HAEEHXKOS530FE8E
Lk 2 64%5H30H

SHENREEEER (B & B

BARHEEREMAFETERE
( &~ B % B )

3TEEU L DFERRS & & Lo EH M B OE FERS 58 O BUERTEART
HFEEEICR T 5 BEHIEMDOERUC DN T

EEL (FAZHAERLZRS, UTRL, ) ORERFEARBHFEDY
LEVTINT 4 A7 %FA LIEBBBEORRWEIZOVWTX, [7rF v 7
NTF 4 AT BBEBEORFEWVEIZSOWT] (ERKITE3 A3LBMITEAER
HE0331023 5 EAFBEAEERHAEETERREM, LLT 155033102358
] V), ) ITBWTRLTWS EZATT,

AR, TVXRTTNT 4 A7 EEFRA LIBEICBW T, BERFEARH
FECBITAREOREHFIEMOEHE S EE LV BN OEMITTEH L
FHME LT, ERGUIEEINRD 5B, BRI 3BBEULO B DI
DN T, $0331023 B E@ENC HE-S < FEgRAIE (LUF [ERTOFEEEIFIE] V9, )
Wiz, FRICRTHERZES TRFL THELXZRNWI L E LELRDOT,
BEE THGRER I LAMBEANET,

r&lﬁl

1. ™M E
ERGLUIEETARO S B, BRESS 3BEU O LD,

2. WEHEDORLE

(1) WERFADBRFEOREFHIEML. HIR 1 ORERFIZSEDO L, #EY)
WZREERTD T &,

(2) FEROREFIECET 2L, BERAEELRUHEDETER K




REXRS (BEFEEHMPICHBEIR b O2E, UTRL, ) 3Bk 2.
—RAERSL FEPRSEE—BRAERS (FEEMRPICHEEND
bOEEL, ) X, UTRL, ) . EXRE/NRIIBIE 3 ORERH 2S5
ZoL, BEUNCEEK L, MERTABPESZO [HT7 7 FR] o (31
W77 AN IR T 740 PDFBRD 7 74 V) 2EAT$ 52 L, PDF
FROT 7 A MT, RO A XY= I X VER L b D TR L
THEAMEBREBAEPFERD 7 7 A VEERT D Z &,

(3) REOREHIEICET 2O FIHEIC OV TIE, ERAERRIL M3
W2l 2RBMEOBEEE] | —BRAERLRVERETNGHIT TRIH
SICHTAEHMLEOEEFE) I 2 L, 2B, BEOBME HFIEICET
LDARIIARBRO—H THh 2 RICEETHZ &,

(4) HxOBUEFTORETRICE T 28EFEIT, REESEICESCE
RaFORERFADBFFESLRFHICET 2BHC OV T)  (ERITE
2A0BMITEREEFEERFEI0IFEEFBEERRLAEEETERE
BE, AT MREEM &\, ) iIcESxBEBicRf+s2 L, 28,
ERAERROMERTEARPFSLICB T 2B EDEFEIRINES
EORBBEMBLITONTI (P21 3 A 4 AT EAEERE03040185
EAETBEERRLRDEBEETERREN) BV TRTRBVIZOWNTS,
RO LBV THBILIZEET A L,

(5) WERFARPFZFOREORGEHMIL, RO LBVEETH L,

(6) UL oOBUEIRTEARERFFEE P ICHERTO LG IE & A@AEIC Xk 5585
BEZREIET, HAORGFEXIABIZLIEHRFIEDLEH LT
H—F2Z &,

3. WAMHMEROEREHKXIZONT

(1) EROBHEVE, ABE A UKRICERFARERFEINS L DIZHONT
BATETHE L,

(2) BRFACRICRERFOARBEZIT TV ARBIZOWVWT HEABAETH
B, FOHRITH->Tid, ABHICESXBMEERICL > TRHET 3
Tl IOBA, BMERBOEEERBIRHA L TAL L biT, HE
MWIZiX TEREER : SER6E S5 AS0R 1T RAFER05305F 8 B @Az &
LEBMFEDOER) LEMT I L, 2B, YUkBHit, K@EmIZESL
EEOHE L, TRUANDERLZEDRN L,

4. F0H

(1) BERBHOFE1DL. ® (3) . 2. ® (5) RUOBELIDA. ®3IZ
TFYBUELEICET2ERE2ZER L LT, IO EBVIRMNTEZ L,

(2) REOHEFEEZRBMILDITBHFTIEL L2 DIZ >N TREFED



EHEIBRIAREE-MEEARBFE T [—ERFHE VI, ) X
BRUMEFRZITOHE, BEFEICET I, ARFEO—HTHS
TEOERRZIT TR, ®8TERITTHZ &,

(3) FROPEF EE2ARBMCLBRBHELE LIz b DI oW TREORIE
FEOERIRD —ERBEXIBRBERRZIT O BE. FIBFRITITHIK

(F3) IBHE (REOBEHFIE) OEREFMI OV THIBDO XM D
CELOPRFRL, EEEHBAZRERLTHEMNTEZ L,

(4) ARBAFEHUANCEERFTARBFEINEFEOERICHLI—LEHTF
EITVAREERTOERMROCEEES/AHBICOWTIE, 1. HRHEE]
EKTHRBETH-ThH, BERP CORBMIARTRBESFE~DERE
ELEZ BNV,

