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S5 2 ' BN | % | F
A R B iala e e Ele
] Elw|{a | m|®B|HE
SREATE H | Rl e
: s
MR X1 T T T =T =1 =
RERRBR (1) ol — T =1=T=1=1=
HERE (2) o|—|—-|—=|—1—=1—-1—-
. SRR
[1] EHlE Lk = S RN N IR R RN IO
sy oleje|lo|e|e|o |0
e %2 — === ]—=I=1—-
Rk ' lel|leloe|ele|—-]—]e®
EFOORANYF—> 2 vEREAR, —RBEMAERRT.

K1 MERIZOITEAY T — 3 s

X2 ESRBREUKSITOWTIEMEIR EZR 2T 7.

%ﬁﬁﬁﬁK%wfiﬁbt%ﬁﬁﬁﬂﬁﬂ~5~®%E£¢RU%%%§%&*HK%T.

Tl OO RREOERA]

ICH QA DIRAMNLARE L LILBEE, FELTLHBEZEHTS.

HBEAEEOITH,

F o — MORMFEEHEOEO R T B,

Feer FERERVER (D)

ATEENT A —F— | HERE P
o Rt

Folok  FERRRAER (2)

SRR T A —F— | MRS e
B

oo FUEREBR BORE

SRR ST A—F— | LY R
FIMEIR 2
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Foeee  PUECRUR IRBMH

CTD B 28 ERINTy 7 7>7) Z—a —fE 10mg

Tk 27ESF 31 F
HEZz g Y v BEGE

AT IR R
B,
R EAE LY,
MR B EIE
" q%%~L%®5#E% B (Bkek, #onk)
HE .
0. 05%, 0.2%, 1.0%@ 3 K
RE Ak 3 EH YD EL
L 0. 2% T 2 MBX%X6 B
DHTHIEE @0EL (HEES)
0.2%FHET 2 EX6 BRE
ENFERRE | wpgl (mmEs)
ERBREC |0.03%, 0.04%, 0.05%D
TRH RS 3KREFIERVEL
#a
120000 ¢
100000
g 80000
k? 60000
U 40000
20000
0 L L 1 L 1 1
0 02 04 06 0.8 1 1.2
| BE®
Bwex HUEERAER HEHE BEHRiE
6000
(& @]
4000 |
2000 | ‘
w0 : : : : : ! !
® 2000 | o o
-4000 |
-6000 | °
-8000 L
0 02 0.4 0.6 0.8 1 1.2
1 BE®)

Hwor SEERR EEWE BETov b
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Fewkk KAy

CTD 23 ERANCy 275 7)

o —§E 10mg
Fk 2748531 H
AAZxi Yy s BEHE

SRR T A — T —

HEHIE

R

FEMmE s

FEksk ﬁ:’ﬁﬁi

| RN T A
—

=

Y E LY

r S

FrRME

SRR R CRERERT
AL

EARE

80~120%D 5 k¥R HIE

BIF (s, k)

| =

80~120%% 3 7K#ET 3 [H]
BviEL

THTHRE

100%f+irC 2 B X6 BE
WoYiEL (BHED-6)

ENEEREE

100%fHET 2 [E1X6 AR
MDIEL (BHES)

il

6.0
50
%43 -
W 3.0 |
%2.0 -
10
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B etk

60 100

BEEG)
ERE ESE
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HBEE()

(5) ERHE BETzv h

150

238 BEWET SEEES

IR




" OTD 28 BTy 27 yT) o —4F 10mg
- : k2785 31 A
AEZn Y v o HERS

2.3.5.44 wv baHT

[1] R ELE-RBRED ORBRER

AEEOBRFEAREI vy hovy vEE, RIEERR, AT Rexll, vy FOFRO—
BiReelR s, 28, BEBECOVWTIREREF CRELLe v MTRREZER L.

Fooer WFERREOR Y MES, MEFA BRCHAR
BERFT - OOOREKRASH
RBRIEE - OOOHASH OOOHZERT

Lot No. BiEEA R , B

A-001 .| XXX A XXA HAERER, TEERBRGRFELE

" | HBRBRER, TEHRBRRERE B
A-002 XKEXAXA Epen

A-003 X4EXX A XX A iR EA

oo BEHEHERBRREOR v FET, é@laﬁﬁ.l B R U
BT - OO ORIRMR A
RBBFT : OOOFEMASH

Lot No. : BESFEA B Ri&E

AG-101

CXXFXAXXB

HARER (REEMN)

AG-102

XXX EXAXRE

HAERER (GZEER)

AG-103

XXX 4E XX A XX B

BHRERERH (REER)

2.3.8 SEKETIHEER

RE




CTD B2 BRI Ty 2T 27) oo —42 10mp

*1 BROFREEDER

*2 F—EEOLZAHACFEEDHBEDRINERD-.
%3 RFI—HEBOLIACRROBEORNZED:.

10

k274 8 H 31 A
A=Y o2 RS
Feex my MYTER
No.
R T
A-001 A-002 A—003
1 *1 %1 *]
(N 2 *1 %1 *1
3 %1 k1 *1
: 1 %32 %2 %2
FEsREAE (1) 2 *2 *2 *2
3 %2 * 2 *2
1 %3 %3 %3
AR (2) 2 *3 *3 %3
3 %3 %3 %3
, 1 Xppm BLF Xppm AT X¥ppm BLF
HERR S8 2 Xippm 8L F XXppm BLF XXppm BLTF
3 X¥ppm ELF XXppm LA T Xppm ELF
HERER EHEWE 1 X X ‘ XX
HERWE I 2 XX XX XX
HEpwEEE (%) 3 XX XX XX
MERER EEYE 1 XX XX XX
BEHEI 2 44 XX )4
EHERMHEEE (%) 3 XX XX XX
PR EEWE 1 ho e XX XX
ERHENI 2 XX XX X
HEemESE (%) 3 X XX XX
PERR HEWE 1 N.D.® N.D. N.D.
EHRBHEV 2 N.D. N.D. N.D.
FamEsg (%) 3 N.D. N.D. N.D.
PUERARR RRME L XX XX XX
| ERUADOELE DY —Z 2 XX XX o g
BEREEVESE (%) 3 XX )64 XX
PIEERARR HEME 1 XX XX XX
: 2 XX XX XX
BEBHESE (%) 3 X XX XX
g 1 13X XX ) o4
pi 2 XX XX X
3 XX X b 44
. 1 X XX XX
| |EEE 2 XX XX XX
WX XX XX
) ND.  isHuET
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CTD EB28 ZERE(TyrTy7) i —4F 10mg
EsE27EBH 31 A

AEZ=F Y v > BEGES

Feor 17y MOYTRER

ARBRA ICH #REERREEME | Lot No.

