AERBENE L EHWMRHREL TROMICHER T AEFTYIY RN (E1LIR) tEEXRFRER  AFRB 20226117248

Jdn B

e
A

o ERNE FryyEH AER(GEEEEEHT D) =z

b
3t 5

ITEREERRCTORE AT E
| RBEHEORRILAT RS R BT
2 ABREE LT IER FCRRAE S RER AT 558 R A ATHICEEL. &1
3. EMEEARIZEXBFIEE IZIEBSDLHDODHTELL
4 ARBAZESEETIEE HI-RESORBOOATE
5

(ERAR - | )
- BHMEREL TR ABREX S (HGE) D& IFEE - BUR )
LM SOP%., iR DIEXAXEDREH
L0 £hEMEEDEN DR
LO SHBELEISO-E CRREEXE (BE) SLUFROKEE. LWThOFETE

S : a
O | O| O |RIEEREHDREDKE -SMEBIRBEFIAT 5154 . IRB-SOPZ MM & 240 M THIF
- BRMEROX - ZEFROKE -BRMEROHHE. B2 FROFMIIN.2. No3IZHER
LW SOP%. D EXXEDREH
L O SHERBEDORNSO-R
O £SHBELENSOM-E

(FEREH - 1 )

(HREES : F£1hR )

[H—EXTREINDIEH]
m £x01. B =02, B £503.
B £x05. B £x(06. B =308,
B EX10.mEX11.mEK12,
B EX14. B EK15. 1 E316.
mEX13, mEKX19. W EHK20
BT HEAEX. 1 3EEX 1.0 358K 2

[H—ERKITHEMHINDEH]
B EEEEE
ololo BHMRERELTIRS AR AREHMEE \IRBTO iGN FEMIL . IRB-SOPTHEER
BEXE B ERISREERA BEER2ATOVTIEFAEHRT 5HD TIEAL
B EE-RAXE
B BREEOMECETEH
B EREA~ADZILWCET HEH
B ABRSMEEFIEOEH
B ZeMEICETIER
B FOMOBHEH
[BEE2ELNROLNENZDMHMDEH]