(5) BRICBLERRFEOAREZ T TVWB U 7 F o IMKRIE % 4% @mic &
SEBIE~DEREZIT O BAITIT, BaNcBYBERICHERT S &,



B AR TE AT I O BUE 5 R DO IR B
[REFE]
[(HBSE] : aaa
[BGEh ]
[EZ] :o01
(@R o4#] B (RE) oLy

(REHE] B (R okky

[kofliEhEkoERE] @ 002
[(ROBEFEDOEE] 003

(B 473%)
[EZE] o002
[MEFoLH] MEFTA

[(RigsiE] fETROWHEE : &, BAE.

A

s AR B, RE, AR

OO0 (MADIRFEAZTHT 2) OfEHE
(PRRITEE 2 A 10R 1117 BRFEBF0210001 BBANZ HD& BE & EHT

3. )
[REH ]
[EZ&] o003
(REFORF]  : HEFTB

[(BEriE] sETROHE - R, BA.

<o BER BN, RE, AR

OO0 (MFDIRTEA LZTHMT D) PRESE
(PHE174E 2 108 111 R FEFF0210001 B@AIZ E-DE B 5% 087

8. )

B 1B+ 5 EOEEFR

- R0 [HEFRO£FH] RO [8EFE] 13 [EE] 001 BN TTTRE#ETI 2 &,

« [EFE] oolizEER TS [RoBEFEOEE] 1,
[EE] 2EHK+>s2 L,

[EFE] 00152725 53T ORHF ORIEFT O



AR (RIFE)  TERG

Bl 2

NikPRER WhoWEH
Lk £ w5 % SRR
RUNEROEWH HOUER]
[11X X Pharmaceutical Co ,Ltd ARA DMET L B (AAA OEER R DESY
[11-[3]. 002
AAA [2JAABE x xTif AAA DRUEF & AR (AAA ORIEH L 2) D&EY
[2]1-[3] 003
[l £H OOTH AAA DBIEF % HIAR(AAA ONEHNE 3) DEEY
002
BBB [11OOH= &4t BBB OREF [ =
[1JOO Pherm. Co.Ltd. CCC DAk : Bk (CCC DBEXNE ) DERY
NETHRORME: X7, RE, BB [1]1-[2] 002
cce 21le@H%X2HOOAM ccc OREH & : BR. RIFL. SHBERME COXRREL5—) THR
T3,
[B]JOOMME x x Tif ccc DYEH & Bk (CoC DMEHE 2 DEBY [3] 003
DDD OMilAiE:
[/ 3K % 8 055 5 1000MF00000
[1]Oo0O%% COTiR
[&MERBIFROEOACH
[REFBEXL]O00
DDD O Mil ik 002
DDD [1]1-[2])-13]
[ /A% & 433 % ]000MF00000 003
[2]JOD%%E AATIR
[E®FABIFROFOCHOR
[REHFEREAZ]O00
HiSTHONE: RE. KB
[3IODOWE x xt&o5—
DDD MWiH ik REL. RRT D
EEE DMER%:
[ 364 2 %3 5 J000MF00000
[1]x x Xtk
[E#+ A BIEROEFOROH [11-{5] 002
[RESEXZ]O00
EEE EEE )i 7% : 000MF00000 DMiEH % A 1Tk B,
[/ 3% £ 9% 3 % 1000MF00000
[l E53:id | Welohs |
(&8s AB]EROEOCAOH
[REFEXL]1C00 [21~[3] 003
METHEORE: L%, 7. AE. KR
[31%A&tmE Kt _ .
EEE DMEFE RYIFLUBISHETAL, BR, BRE. BRESTS,
[1]JOO Co. Ltd FFF MBS % Sk (FFF OMERE DO LBY
[2]JOO Co, Ltd. Unit 2 FFF OOET %: BI# (FFF D8R 2) O LY
[1)3—=[2)—~[4]. 002
FFF
[3)—[4] 003
[3]A AfL¥¥pstit FFF OMEH k4 (FFF 0RO LBY
WETHOEHE: 2%, BF. B8
(O $4:7: 0 24

FFF QRS %, REL. BRT5,




A2 ICBT R LoBEEE

- TRGERHE) 1, [RUERTE S 2RETROMNIZE> TRiT 5 2 &,

- TREAOBESEO [EE]) i3, TSR] OB THROREOMERT» b 02N 5 M ERFABRFEE
O [BEHE] MRS L= RAoMERTo [EE] 2Rz,

CBIAE, AERICERLTHAELI ARV L,

s BUERTOERESULBMICR D [RUEHTES ) OERICOV T, REORWEL S I3 &,

- JRIEB B Bid, FR18F 4 A27TARITREFERB042700258 [THERFEITE S EXRHZEOMNER
FTARBPHECHRIRICET 2OV T O—ERIEICS\VT] RUFEBMTEEER [EXRLE
DEABPEECET2HENEE] CESSERFITHEZLICHBTSZ L,