BI# | AG-101 AG-102 AG-103

BIEERAER FRERYSH 1 N.D. ® N.D. N.D.

b oo LX¥ppm BLFH 2 N.D. N.D. N.D.

(BRHIRR A - Hhm) 3 N.D. N.D. N.D.
HiERER HEEE 1 N.D.® N. D. N.D.

b Xppu AT | 2 ND. N.D. N.D.
(BREHFR S : XXXppm) 3 N.D. N, D. N.D.

&) ND. i BHET
* E%mwﬁgfﬁﬁ4P74/(¥ﬁ1m$3ﬁ305ﬁ&%%%3m%0

2.3.5.4.5 BBEEUCEBRFEOZYME

AEEX EP A TH Y, AFEOHBIC W TIRAENICIE EP LRUHEEZIEA L.
BL, EERIESWCIRAERF—RREOCE 2EZHEA L. S-AEWERVRIHER
oW TREEFENBIRATAFREDO H 2 MHEIC >V THEB IRE L.

L [FotoREROERA]
: ﬁ%&ﬁ@ﬂ% R EHRTIEOREDELF R TS.
()
: #ist (USP, EP, BP) OAEELRMLL T3
HED ICH #BEI-T 5
k4] ORETIE, TEE, BB, NASERECLIBERHEXLET, 2hbd b
ZRATD. _
B oFEHECHE (R, REIRET) &R#HT5.

[1] $sare Ui s

1. R . -

EP (560, 3% [HEOEMEKTHS. | LRELL. RRBEREOFLD A0
PR TH D, RIS THS LN L, ,

2. FERERE (L
EP oW, g% [REDANRT b LAROBRASS PVEEBTHLE, MEORSS
MAIR—ERO L ZAZRBOBEORINEZRD S, | LRELE. 2B, RELESEAR
7 PERGEFAELEERTH LM, EP OBBARI M L—HITHZEERERL TS,
REBRERIVWTNOR—ERED L ZAKRROMEDRINERY, RMBIIRYTHD MM L.

FERRAERR (2) :
EP iITfty, HEL TAEDART MV EERGDBBALT "R HET AL E, BHODRARY
PR —EEO L Z A FEOBEORIREZRD S, | LRELE. 2B, RELEBBAR
7 PIIEERFBELLERTHER, EP OBRANRY MV E—HTAILEERRL TS,
HBRERIVTh b E—EEO & ZAICAEOREORIERD, HBIEIRYTHD LHEFLE.

3. MERER HER
EPT&EP—&ﬁﬁ&%OE(ﬁﬂRK%)I%5ﬁ.Hﬁﬁﬁﬁﬂﬁﬁﬁﬁﬁ%htmﬁfé
BokAEALE. HEBIEXEP Y . pml Tl &Lz, fRERIVTNOBREDETS
Bl L HEE XX ppnfil) OBT3RIVEL AL, RBRRLETHD LHBTLE.

MERER RRWHE

11 '
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CTD 25 BRA(Ey 2 7 27), P—a—4E 10mg
Pk 27485 31 A
AAEY =RV » 2 HELER

FAREOMETEIZBWTBATAAECMCL2EEYE I, I, I, VEoHsEl L.
AEEPH LR EShEREEIY, ERYHE I I X~%, EEWE LI X~XX%, SEmE
M XX~X%TH 0, BEHEVIEIRBEh R, ¥, ZFhLMNCFRNO Y — 7 TR A
T, BEEWHEL X~X%Thok. BHEINEY—2Z3WTFRLEME THL - b,
18 & OFBWEOFRITBERECEEICHE T2 XXEUT L L, RERWE OB ITHEAE
EOE XL T & Uk, HEHETRAR L EEREOC—7HEoREIC L b0 L L, [V
—A —UNDOE L DE— 7 O, EEREOV— (A —DE— 7 EmEO XU/ L RE 2w,
FRREROMRELAO C— 7 OGFERHL, EEBRO P — A —0 Y —2 O XXX &
DREL . ERELE .

4, K4y
EP gy, #EEE X%ET) ¢BRELE. RBRERIIX~X %ThHY, HEIEIRYTHD
LT, : .

5. HRE
EP iCfE\, HiE% [ARIERTH LR, U—A—% XXX %UEESE. | LRELE. R
BRI X~XX % Th Y, BBEERETHS &ML 7.

[2] HBBRELE - -RRER
6. MIEERE (FREHE) :
ERK 10 £ 3 A 30 BHEREE 307 & [EXRROBEFESTA 54 V) THRES-BEES
ERWTROREER T EhoTc 2 &b, HRERHEERERELE M-,

'xﬁﬁmaﬁr@mfazgm/~4—muvwﬁ%&0aﬁﬁ&kﬁA¢5%@r%a %
B b ISR TR H TR 5.

(1] ¥isEk
- CHEERL, BRTA.

[2] MR OB
ABIXERTDEE, YV—A— (CHNO: XX) XX~XX %Z&&Te.

1527
A LA AORREOHRTHS.

TR B
- {1 Zfinnk_’.)% i'ﬁﬂ*%ﬂﬂlz’\? MRIEED RS Y U LEERIERIC X U%ﬁﬁ%ﬁ5 L, W
XX em!, XX m?, XX cm V' BEOXX e fHEWCIRIE 22D 5.

