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(2] HMERELRP-7HB O
6. MIBERER REEHK
MF O#FMAEEEFAT 3 DRIRIIERET 5.

2.3.5.4.3 RBHE: (O FE) oYV F—var
I3FENRY)F—ya RT3 7% A b (RERR) | RV T9FEA)F—va it 3
FRR b (EHEFE)] RESWT, RexiRTRBEAIRSOVWTRYF—vavr2EELE.
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CTD B28 LBRANE» 2T »7) F—+o—£¥ 10mg

FR274 84 31 A

A=Y » 2 BRIGL
S ARBERCRIELAAY Fesm b
' =
SHrie
Lol g|mlelz
Sl ggﬁ"ﬁlﬂﬁ%
s HHEHHHHE
&
e i e R e R e
RRRE () o = == T=1=1T=1=
WRRR ) o e
HERR
[1] s Ly | FAEERRR Tt =T =12
mesE
s olo|oe|lole|o|e]|e
x5 w2 i S R B . R -
TR @lolololo|=|=|o

RPDOINRY F—v a YEBEEA, —IREFEETT.

X1 ERBOTE Y 7— 3 U R&Ht.

X2 MERBE VROV TIIHFMEULRER 21T o .

ARBIE B Ic BV TR LA SRR/ T A — & — DR IR R UG % Rk~ bk | TR T,

L [2ofhoRRFFOER K]
i + ICH QA ORBMPHAEL LeBaiE, FELTIHALERTD.
HELREDIED, Fv— FORNEESOENEZRRTS.

Foook  FEEBEAER (1)

SRR A —

HEsn

sk

Rk

Feoox  HHERBAER (2)

SDHTHE/NT A —F—

N

R

MR

Zowor HIEEBER HOR

SRR TG A—F—

WM

R

FSHNENR R

2.3.5 SEICBTHEEES
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CTD B 28 BB (27 >7) —o—4810mg

BR27E8H31 8
BASx Y v 2 MR GBS
e MERE FERHH
BIRST | AL %R
bRk Sy,
ISR EHBRYHE,
MR R
. ;u (é%~1. 0% 5 K% BIF (Bkk, k)
0. 05%, 0.2%, 1.0%®D 3 7k
HE W% 3 EEYIEL

. 0.2%HET 2 BIX6 AR
BHTRIEE SMOEL (B HEE6)

0. 2%HET 2 EIxX6 AR
ENRENE | ayiEL (BmES)

‘ ERBRAKR |0.03%, 0.04%, 0.05%D
BRHRR 3/kis%E 3EERYIEL

i

120000
100000 |
80000
60000 [
40000 |
20000 |

0

v— o

0 0.2 0.4 0.6 0.8 1 1.2

BBE®)
Eeer SIEERRE BRMHR EHE

6000

(o o
4000 | :

2000 |

Rz

-2000 [ o o
-4000 |
-6000 |
-8000 L '
0 02 04 06 08 1 1.2
PREE®)
Epook FEEERRER BRBHHE BEToo b

23S MEICBTSEERE
R




Tk 7KS5y

CTD B 288 BRIy T7»7) ZF—o—£2 10mg

PrR27488 818
B4R Y 2 RBEBL

SFTRBNT A—&— | HIERHE

s

BOMENR R

Rrr  FEREIE

SRR/ T A
—H—

BE

HIEEN

R

iR

HBHBRE UMBERRT
AR

B

80~120% 5 7k 1% RIE

REF (Beek, o)

21 3

80~120% 3 kit 3 @
BOEL

GHTHRIEE

100%HE T 2 EIX6 B
#HYERL (BHEE6)

ERTERAE

100%FHE T 2 [EX6 BRY
BVEL (BHES)

ik

6.0 F

40 |

H 3.0
B
=20 |

0.0

50
CBEE)

100 150

Bwkx  EREE HRME

0.01 ¢
0.008 |
0.006 |
0.004 |
0.002 |

0

gﬂmz-
-0.004 |
-0.006 |
-0.008 |
001 |
-0.012 L

0

50
BEE()

o

100

160

R#ex  (5) EfkIE BRET v b
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CTD B28 BBA(E22T27) &—a—£2 10mg
' : k27484 31 A
AXI=RY » 2 RRBL

2.3.84.4 vy b

[1] BBBRELE-RBRIR ORBEER

AREOHHARG Iy bouy FEE, BEFEA R, AREZReHZ, uy FOWRERO—
BERekZRT. 2B, REBERIC W TIHAKMERT CREBLEn v MR E2REB L.

Feex BFPARGEOD Y MES, BEFA RRUAR
PEHBT : OOOKRRHEAH
RBIBET : OOOKkA2H OCOOMERT

Lot No. BEEA R Rk

A-001 LXXEXX A XA HRRER, TEERBRREME
FIERER, KEMARKREKNE, &

A-002 COXEXX B XX A BRI

A-003 XXXEXX A XX B HiEBRER

fooo REBEHRBREOD v MEF, Q‘!ﬁﬂiﬂ A R U A
BT : OOCHIEEN 1L
REBRBET : OOCREHAEH

Lot No. WEEA B ' Rz
AG-101 XXXX#EXX A XX B BB ER (REESR)
AG-102 XXXXEXX A XX B BRRER (REER)
AG-103 | XXXXEXX A XX B BBIRER (REER)