- REEEE, A—MFHICR2e28iEHE BlLd, BEFEARVMESEB) Xbh, 20—k
ORETEC L Y ME SN ERROLAVABEOERFITHEZ LItBET 2L,



RE (REOME ) TBRs
BIRE (AAADOBEREL), BIRE (AAADRESE2), JIK (AAADORESEL3), B
(FFFOREHEL1), . (FFFOMESFE2), I (FFFOMESFES)

(ERRITEE 2 10 BT RAFEHKHE0210001 F@MIC S BOETEZ BRI 5, )

Step'1 (BELR)
2-(1- P Y 7 2=V AFA-H-F h T N-5-A V)4 ~TuEAFAET7z==)L [1] [(21.6ke) ], 2-v
-5-[(1E, 3B) -1, 8- F V= )V]-1H-4 2 #Y—v [2] [(6.9 ke)l, REEH YV A [(11 8ke) ],
BIUOCAFARVLTATE N [(60L)] % [25°CT24RER] MEBES. AFELFUETF I VA
[(3.2kg) ] ANz, Fiz [25°CC24RM] 2&BYES. NEEABL, TEMEBRETD. ARERBE
BT 5. BEmCKk TGO ] £mz, BT [GoL)] T+ s. FgELA TG ] BEW
“10%” AeEAK [(30L) ] Tt 2. AREBENEET TRERMT 5. REMW% M5°CT3kfl » &R
¥3, LR EELSHEL, BT [(100)] THgT 5. Bz (0C) T, 8~10RRIRER
BL, 1-[2° -(1-FY FA-IE-F R F I N-5-A V) -4~ T ==/ A FNV]-5-[(IE, 3E)-1,3-_vF V==
N2 R RFAAL I8 - B12HF5.

CXLUTER)




AR (REOMEHIE) MRABME (CCCoREFH:1). JHK (CCCoRlEHk2)

(FERR214E 3 A 4 BFHTERABERF0304018B- DR 1 ITHY T ARSI OWVTIE, F@E
HOBIG 3 ITBR 4 IV G I 28T 5,)

E1ITER: S
A (#BEX) B (#&=0) A ({b¥4)
I | B ({k¥4)
R
WETEE
BRSNS C OEEEE R U BE
EEJM#EC ‘ & :O%MkE
(M) C ({b¥:4) EEMR : BxO%LT. REO%LT
R PEWIE : O%UUT
2T K
BIR 1) =% /)—p
L)
MERE
R 2) =H# /—n
BLAHE

(RLATHRE)




BIEs 3

B (I mRaRs)
MERE SR UME KRORED BRI OBEFED
R¥EA Witk TR O - Swgs BERRR
2z %S MEFES [EZE]
R, KR, BN, Bk *
[1) xx
Th, A, ®7, #E. R
Pharmaceutical Co,,Ltd
]
[1]1 - 2]
[2] DOKIEK OOIAAERIGEE + + + 002
AAA RE. HAm [3] - [2].
XXt H— REAAAR®BD, 003
[1] — [3] — [2]
mEk, ik, BHE, Bk
[3] A~
Th. Bk, X7, RE, R
X X L
B
TR, K5, BN, EE K
[1] OO Pharm
Th, Atk 27, KE R | 1] - [2]: 00icAA%x
Co, Ltd.
. Ris&s¥. - -REBBBZ | [1] - [2] 002
[2] @@Hkatt @5,
BBB ®RE. AR
OORM
mR, RS, RN, B o | (8] DORXXEZRES
[3] OOMHK
Th, Bk, #=R, RE R | ¥ - -REBBB%RD. [3] 003
X X TH
®
[1] OD¥EE
EE, Bk, ®E e, RMITV, RBCES [1] DDD [1}
[ 1 he"
CIge +arboEARCCCET
[2] DOKKASH
BE, AR, RE 5, 2] DDD [3)
AATIHE
ik, FhH, BN, BB R
[1] #AaHmm
Th, B, &7, RF B
OOTH#H
B
[2] kX £&tmE BEEREDDDOBRERUHR | [1] - 2], 002
DDD #E, "R
XXtEry— BRIk L L TR [3] 003
ik, HhH, W, BB %
[3] Mz
Th, Bk, RF, RE R
OO0T#H

B (-0 O)




B3 BT M EOFEEE

- TROERERE) 13, TERES) vRETBOBIICH>TRERT A &,

 TREIOBEEO [BE] 13, (SHERE] ORTROREOMERN» bR 2 MERBRBHHES
o [BEHE] WIS LR oERo [BE] 2E#T5 -,

* RO RO BIIAEMCHERS S (K% OERZETAIRE EE-F2%) TonTH, BX
CCC (AR%) RWREDDD ARTX2%) ORBHEZBBICTHIL, ok, NROFREORE
&S] 13, BUEER] ORTHRORROMERF» LN RRLRUCNERESLERTI 2L,

BRI, AERICEERALCHLELXX RV,

FBUERTOEEUZBIMCHRE S MEHES] OEECOV T, REORWVWX ST &,