(2) RECOEEEERE (1-X) 2%, BREEBAZ MEAIEAT VI AFAVS %
RERENESHHE & U TR AL FAAIEEC LV MRRMRET S L &, §XX ppn fHEICZ
BROVITTNVARVCE—RBROLTIAB %, X ppn fHEICZEHROI I FAC %, 6XX ppr
Hﬁkﬁ—ﬁwxﬁwa%TL BV INOEHBELA B C:D IHIFE K XX XX XX
T%é

WMERR HERYE -

20 XX mg ZMEMXX ol [ZEML, REAEL TS, ZOB X nl ZERICED, INNE
MATERRERE XX L &35, IO Kol 2 ERECEY, IRRZMZTXX ol & L, S8Rk
T5. AREREUEEREX b LTOREMIZEY, ROFECHEFI v ST 0—izk
DVRBREIT). TENOBEOEZELOY—/ERY BEBEIEICLVRETS L&, BEEED
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CTD #28 BRI EL 27 57) Pt —4E 10me
Fek 2748 5 31 B
BEZ =5 Y v BEGS

T— oA —PADEF L2 O —r O, EREFREOV—A—OE—Z7EBO X/ X LY RE 0.
F7o, REBEEONRNLI oY — 7 o5 ERE, EEEROY—( —0OY—7BHE0 X/ KX
KB RE AR

BRI

B o BAREIEEEST (zﬁﬂﬁ»&& XX nm)

ZZA  WEXm REX cmnDAT U VAFIRXX um@f&ﬁ:&a—v rNTEZ 7 —FN
WMEASFAETET S,

HS5ARE : XX CHED—ERE

BEMEA: HEEXY ¢ ZHEEX ol (22 THEPL, BEER (X-—-XX) 22 TpH XX i
RETS. ZoRXX ol CHEMRXX ¢ ZMETELL, BREX ol 2Nz 5.

FEEBR: MAMX ¢ #AENXE ol 22 TEHL, MMl (G—XX) 25027 pH XX I
RETS., CORX ol iCEHEEXY ¢ 22 TENL, INEX ol 202 5.

BEAORE © BEIEA RUBEIEB ORAHEZRO X I IR TREARKNETS.

HEAG DR T BEAEA BEE B
(&) (vol%) (vol%)
X~XK XX XX
XX~XX XX—XX KX—XX
XX~XX XX COXX

wE ﬁ:ﬁ}XXmL
MEAERE @ BEY—70BMOEAZ X SET.
/ZTJ—\JEA'P?E
W ORERS - %?Ei:&;&xxm FERECED, MANZNEZ CTERIC XX ol 3. 208
Wul 2052 1RBOF—7 BHES, EERKRONENOE— 7m0 X~XX %k
BLLEHERTA.
VAT AOMRE . EMEER XulitokE, LRoLETCHRETAILE, V- —Dr—7
DHERBEE RV VA ) —FEE, T8 X BULE, XX BTTh5. ‘
VAT LADHYE . EEFE X ul itogk, J:‘ﬂ@ﬁsftiﬁ'cﬁ;'ﬁ% 6 E#DETLE, R
ll@t—&ﬁﬁmﬁm@ﬁﬁ%ﬁm{ %BLLTTHS.

71(53
X %UT (X g, MENE)

ERE
AR XX g BEEcEY, HEEXX ol KE»L, Illfﬂﬁﬁi‘é (lll?ﬂa‘) RigDl
BTCERBRAITY, MIET 3.
XX mol/L MMMXX nl = XX mgMMM

(3] vy +a#F
BEROD v MR O—BE RN T _
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Kook vy FaPTRER

REBREET : OOOHKALZ OCOHZERT

ERRLUt D@L DE—2
BERAERVEEZE (%)

SUERE ERWE

REgDESE (%)

x5

ERE

- Lot No.
EﬁEﬁéﬁ_ E1p -4 Se-001

1 %1
HO® 2 *1

3 % 1

1 %2
MEERRR (D 2 %2

3 * 2

1 %3
RERERARR (2) 12 %3

3 %3
PEEIER FRWE 1 XX
WmEPE I ‘ 2 XX
BEmESR’ (%) 3
MR HEE 1
EEME N 2
HRYWHEZE (%) 3
HERR FBWME 1
HEHEL 2
ERYHEHSE (%) 3
HMERE g 1
B|RHEV 2
ERYESE (%) 3
PLEERRE: Wigi'E 1

2

3

1

2

3

q1

2

3

1

2

3

=& (%)

i
&

sli=RegeliegoRe]isRogo] [oRoR-] o R-RolieR-Rol -ReR Rl

*1 BBROEBERR

*2 FEXX em-1, X{ m-1, XX cm-1, X cm-1 RO XX
%3 §XX ppm FIER_ZEBOV SN A RUEBE—-BOY 7V E %,

CTD 280 FBRINEy 2 F>»7) = —4F 10mg

TR 27T BHA IR
AAFnY v 2 BERS

el FHLIZIRINEERD 5. .
8 XX ppm fHEIZ=E#

D TFNC %, §XX ppn FHEIRE—BOT7IAD 2R L, Y7 FAVOHEMBHRELA B!
C:D HIFIEX XX XX XX Tha.
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CTD B2 BEIEy 2 7T 27) F—of —£F 10mg -
T 27ESH 31 F

REZ =R Y v o BTG S
2386 EBREUVHEER (/~/1’— OOORERSASH)
g IR |
aEwRe EHRT 5 FEiie i
— kB RY)xF1L 48 b— k- RSN
—HaEsE fUI?VVFﬁA

2.3.8.7° &EH (v—4’— OOOEEHFEAS)
BEOADME,/V 72 MR, 000 kL, 25:2C, /60+5%RH @%{!#ﬂ%fﬁ‘
ZLE, @FAERESATNWS.

i [EofboRBRFOERER]
- MF CRBEhEARTLRERITEREE, VT X b%?ﬁﬂfﬁﬁ@%ﬁ%ﬁél.ﬁ&?%%f‘“;
YD ERHE, BILRETF—F L bIcEOSERETS. ;
MF CREENTWARFESE, V75X MIBXIZEPHIRZ B THENCER L T Z |
L. : : :

156 '
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CTD E25 BERONTE 277} P—oa —4E 10mg
7 ERE 278531 R
BES xRV w7 BEGS

2.3P BHl (—A —8F 10mg, FéEE)

2321 BHFIROCAS (V—A —8 10mg, REE)

FREOLF IR D LBV THY, BHRERRIIRDOEBY THSD.