B EEFIEE. v=a7)L
B 0D EH

(EZAR | )
R R ) AHICLYEROFRARL B A AT

@ SOP%, RO EXNEICFIAHY AMISLYIRROTRARGDHE LTI

BHNRBOEH-BRF | L DDworks Tral St AR I e AT A N

12 ) ~ = 7 LV}

- £iE
O FIRGL (HERMHER AT DSIRES 2T LERIAT BB E N0 26 DI THER




AERBENE L EHWMRHREL TROMICHER T AEFTYIY RN (E1LIR) tEEXRFRER  AFRB 20226117248

R wENE FroyRE e [ R ) %
R )
® FIEHY (IRES . B )
0 = 1) R AEZ - L TR WELHD,
o|o|o|AREOBE I Lk R g el BHIZEY T AU REHBE AEHICER
SEOREEAR | LW povern : SR DN T7 A LT R OFIFE £ £ S — G
EHREHARRTEAINENEEET S
O FIBHL (R IEATH)
EZEH 1 )
IREE 1R )
S bty N . SRENENMS S . ABELEREAERICER
13421?‘m?ﬁéﬁé%i@%ﬁ%%/u —— N yh797" . YAMPIE. No. 2512 TEHRT 5. .tgﬁimglxk?[:‘o[,\-qﬁggx(i;;g;gg%bw\g
L% [ mEES W EEELE O REhL] R s MBI K S ERNEE
L &7 [mEES W EFELE ORELGL] o alahialslvelbatib
ololo|BlMFaEOREERE | LR [WEEE W EHELE O RTLL] R o R L B e SRR T IS
EHELENREEE L ayspy7’ [ O EEE /O SHBELE O HEAL] efA%;"Egingmguiw; hEEmoE X
Cuzb7 | [O&EE O EKELE O HEs0] JRERBIEX BE ZEL RN EEH O REERHEO K
§§§§§§Eﬂi%4_§g#énfb\6._UJ\?§EIE‘G%%>$')&EE
A (47s D FIOLEMN
O FIRGL (HfaRIEAEH) EERRE MBI T 355 F LT LEHRT S
F=NyI797 AN DIREHZLMEE DN TIENo.25H SR
(REEEER 1 )
® SOP%. IEEOT LR FIRS URES  : W1 )
o LO BAEEE SHELR— .
BZOBOI7AIVE. T+ e T7ANAICOVNTIE, AICET I2EEFBE BK |, LA 8 )3 5T _jms 3
O )b@*ﬁﬁ@%"lﬁﬁ% |_‘ ﬁﬁux)l/ )L(#ﬂ]li)‘:ﬂﬁﬁ) Eﬁ% E{J &':;._I%E%{Kiﬁ%&ﬁg’sibikﬁ?_éo 77}')[/& %"E&LEE&)s $T§J§0)J§Fﬁi*ﬁ§c}b%ﬁ—§1t§é
O FIELL (RS2 ATE) ?EZL\—C';~ DDworks Trial SitelZ&k Y BEIRIIZHEE
EZEH 1 ) -
RES . SR ) EROHGHENHIBEL, TNELTER
{EQFEERALTEEVS, ThEN TER AN RS S
® SOP%. EROEXXEICEIEHY s
olo B AR ZFEM R0 | LM DDworks Trial Sitel=&k 204 588% DTIREVRTAIZKAOT EHEENRATEHEICONTIE
DR SH No.26 DA THEER
O FIELL (R EAEM FIBAHBEE . FIECHRRRRORRLEE
fﬁﬁm&sﬁ(:, FESE RNV OK 248 (RBIE, HKIEZ) ~D%f
it
RREH EIBEOREEECATLIIOLTY ) -
WES L R St o Sl L -
- . _ BES P 56 . FIRIZHST=/\v o7 TIRIRDHER
.SEE%EE?KQEKK%#"EW ) * TELAOREEELRTLIIONT [, ELE0 (3% EFXBORMRHFLRHIEETIH1E51> )
= ﬂ%é'ﬁé%ﬂ%(iﬁﬁ%ﬁ{%%/%iw%) BENXED-ORRTELRVWXELLRY ET, 1. TAEH "
ol |o|Brrommus svrry| L0 BANECOREOR—ERRIHT 2 FIEHY ODLOVD RIRANSL) [ HOE
7 LW Z0it (/3957 v 7 (. DDworks Trial Sitel2 it 24— o BN BOEEE
OEFIZHVTEREEND) LT AR PR BN o
E;U%E%tuﬁg)%%jgﬁﬁjt )
~ 4 =: <'$|:| 3 125l TORE
O FIRGL (GHHERIEATH) HSHRES R LI EY R ST v TEERT BB A
[ZDUVTIENo.26 DEAE THERR




AERBENE L EHWMRHREL TROMICHER T AEFTYIY RN (E1LIR)

mEXRFEREE  ERB 20225118248

R wENE FroyRE e [ R ) %
EEEH 1 )
0 S er R RRT SEOBE o ) BEREE DD ABTE, RESFELTINAIE
O BULRRETRE EDREH TE A EE T =@ - . BEEIEOVGVVARRE. RESAMELTONIER
ool |o|ErrosmmrroRs|  (2E. BE. ®mE B RA Ry ADORBI- ST, - DVD-RE(EH—IJv (7 —R) 7 42
a L RrEEEORE (REEXIRHEALE) YRR R - FIRD T SPEE 1 HrK S — T2
EROBO—BREDSAE B
O FIRGL (HEHRIEATHE)
N g 1| ® HHERE
BHNEROTL 552k N i
0| o| oo : DELRC, RRIERITE AT LR AIET
SEETOLS O WA (BRI ATH)
G 7. 3. 4 )
. " _ g
i |o| o |BunRBESTHERS |® SO°F REOEAXETRLY RBFAE. ABRONOBEORAORY B TE
BB E O B (R R AT BERHROEMET 5D BAEE IR —
AR 1 )
(FES . B )
IR —RRETALEETH
® SOP%. HROEXXE-TIEHY BHAORROBBL. \RT—FEERRERORRENL
12 o RATEFICH 1T D ERESR | LM DDworks Trial SitelZk 25 SLEIEDFIA “OSIREDRT LI, RBRADERELNDT I RERLE
DF-H DG |_ M DDworks Trial SitelZ &k 2#E[REFEEHE ISR EV AT LDERBEEEERET HHEICONTIE
No26 DI CIEBRE BB/ T—Lav S TN Al EE
O FIRGL (BRI AT R 5
AR 1 )
(FES B )
® SOP%. HEROEXXEFIRBY DVD-REZREREENEES 5HALEERRHNDE
" o |BEm I BB R | LW DDvorks Tria Sitel=k 1R &R E 0% HSIRES 2T LORRBEEEERET 5BAISL Tl

DT=HDRIE

O FIELL (FEFERITAER)

