIJOD%EEfJ“?Zb\oT:i% ° =3t 16

BRICHRESN=FRONY TIF o £ 16
BT (U - dil) o gX17
FROHIEFICET S8E (TRLEB U [ ] £X18

i‘gf)d)qﬂjt - (1 BITLRERSEAH 1= ° =t 17. 18

i‘gﬁs)@qﬂﬂ: - (1 Bl REBEEA LA 1= ° =t 18

%ﬁif‘éﬂiﬁﬂ%@ﬁﬂ%] XIFTHEE BFHE PY =3t 18