Fewox RO RUGER

Ee %4 o7 g S B (mg)
ARG BUARARR P f — 10
FEZA 205 HLbERFnd & (103)
mEF B [ | | 5
Gl | BB - EEN 10
HTA AR S ING .o S ay N 2
& ' 130
Rekr  FIERR
DEERR ‘ AT 5 R 8HER

RYFo 7 400
PTP H FAI =7 A

THWIZTh e RIZFVLTFIF—F 7 4 VA

R =F LR
TR RY=FLoE

ERA VA5

2.3P2 RAMBORME (O—{ —8 10mg, 3i2)

(mﬁ‘i)

CID #is, FAREHOIDITLE L SNHIHBER, BREEDELOTHY, CTD & |

HTOBRORRBEFEZIRD bR TV,

Ltmor ﬁ%®F§?4/a+W77n—?%(&ﬁmkléﬁ%g)kié%%%ﬁé
EFT2LOTEAL, THARRECETAINA FF02) (P 2246 A 28 ARATARS |
062855 1 %), MBEV R/ <FPAL PBETBHA KT A (FRRI18E9A 1 EE |
HEFE 0901004 5, EAERES 0901005 5) KELLRRE (oA VA7 Fa—F) |
FEHL T3 L0 THARY. i
FFF 43 NT Fa—F, 1/1\/27’7”1:1—?@b\?‘hk%ﬁéﬁﬁ%bt%AT&o
Th, BETARECBVWTIToEERORBEYERTE L.
i, AIE (2.8P2) RUWIE (2.3.P.3) OE#it, BESEHREHERS -~ SRLTRE
SNFEIBEYRZ=F P A MR D AR Minimal Approach CTD # &} Mock 3% |
Ve B FIFAva AT e—FOsEGL LTBRL, ERLE. g
FEMSEAE L,/ R OSSR ORA I, BARMITRNA (‘Eil;df I £ %
BEAREGIEREOUE) * RERICRHRAT3.
BEEVOHFOPHETE, LHTRVEERE, ERAERDMD LICREEVNHAT
3. , :

23P2.1 MARE

ARATHERA L TR 23 P1 MARCAME GRLELBY ThH 5.

23P21.1 [RZE

AHRFTHDT—A -3 BCS 7 7 AMcHEEh, BEETEREREOE WY THE. B

2.3.P GEIET sHEEER
A



CTD B2 FERAEr» 27 »7) Pt —EE 10mg
FE2rESF IR
AFz k) » o BERL

RRMEIT = & ) — AT &, KITIEE A PETRY. BREMITES, L AVEIRACE
B TH S,

g(%w%wﬂﬁﬁmﬁ Bl

: 2.3.8 DFEFRO—FEFED 5 b, BAOSEFEICRERD AW TRERT 2. :
BRI OUME, 7V —tk/4, BCS 7 7R, MEEH, REM, HESMS, HARE:
~OREL/ BOERIC BT 2R~ DORERHD L SHAMETT. :
RRERGORELELTY. K BxOBR2LEENORIBHERETIHAE,
RRERM L OWEELREETS. it#mﬁﬁuﬁmﬁﬁwﬁﬁwwﬁka&57—5%§
HPLETERETS. :
EABEREOFR L FHRGERRR S FEE,» D5 MR HRICEABRHET 2861, &
ﬁ%ﬁ%ﬂm&%lvﬁﬁﬁwﬁﬁﬂlemﬂhﬁmfﬂ&éﬁmﬁ%&ﬁfétﬁmﬁﬁg
mOBRMCONT) tESE, ZYTIBSRMECR UERTS.

2.3P212 %mA

FERBAN, ¥%®£ﬁﬁ%ﬁt?6tbhlllllll%ﬁmLTED T DET & RFRT
FERME LTV D (REBE [ FE5E UK ). AT ERET 572010, ARFIT TSR
EENZANT, FEM2mEL TAREA L EE L EHEER 5.

TONANE, WEEHICHEEATY, HeFicEE, TEREAICENE, BRACATTY ik
TR AERERALE.

g TS, AT7 YV VB~ IRV U ARBRRGCH > TOE—BROBHEA, ERA L
CLTEAL, BRI SWTOIERERRIT I BOE -BIROESRITH 5.

AWAIL, Bl ARE, —ARAT XGRS SNB. AMAICHA LT BRI, WY
NLOERBICESTARMATH Y, FHT 5 REERRUEA BNICHY TGO
PTHS (ERSFIMRMCTR) . SRIAORE, & EORENO—IRARSRET
RRICRT.

—REX

EAEN | Ky AR | g | HENG
BRIEA AR FLEEAR T & (103) Ximg W LA
wmEA =p5, ] I ' 5 XXmg B LA
RIFEF B ] 4 10 XXng M LA
HRA HE | AF7UVB< IRy A 2 Ximg | &M LAV

(130mg, 1 §)

§I%®&®£ﬁﬁ®&aﬁ]

: FERLEFEIF4L (FRoREELE, 2.3.P2.2 HARHIER) 27T :
A Li-FnA L OESELRH 5551, ﬁﬁ#%k%hhﬁ#é%ﬁ?rf(mAzm
BRVEEDRFBER S L TOONIEZOBRELERTS.) :
%%M%Tm&w&ﬂﬁbt%ALﬂ %@w%@ﬁm(ﬁﬁmﬁmw$m RS
FiiHT 3. :
2.3.P.2.2.1 BIAIEREFCHh~ Bn"tb\f;b\ﬁ%ﬂuﬁmﬁﬁﬁm %ﬂaﬁﬁ"a

2.3P EEICETSEHEER
B




CTD B 28 FfN Ty 27 v7) Pt —4E 10mg
Eee 2748 5 31 A
Hﬁyziﬁyy?%ﬁz‘?

2.3P2.2 HH|

2.3.P2.2.1 HAFEH

(1) et BEMMGE T 7 740

ARAIAREA L RE, o, ReMEESL T L 2 EARNRRFHE L.
Fi, P—A—iF, BREBIELVERTIHERD DD, BELREE CASIZEE LiRs

HEITHMBERD T, TOD, HEITEE IR G L 3 MAR Y THB £ X,

REFHICEBR L. ,

Fooee, HERILRE 077141 (QTPP)

SR OB BRI 10mg 2T 284 (EIRMERSA)
RE BRI —E, YR, SEESOHENSERNE RS
B ULt SeBETUH] > MR I
Bk B RIEHTF T X AR X g E§m1%mgfﬁﬁﬁxxm
OHFORRE
SR T UM , R OB D BV 2B L TR A D & 5 B
| BEhHAR Bk ST HE T 3 L (RiR)

g[%®M®ﬂﬁﬁ®E =y |
: AR, $%mﬁ®ﬁ%@%(ﬂﬂﬁ%®@bﬁ)%ﬂﬁ?é
BRI IR OFERESENS.
(FZF 4 a7 ra—F) .
BEORER (B, BEOBERRER O ELR)
(AT a—F)
- RERHHEEOFIAPREV R 7wV A b OTERA
- B RE e 774N (QTPP) ORELTH Y X 7R MOEK -
(FSF4aFN, TUNVATIa—F L)
- AR A2 BE TR R N EREE O & ERER R
1 HETEORBRIETES L EESTEM (Critical Quality Attribute) DORFIE