No.26 DI ETHERBEEEMN/N\T—2avENTIVSIEE
RIS




ABREEXEFBHMNERELTRSIBICRER I REF oV IURMELIR) iEEXERRE  {ERE 20224118248
R EEAE FrysEE AR (GEEREENT D) e
(FEREH - 1 )
(HRBES Bk )
@ SOPE . RN EXXEIZFIEHY
_ M DDworks Trial sgteo)ﬂ‘é—i—%lsjéﬁo)flﬁl .
i N E;?%?BEI‘)DworksTnal Sitel& D EMHAR/ SRV —FREIZLSHE '?Eﬁé%%ﬁgifﬂig_ﬁ%%ém%ﬂ’%ﬁ‘%ﬁ“
IRB F| CEBRIAIEC S e - T 1E, ABPHTIIECEBLTLEAEN D
a ks LM DDworks Trial Site[C kA FIFHEDEREEEESE Loy oy 2 e s =
14| | O| O|FAT 2 HADREEHRR 5 e 9SYRELRT LIS AR EEERIET 5B
DI D3I LD RB&E A LIRBLOFHB AR No 26DHE CIREER AT 1) 7 —> 2t Sh T B L2
)
O FIBHL (HEBEREATE 293
O #Y 7 (FALELY)
(FEREH )
(IRES )
.I_ sop%\éﬁé’imﬁtx%lzﬂﬁﬁu 5 -
- = . W Z®Ofth (DDworks Trial SiteDH—E AR X —MD3ELE
15 O Eﬁ%ﬂ’]aﬂﬁ’&ﬁfﬁﬂfﬁlﬁ‘é& En;]a_d—é)
FETHETIRICHE
O FIELZL (BEBHERTAER)
(FEREH - 1 )
(HRES : FBIhR )
s - - CEEROHEZHENAXZ/LShTLONIET
EFIENHE . - {548 IZBRIMGFIAS R T WBIEAIE. %K
O FIRLL (R ATHE) S2F LOFAERENLBE
BHAMTEOIUENICE |@ EisY ) )
171 O | O| O |L. IEBFE~DHBELED . EEAf. HEAR. REEDAHERHELIDLE
HE O L (REFERIIATR)
(RESRARE - | ) B R THET AR EROER R T ENEOEHEEL
(RES : F1hR ) WE
[ ] Ny AXZIZFIEHY -%0)1@0){?(5%%@]%1;%)
B SOPE, R D IEXXE(IZFI Ny A E (RZEDRE
BRETIR. REEHLE (TETMNE .
: e |_ M DDworks Trial SitelZ&k 404 5% EIf%PDF (REDHL)
18 O | O ;(Hgféﬂgééﬁ’&uﬁbé TORIEL (REDRE)
O FIBLL (BHHREATH HSIRESRT ADDY REEFIAT BBAIDLTIEN.26
DHETHREMILLLILRATEST LA N F—2a ST
WBILEHRAT B
(FEREH L_ )
(WRES  : H1R ) -REBORBOMIE, ERBH. ERNE. EEEOREN
o R _ WE
N @ SOP% . RO EXXEIFIEHY e reer , o b e S 7
wlol | o|FrrommmEnen | os Sk s s BRCHET SREREO AR EE NSO R
ICEAT5FIEDHE IS IREDRTLOOTEHEEF AT BB EIZDOLTIEN0.26

O FIRLL (SR EAER)

DFECEMMEEZONRE. HELBOEERIIL TRELRS
EDNYT =23 SN TSI LERDRT S




AERBENE L EHWMRHREL TROMICHER T AEFTYIY RN (E1LIR)