2 BETEERK%OY RS FHME
3 EEIBRASA-FZ—-ORMSBECRIFTHE GHORERE - FHiliE)
4 EOMONRTA—F—ORASHCRIETEHE GHOLEHRE - TEE) :
5 .“E%%@ﬁﬁ&ﬁ%ﬁ(mﬁﬁﬁwﬁﬂ THRT A —F—, ﬁ%ﬂmﬁm Bt |
%DB)
6 EEMBGEREOY X7 FHb

Z Dfth, %774/3%»77n—? I/A/ZTju—%wﬁAbtﬁ%#%hﬁ Wé
FOERSBESNS. i

(2) EEALEFE

- BERARE e 7 s A VIR LEREREND, TROKHHCTF TR ZRAOBEZNGR
HEEEX . RICZNOEEGERERFIE, A (AX), BETE, aEERoVnThoRl
FOHET 302 ReIR L, & DA EFREELERERRIET Y 22 2HOH Lok
kiabt

2.3.P RHECET > EEEE
RA




CTD 28 BHO(Ey 2T w7) PP—otf —4F 10mp
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ERME I 2 N.D. N.D. N. D. N. D.
mewEeE (%) 3 N.D. N.D. " [N.D. N.D.
(6) #hprzdlss WEWME 1 N.D N.D. N.D N. D.
REHE I 2 N. D. N.D. N.D. N.D.
W|EPEEE (%) 3 N.D. N.D. N.D. N.D.
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FRMEI ' 2 N.D. N.D. N.D. N.D.
HEmESE (%) 3 N.D. N.D. N.D. N.D.
(6) MHEERER BMEME 1 N.D. N.D. N.D. N.D.
BRWENL ' 2 N.D. N.D. N.D. N.D.
HehEasgk (%) 3 N.D. N.D. N.D. N.D.
(6) BHEFEARR MHiZRYHE 1 N.D. N.D. N.D. N.D.
ERUANDOEL DE—Z 2 N.D. N.D. N.D. N.D.
BERERDEESE (%) 3 N.D. N.D. N.D. N.D.
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2 XX )44 XX XX
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) N.D. BT
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HRYHE 1 2 XX XX XX XX
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(6) $EERER HBYE 1 N.D. ® N.D. ‘N.D. . N.D.
EEWE N 2 N.D. N.D.- N.D. N.D.
FEEhEzsE (%) 3 N.D. N.D. N.D. N.D.
(6) MiFFRS BHEWE 1 N.D. N.D. ND - N.D.
FepwEL 2 N.D. N. D. N.D. N.D.
FEOHE=RE (%) 13 N.D. N.D. N.D. N.D.
_(6) SLEERER HEWE 1 N.D, N, D. N. D. N.D.
RN DELEDE—2 2 N.D. N.D. N.D. N.D.
BEREBRMESR (%) 3 N.D. N.D.  [ND. N.D.
(6) BHEERAER L7 1 XX XX XX X

2 XX XX XX XX
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W) N.D. : RHET
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BigmE 1 2 ) 64 XX XX XX
sxpEHasR (%) 3 XX XX XX XX
(6) PUEFRASR HEHE 1 N.D.® N.D. N.D. N.D.
HEHEI 2 N.D. N.D. N.D.. N.D.
RgMEEE (%) 3 N.D. N.D. N.D. N.D.
(6) PHEERAER HEWHE 1 N.D. N.D. N.D. N.D,
EEHEI 2 N.D. N.D. N.D. N.D.
FRMEERE (%) 3 N. D. - [N N.D. N.D.
(6) MFEEER HHYWHE 1 N.D. N.D. N.D. N.D.
EFRlA DBy —7 2 N.D. N.D. N.D. N.D.
BRERMESE (%) 3 N.D. N.D. N.D. N.D.
(6) MUEEEAEE RiGMY 1 XX XX XX XX
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#) N.D., BT
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54 : XU%LL L 3 X~XX XX~XX XX~XX X{~¥X
(5) sk N bl o o o
& (%) 3 XX XX iX XX
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A & EH | XX XX X XX
(6) FEEEEAER HBHHE 1 XX XX XX o e
mEmE 2 XX XX XX XX
HEHEERE (%) 3 X XX XX XX
(6) fipErsRlE HiEinE 1 N.D. ® N.D. N.D N.D
mEHmED 2 N.D N.D. N.D N.D
HgywEaag (%) 3 N.D N.D. N.D N.D
(6) MR HEWE 1 N.D N.D. N.D N.D
H&HEN 2 N.D N.D. N.D N.D
HeYEaE (%) 3 N.D N.D. N.D N.D
(6) PLEERAER FBRWE 1 N.D N.D N.D N.D
FERUADE L DE— 2 N.D N.D N.D N.D
BEREESESE (%) 3 N.D N.D. N.D N.D
(6) HIFEREY FigHHE 1 XX XX XX XX
2 XX XX XX XX
wEBRHESER (%) 3 X XX XX XX
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(2) FeEEBABA*? 2 BEy | #EE He B/E
3 e Ha & HE
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= o 3 XX XX XX XX
. XX""XXOD
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(6) AR MGHWE 1 N.D. ® N.D. N.D. N.D.
\EmE I 2 N.D. N.D. N.D. N.D.
HEMHEEE (%) 3 N. D. N.D. N.D. N.D.
(6) PIEFHER. ﬁi&%ﬁ 1 N.D. N.D. N.D. N.D.
FewEl 2 N.D. N.D. N.D. N.D.
BEYESE (%) 3 N.D. N.D. N.D. {1N.D.
(6) BUEFRRER MERWME 1 N.D. N.D. N. D. N.D.
LRSS OR L DOE—7 2 N.D. N.D. N.D. N.D.
BRkERVESE (%) 3 N.D. N.D. N.D N.D
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*2 FEERRICBITIESIE R X~XK mn, XK~XX mn KBINOEBKE R _l Tha.
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CTD E258 BRI Ey 27 7) PP—of —4E I0mg
, Fak 2748531 A
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PUF, THAEBICEY T 28R
2.3.A.1 BUEHEREURME (— A —4§# 10ns, R
2.3.A.2 HNIetERBRUEHE DL MR - —8 10 mg, FRHE
2.3.A.3 A (PO—A —62 10mg, FTEE)

! [zothnoREROEEA] :
P MEERUTERTS. (FHR21ET7ATEATEASEEOTTRE IS EATHEEER
RAREFLEETHERRES K3 2BR) ‘ §
FREMAEZEA LTS, 23A3 KERHTS. FLEV2a— N 10 LI3IILEEL |

THRCHL, B9 5.
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CTD F25 ERINEy 7 7 27) P —EF 10mg

Frk274 84 31 7

BTz ) s BERGL
23R HHBOEREE
YT AERTRW.

23R MEITET DEIEER
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CTD 28 BRN ey 2 Fr7) P—it—42 10mg
FErb 27485 81 F
AA D=2 Y o BB

2.4 FERRERIC B3 5 BEIE TN o
ARFTHBER S (10 0 3) FOMOERR Lrﬁﬁ%éﬂt (ERMOAKERHEICELER

TREFEIZOWT] CFR26E 11 A 21 B %ﬁ%ﬁ% 1121 F 12 5) D &, FEEHAS,
B ERBR R OCEERBRIIAETHD.

T, FECEENAERYEIOC TR LR ORBALERREU T TH ok, HFicT
BT A SRERDIIRD LT, TEHRRIZBVWTHIEMEES bhieho7 (2.3 P81 %
wlk~F4+ 2 FR) |

PlET R Y, ABANC B THRRARIZTE 2T L.
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AEP= RV v o HEHS
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2.5.1 BLRBR ORI
P—A—3, OOOHASHIEBWIHEEIN-INEZRENETHS. BATE, TO00]
CERFREZIRE LT L3V 10meg)l DIREBATIXEXANDRREShTWA.
Yk, 1 PRV —A —% 10mg SHTHIEHNTHS, L3V 10mg DBRBEERD—
A —#E 10mg ORAFEEZLE L. BERABEEZERE L?LE%?—%H%&%&CJ: D, ErAY
& 10mg & V—A 8 10mg DAV RAETH S LHB LD L h b, A OF AR
=17

2.5.2 AR IT BT 5 YEIEEEAR
DA —E 10mg i%, B NVEE 10mg DREEER L LTHRIhE.
DA ST T, TEPFHRIEERRT A K71 ] KW, £PFENRSHERREE
L. ’
EMZRRBMETE ST A —F—TH S AUCt B} Comax OXEMEICOWT, EHEEMEICLD
HEZIToTe L 5, FEHEOZED 90%EHEEMIT AUCt A% log (XX) ~1log (XX}, Cmax i log(XX)
~log(XN)TH Y, AWFEHFRFEOEELFH L TWE 2.738). ,
BEXY, BV 10mg & P— —4E 10mg IXEPENITRETH S LHIF L.

2.5.3 BRkIKE |z B84 A BEE
MAT BB,

- 2.5.4 OB
ZY TSR

2.5.5 Lot

V—A —E 10mg & EVEE 10mg DEVFENRSERBIZBV TR LN FEFERT
BHER %, 2.74.2 10077, APENRSERRIIBVT, R EAVEELRAESS TN T2 EH
FIRBED NP0l ¥, £WFEHRSETED Bnﬁ_ﬁﬁkﬁﬁiﬁoz@m Wb AH
HIE B S HRE B O BRI & Wl S 7 (2.7.4.3 BR).

VA —RBEARR LTIOO, O%iE 38R, [BRARIZ1 8 1E 1§ (P—~ —& LT 10mg)
FROBETS. ) OfE - AET, OOOBKKREHIVEBEINLTWS, £ ENRSHRRIC
BT, V—4—4 10mg iZE LNV EE 10mg & OAWEMRSER RSN, BEESEUENE
AiZBWT, BB L 23 boiRn i EhE.

256 ~SRX74vbhlVAZIETIER

EYFEORIGEHURROBRN L, ¥—A —4F 10mg & 223V EE 10mg 14D FEHICR%ETH
ST EnmaEntk.

Db, V— oA —§E 10ng HERRBICBNTE SV EE 10mg OREKE LCHERTEE
ThHhdHEELRZD.

[ OhOERFOERA] : :
e APFORSHERBT T, SRUALFHLEOMT FEFRICMLBOMERR LR |
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HEERBR R VEERRIITETHS.
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IR oot (2.3P8.1 Foskk~wptZ ).

P LD, AREEIC TR RE LI LT,
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AUCT 8 AUCoD{i%ELETH B b,
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Y 8 10mg 13, AAAﬁﬁA&Lkwrﬁ%éntlll+lll£f&6 b N b
{70 = ST BEICER - KA SR X B ECER SN, TRENTVS V. AT

T, 1ﬁ$hv_4 ¥ 10ng & ﬁTéﬁﬂf%ét/ﬂ)ﬁl%mm ﬂﬁﬂXﬂﬂBﬁ &
nTtna

%E%%Lm lll%%klof&@%%+#%ﬁ&éhé af--g-lulm%ﬁé
N3LEZLATNS. LHMEINTNA Y, EMBHRIZSWTIE, BERAICELTY
—A —10mg %ﬁ‘ﬁﬁﬁ@ﬁﬂ&-’?—bt&%, P —D tmaxZ XX hr- - - - - ThHote B,

L 1PV —A —% 0ng SFTREFRTH D, BV E 10mg ORRER LD —A
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EYAVE 10mg & OEPFHIRSELRIETDICH Y, TEHFHREERETA FFA
v Ey, BHRBREUCRERABHSEEZNGE L 2R 2o urd——it k3
RAZFTRA TGN T ¢ BT EMENRSERBREPRE L. 2.7.1.2 KEHRRE ALY
FHRSHRBROBEROBH R L.