mEXRFEREE  ERB 20225118248

R EEAE FrysER AR (GEEREENT D) e
(REH ELEOREBEEIATLIZDONT* )
@ SOP% . sk CDIE‘tXiiI ZFIEHY (lRES V1.0 )
B RHMERE IR S AT el * IELAOSHERS X FLEOLTY [ HLEO L CRET SREEROEARSEER S DT RN
s o P Nyia) i B A o - [
20| | O fmgcmmisaiasans (LB EOIOL 7T, DDworks Tril Steffit <5 —0 |\ REXEOROPTCERNIRELVET . BT WIF— AR RS SHA K. No 26 OBETUHS X7
LEIHRTAFIEOFE (B LOCSVABE
O FlE7zL (HEER T AR
(FEREH  ELEOREBEEIATLIZDONT* )
1. B (JART?)DFIEHY (lRES V1.0 )
LO Nvo7yThonExTHE
LW ZDO#h (YRET I, DDworks Trial SitelZ R A —DEFE |* [ELEOREER XA TLIZDONT] [, ELTED
IZBWWTEESN D) BEXEDORRTEHRLWELRYET, B THERT IREEZOERRITIERINROEHRELN
= SqesL WE
ilol |o|FernEHMERERT s wrngconEOR—1tIET 3FIELY SKEFIZEY T YT NSOEAATALH AL, T
%JIE(D%M - L O BFMICE—4ZHETELFE MoDBERFTERBBZFDIERTHAIET D
L O Exhiks AR THRR CEFMICR—MEHRT HI5E (L. No 26 DAETHEZV AT
LW Z0fh(JRR7 I, DDworks Trial Sitef2ft R4 —DEE LOCSVILE
IZBWWTEESN D)
O FlE7zl (HEER T AER)
(FEREH - 1 )
(FRES : SE1hR )
.I_SOP'%'R ﬁEEQ@IEitK%I:;;ILEW) 45
_ N s M DDworks Trial Site®7 N0
EDAYUY  EEHVITHA _
” o |BEEZARRURMNER LM DVD-REAREFLIT— 2D DVD-REABEADIE —DIBEIL. /357 yTFIRIE
g%gﬁ?&?gglgaﬁ)agg_ﬁ o) %JlEEL(TﬁE%ﬁ%Ii)“E*Fﬁ) C. f%??'c“?hf:ﬁﬂc‘:l?]—'Gﬁéc‘:ﬁﬁﬁn:"@%é._tb\tz\ﬁ
O ZL4ed (MEATRE)
(FEREH - 1 )
(WRES : HF1hR )
BTF—4%280XEEKL |@ SOPE., RO EXXZIZFIEHY N N .
U AENE Srpg Ly s XA EFEENTEROSEABNL, 2 TRR
slololo ;g{gﬁggﬁfigﬁ%\;&g L_MDDworks Trial Sited A5 KYIFRLEEE D RFEHER farjpg—;g)tfx;—éEgi;b)i’g;ﬁﬁ{i%@iﬁgﬁéﬁgggj'éi%
ZFIEDH R O FIBHL (AR AT A%, No26DRBTAL AT LDCSVALE




AERBENE L EHWMRHREL TROMICHER T AEFTYIY RN (E1LIR) tEEXRFRER  AFRB 20226117248

ooy
2§

W
y

R RENE FrysEE AT (HEEEEENT ) i
AR 1 )
REE - B )
@ SOPE. D EXXEIZFIEHY
LW (B RIS T F LT SHORE el At
. = A s B R0 ex)R.G.B2565Zf. 200dpifE &
Haiganmet g, LUl Ny PO A fERE v, RS
o| |oBELTREILES.Z | CmxkraHomYRL AR HERIE. RS v =5 DRI E - RIENE - L
r=>71= REN=UTEDERL, —EHREET . HLAES 2Ly
O FIBLL (BB R ATH) §MEE BB ERRLS X TS

O &Y HERTHRE)

(HERBEH ELROREEEVATAIZDONT* )
0

1. GCPE395 218 H 3< 22 (RES V1. )

| @ #HsEEH

L_O Ki###E M4, BRI 1220 TIE, UTOEZEMET 7ML
ERXERALTWLS,

2. I\ T7vT + Adobe Portable Document Format (PDF)

@ SOPE RN EXXEIZFIEHY * Microsoft Word.”Excel.”PowerPoint

L O&EEEDKES
L OEEGAIE)
L OEE - KEMEKCRRIMERE/ZELSE) * [ETEOREEEVATLIZONT] X, ELED
LW ZDOH(/3y9 7y &, DDworks Trial SitefR R H — |MBEXEDORTTERVXEELERYES,

DERICHNTEREIND) “FIuP) AMER B ICRIIRMHE CTHR O IHRERRETH

FiE4)

sEmEEn ommme|C TIREL ER ARSI, EHEFSEAEEEREE
(@) O |#TBI5VRFLRTLE |4 &5 (JRRT) <INy PT7YFIZDT, No8, No.20E B E 2 HIHT
FIALRET S5E ® SOPE . D ER T EI-EIEHY -IJJ;W!:!:N;@%%%I:#U&% N .
|_D ﬁﬁ%ﬂ)?ﬁ’% 'E?ELL\%JTEL\[?:ScE:'Eib\gbﬂf:ﬂﬁo)EETL"E%&#’Z’G#U&ﬁ‘ .
(O BAsiEcORNEOR—HEZI-ET 2T IEHY O VRESRT LEFIAL TSN TNo26DHATHEL R
LW ZFDfh () R+T (L. DDworks Trial Sitel2ftR 4 —D & TLOCSVA LR
FIZBWTERESND)
O FIE#HL

4. BRNL(RRAEERDAR)
L @ FEMLGT7AILAE
L O il RIZFEREA

O &ZAET (RALELY

EHEE R T CACER (& RF 1.4 :DDworks Trial Site)
LT A ERMEGFIAS |@ Hakme
AT LA DEHMESF | L@ HE
olol|o g%‘i@%@;ﬁggﬁ LO Fi#a BHMEBRAAY 27 ATERT SEMISL, BPELE
THHA. B RT LICH|O BAET FIALAL HUHIETS S

A ATLEMORER




	チェックリスト