2.7.1.1.2 HEEHLOHE

BERABHICY— —10mg P EEZORE L X, /~4~®%%ﬁ%h7%—&~ﬁ
FrexD LBV THoT ¥,

¥V EE 10mg DAY AR, TRACIZI1IE 1B 188 (—A—& LT 10me) #E0OH
55,1 PREERTHWS V. EMFENRSHRRYA FI 4 0, 58 TFRIEZ LT,
1 BERMUIBRERRZHAWS. | LREEENTVARRED, V—a —DOEBRTRE RED
Cmax LV, AIEBRO 1 RFEERY 1 BEETHS 18 (P—A—LLT10mg) & LE TR
BROFBRAERL, oD EMERR® LY, ARROFBREHEECRENERZzEOENRRB
FEDDIDIMBELIEZONAFIHO IBXNFALLE. -

DA —8E 10mg OEHFHORSERBRIZ THWE M REREIR O O— 1 —RERREITIL,
R uw NG 4 —/F VT ATARAANY bur A MY —28E L. KRB EOSITEAYF
— g VOBROERE 2.7.1.1.31RLE. ki, BHARTOY—A —0REEIIEES =
~ FFT74—FBRRAL, SFESRY 7—/a/ﬁ%®E%%27114hrLt
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b RO R AR A RS R A = L S A, TOBEM L L b, RBREOD
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- FEMEORIEIC BE RREBHRBROWTIHHIRAT 22 LHAPERRESRRHEZRAND ¢
7 ERARLEHEDLH O RTIEAT 5. i

R
: SE (BERE) OEHE, £¥=—15 53.12KEHT5.
BHEBENL, TY2—45 b53.13ICERT 5.

S EOBRSOBHIE, TV2—A5 53.14KREHT5.

2.7.1.1.3 AERBHEGBESTEDO Y F— 5 .

- TERLFABRCRITAEARENERGBRESTEDO AT —a VIZETH A FF 4] (G
FR264 4010 EEFER0M01E15) KESWT, b MEREETH OO — —RENER
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SF ML EEDEEGLTWS L. FOMOEBIZOWTIXTRTEENTH .
PEXY, £ERANTEDRESTEORLEERER SN, Ta2EREEZF TS Z LR
TE. -
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WRWT R F—a VORRB LY, TOEREIHETDS. :

EOTEROERIIES 22—V 2 ~BHFE.
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Bl 20,

T OFEHRUEH
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- RBEEORLE (LE0EE)

- BRETT AR 0ORE, CRESH

- RFHR 7w T A (RRANDE, CESHEORE)
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| AR PR RESITIED /S ) T— 2 a VICET A KT A ) ESSRUERTERRAE |
AR ORREAMERICOVT) 2b, BELEDD. :
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CTD B 25 BRIy 27 >7) Z—a—4F 10mg

Ve 27ES A 81 R
, A=Y vt BEGS
Feerx b P ERETR O U— A —BEREEOSTEA) F—va L ORR
SR RE T —
2 Y I A ~%0 N gE
FEESE (ng/ml) 1.00 ~ 100.00
. o BEME X% ~ XX%
BIRM: AR AH, a———— 314 ~ Liq
' =13 XX %
1ng/mL
EETER ng/ pr. XX S
LLOG XX %
: B
ﬁ__ﬁi;’;ﬁ ’_‘E LLOQEAS “XX% ~ -XX%
: BlE= (1EE) y=0. ___x+0.00__ (EH1/x®
. EiEmE XX %
# ] a—-j“-_. . 1/ ﬂ{\ . K
YImA AR EwE ERT)
LLOQ ~X.X %
AHT BT NS Bz LLOQEAS} XX% ~ -XX¥%
(n=5) LLOQ X X%
RE LLOQEAS} XX% ~ -XX%
LLOQ X%
ST RALEE R LLOQLISY - X% ~ XX%
(3BRH LLOQ XX %
RE LLoQeist XX% ~ -XX%
, 1SR EE XX Y%
1 7 . )
< Do REHRE E ey =T
WEE XX %
DI 545
AROEE S BHE XX %
BHRFZER =R : 4B XX% ~ -XLX%
BERAR E ~30°CERE/ =R 5@ XX% ~ XX%
BB B EME 15C#RE 3AM XX% ~ XX4%
EHRFLEd -30°CRE 258 X X% ~ XX%
EERR P BN L£CHRE 48

XX% ~ ~XX%

T ISR TRBRIBBRES ; XXX]

ISR EMEE (ISR ERRdE £3=ZHEH

XX. X% (XX/XXX)

EENAEE (BENREE ISR ZHAEED) -

XX X% (XX/XX)

CHIE

EEN

Frk ISR FHBR(FABRES ; Xxx]

ISR MR (ISR ERFAEHL 2R

XX X% (XX/XXX)

EENARR (BN TSR ZHEARED)

E X% (XX/XX)

HIE

HEERN
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CTD 8237 ERNEy 2 7 »7) ZP—f—4E I0mg

FER27ESTF 31 A
A=Y 2 BEHE
2.7.1.1.4 EHRBRROGHEA)FT— a3
ﬁmﬁ&wmwéﬁiﬁmﬁﬁ&NU$—95y@&%%&?m%?.
et %Mﬁﬁkkﬁé/-4—E%&®ﬁﬁ%nJ7~/a/@F%
HRE R
REEME
FRESfREL
R BlFE
BEYLT
#aEE
g EE
RE B OEEER
. BEERE
GHTIEEE | EREERE
EEREDEEKR
HHERE
=N () BRBE ARRERE
ERREOEHEERM

2.7.1.2 Z D, DE
2.7.1.2.1 HEHFAR

E%%%ﬂ%ﬁaﬁﬁ4kﬁ4/kﬁw,@iﬁﬁ%&mt aﬁ%ﬂkﬁﬁﬁﬁor&éﬁ
DR A L.

SERRHUKE NV EE 10mg D 3 1y Moo, pH1.2, XX, 6.8, - moﬁﬁ&%mmr%Mﬁ
Ba{To7. PHOBHERRT oy FES SP-999 ZiEREMAI L LTRIRL, pH 3.0~pH 5.0
OB L LT pHXX, /% FAMEGE 100 rpm OREBRE L LTpH XX #@BIR L7,

SREBRBIE D — A 2 10mg R UHEERF = LY 88 10me [02WT, ABFHRSMRERY 1
K4 ey, BHEBREZEEL, RBRERE2Hedr, SREBEECEEROFHEE R
R#x+iZ5R Uiz, WThORBKEUEEBRICB W Th, BHEBSIOREM o BEEIES L.

Seatk D —§E 10mg ROVE LY 88 10mg OBEIME DY LR O R R

I i i M il

o e

" orom) - f,: o e ii il

oo [ Tex et Tix 5% |
; .

N -~ st s s

“ovw  wa Tx TexJus s
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CTD B2E ERONCy o7 7)) P—rt —§F I0mg

2T T 31 H
AEZxz 2V o BEGES
EHBEHER) £8D. =12
120
100 | ® 8 —O— BREAKUH
~ 80
=
® 6oL ~o— iR
2,
ﬁg 40 =
20 |
0 I
0 5 10 15 20 25 30 8 40 45 50
RER (53
Koot SRERBUH B UMEYERIA) oD FHES H dh
[FothoiR&REoEEA]

HRIEZ LIz oWTEHEHMRERRT 5. :

BHRABRIK L ARSHEOUEIZSNTIE, AVEFRCLVROBREZEE L CHEFEY |

BT A, , :
- P2 B R ER LRGSO EME, HELE, HE

- Bx DFEHEOHERER

2.7.1.2.2 AMFERRSERR
RERABUSEEZ R 2H 2D s 0 Zﬂ“—f\—&ix_i D, V—A—& 10mg KL

SNV EE 10me FHAEREERRORE L, SUFEORSEERRT A F7 4 Vi, mBARoLY
PR RS A Al L 7.

(1) A%k ‘
FREICBWT, ﬁ&ﬂ&1%&n&5bt&@%&ﬁ%®amﬂin~mmymr%b +
SR DO — A —BERBARSE SN, RERRUERGEIIRY Cholr. SHBE
? tmax (X XE~XX hr Th Y, FRORRE REEMNT 1A, Cnax ICETSHETIZ 1K, Coax i
W 2 A, ERIBBIZ 3 ADR 7 Akl BRI LTWE, AUC He (AUC./AUC,,) DOFEMEITR
Bl fEMERIERIENEN XX %, XX % THY, BREEMREAIE TAUC, 2% AUC, D 80%LL Eiz/e
HEA] BB LT0wE SIHREFOnEFREISERE CERETRERSGTHY, KRE
HRIIRY thot. Blizky, %ﬁﬁw%&f%%v&ﬁ%fﬁv EHFERRSEOHE
BFITOZERTES LB L.

E70, AUC, BT} Coax DIERM DR EIT oL 5, %%IIE%M’EE%:TLTJ_b e =k 0 0 ke
MR A KT A VTR, SIS |me Ay,

FIRBRO M T — DT ER 2 ki, RRBROTH v Fowws, FHTEEEE Ttk
oL, .

ARSI ST A — & =T D AUC, KU Cnax OREEIC DWW, EEEREIZLY
HEEToE DA, ?ﬂﬁ@%@%ﬁ%ﬁﬁﬁﬁﬂ&mlm@DNRﬂH)meﬁhﬂﬂ)
~log (XX) T -7z
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ek 27ERH 31 H
B I w2 SRS
350
300 —e— REHH
_ . —o— RERHEA
250
3
g 200
£ .
% 150
gl
g 100
H
50
0 (J 1 - 1 - 1 ﬁ‘:)
0 -6 12 18 24

BFfEIChr)
mm=mﬁ¢§—4—®$wﬁﬁﬁﬁ
Forer  FRATHER

5 S5 g A HERBA EERA) . LMEH D | 3
FMBIR/ T A — 5 (TSR | (P | T | oo rmimrcnn |
AUCt
WEAZ | (Og-hr/mL)
A—F— Cmax
. (Og imL)
AUCinf
{Og*hr/mlL) -
BENRT Tmax ~
A — (hr)
t1/2 _ _ _
(hr)

EEREIESS 1 R PER L~ 5, AUC, 22 XXF, Cmax 28X FICThote. #i
BARRBICLY Cuax MNEWERNRSHRBRY A FIA v OHEEER B I Ao R, B
BEBTARRYERT 5 2 & TEYFHRESELTEMTE 5 LM L. ARBOBRELL
Cmax DWEFIFN 1 BXX FILEHSAAZ LMD, 1 BXX 6 RERER XX 5) SEHT
BB LELIE. o
FREBIITRBR L F—ORRFF A1 BXX Fl GREBREEXX f) K CERELE.

(2) #=Bk
- FRBRICBOT, MEAE 1ERENRE LR OEFRE O Crax i3 X~XX ng/nl THY, +
TR — A —BEHERRER SR, BREERUVERGHAIIRZ Y CHoTo. SHBRE
@ tmax iX XX~XX hr TH Y, FHMORERE [REERI 1 A, Cnax KETAETIC 1A, Cmax i
WIZ 2 8, HRGEIC 3 AT AME] 2R LTWiE. AUC LOESERRRRA, sl
HEFh X%, X% ThY, BiEiRmE R TAUC, 2% AUC.® 80%LL LIz 5B /M) 2L
T, ENHREHOnETREIISERE CERETRERETHY, AEHIIIRZY ThHo
oo SEiCkY, FRBORRTVA VBN THY, EMFRNRAFEOHELZITI Z LN TE
B LRI L.
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E7e, AUC, B UF Cuax DERMOHR LT ol & 25, ASERMETR Ui, S£UEaRLS
HERBA A KT A ATiE, BEHEITC IR S E Az,

$ﬁ%®ﬂ%¢x-4—@¥ﬁ%§ﬁ$%@w%ﬂﬁﬁ%%®%%%ﬁwx%ﬁ#%%%w*
IR L.

MR R MR T A — ?—T%éMﬁEﬁmewﬁﬁﬁhOWT,Eﬁtﬁ%kib
PIEZITolc b 25, FHEOZED I0%EHIXEIIL AUC, 23 log (XX) ~1log(XX), Cmax iX log(XX)
~log(XX) TH Y, AUC, B Cmax BAMFERIRMEURART A ¥FT 1 OHEEEEZ T L.

D [EoMOREEFOER K] ;
D - ABRBAAARR O ERENEBICES & FIECEINRER E ik L EEE, %%%ﬁ%@%h%ﬁwg
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175 Z LR TWERARRAER). :
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: Et 27 EBH 31
AEY=R Y v BERE
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) F) ' hr/uL)

A8 FEER 2|V — A — | 1T T—A X XX XXX | XXX | XXX X. XXXX
¥R FZHy | E L T|BERABM] —&E (XX. X) (XL X) (XX. X) (XX X) (XX. 0

B | vXx3d—|10mg, & | SEH 10mg ; .
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] ©(XX~XX) i | XX X XX XXX | XXX XXX X XXX
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BREREE SN2 TORBRELEAMOTEORE E L. BEREEIITRE X #l, AR
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