2.3.8 REICHTIHEIEER
R




CTD B 280 BRA(Ey2727) S—A—f2 10mg

W 27485 31 R
BAIz=RY » 2 BRB2
o 1y PR
Lot No. .
BB B A-001 A-002 A-003
1 *1 *1 %1
% R 2 *1 %1 *1
3 *1 *1 %1
1 %2 *2 *2
FeaRakE: (1) 2 %*2 *2 %2
3 %2 %*2 %*2
1 %3 *3 %*3
FERRER (2) 2 %*3 *3 *3
3 *3 *3 %*3
. 1 XXppm ELF XXppm EATF XXppm 8ATF
PEk Ho 2 XXppm BLF XXppm L F XXppm AT
3 XXppm LAF XXppm EAF XXppm LT
PUAEBAER B 1 XX XX XX
BRI 2 XX XX XX -
ﬁﬁ%ﬁﬁﬁ(%) 3 XX XX XX

EEREY KR 1 XX XX XX
ﬁﬁ%!n 2 XX XX XX
ﬁ@%lﬁﬂ(%) 3 XX XX XX
iy R #H G 1 XX XX XX
ﬁ&%ﬁm 2 XX XX XX
ﬁ&%ﬁﬁﬂ(%) 3 XX XX XX

B R 1 N.D.® N.D. N.D.
ﬁ&%ﬁw 2 N.D. N.D. N.D.
3 N.D. N.D. N.D.

; £ i 1 XX XX XX
L%Mﬂo@aoe—a 2 XX XX XX
&kﬁ&%ﬁﬁﬂ(% 3 XX XX XX

By EROH 1 XX XX X
2 XX XX XX
i&ﬁﬁ%ﬁé‘ﬁf (%) 3 XX XX ) 4.
' 1 | xx XX XX
x5 2 XX X X
3 XX XX XX
1 XX XX XX
Efkik 2 XX XX XX
it (%) 3 XX XX X
EH | XX XX XX

#) N.D. e

*1 REOKMENEK

*2 [R—HROLIAERMROMEDORINEBDE.
%3 R—H#OLZAIZRROMBEDRINERD .
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CTD P28 by 727) Z—A—£% 10mg

PR 274E8 431 8
A%S=2 Y v 7 REBL
Fokek oy baHTRR
RRa ICH iR BERRBERS | Lot No.
@)% | AG-101 AG-102 AG-103
LA AT 1 N.D.® N.D. N.D.
¢¢¢¢ XXXppm AF® |2 N.D. N.D. N.D.
(&mmﬂ XXXppm) 3 N.D. N.D. N.D.
FUEERREY ZRATEAt 1 N.D.® N.D. N.D.
¢ cb ¢ XXXppm ATF® |2 ND. N.D. N.D.
(BRHRSY: : XXXppm) 3 N.D. N.D. N.D.

&) ND. : BRlwTF
% ERHOBRBBEYA FF4 2 (Fk 104 3 A 30 BHEEHFS 307 )

2.3.5.45 BREBEURBRFEORYH

AREIZ EP R THY, KFREORBIZHOVWTIIARNICIZ EP LRURKEEBLIE.
BL, BERIZSVWTIEAERF—RRREDSE 2 B2RALE. B ARVERREL
I OWT IS EN GIBAT I TIRED H 3 HEIT >V TRAB IR L.

R omoREFOEEA]

Lo REREORK, AELERTIEOREOEXSERRTS.
L @)
i - W (USP, EP, BP) DARELRIL TS _
H¥ED ICH 285115 _
Iksy) ORETHE, REME, BB, MAMRRYICRIHBEMEXLLT, Th !
T 5. :
@« DERMEOHEK (RE, REIRED) LRERTs.

[1] SEBE LB EE

N N _
EP iV, #RikE TAGORGMRRTHS.) LRELL. BRBRERIVWThLRROKE

KR TH Y, BHBIERYETHS LN LI,

2. FEREER (1)

EP iztEw, ﬁ%%F*ﬁ@z«&b»k*ﬁ@&%%«&bw%w&?éké [EA S I
MATR—HBO L = AICFROBBEORIREZRDS. ) LBRELE. 2B, RELLEBRAN
7 MITEBRZRIELEERTHEN, EP OBRARY M e—HK+3Z LERBLTWA.
RBERIVWTLLA—BREO L Z A ICFRROMEORINEED, RBIARETHD LHETLE.

mERR (2)

EP izftV, 8% [RARORXNRI PV LEAROBRANRS M EHEBTE L E, MEDRRY
PRI —EE&D & = A FROMBEDORINZBH S, | LRELE. 2B, BRELEZSERRN
7 MBEBRREIELEERTHEN, EP OBRARS MVE—RTAZLEZHBLTWS.
RBERITVTFR L R—EBEO L = AIZFROMEORIRERD, FBIIRYETHS LABT L.

3. MigERE MR

EP CiZ EP — 8RR O (BRIKILE) 1258, BEARRF—BRRRETELITHRY TS
H2ERALE. BBIXEP 2 IX ppn AT & L. BRERRIWThORBEORT S
BLHLHEE X ppnifd) ORTAALVEBLRL, RBIRYTHS LHBTLE.

MERR BRYH

11
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CTD B2 BRINEy 2T 2. F—=ot —f2 10mg
R 274E8/7 81 R
BES=RY » 2 BRBL

AREOMETRICBWTRATITBEOHI3EBWH I, 0, I, VEoSRSL L.
AREDPHLBRHEW-RZHERIT, ERYE I IXX~XX%, HRHETIX X~XX%, ARk MWH
mMit XX~XX%Th Y, BERYBRIVIIBHEN 2o, i, ThiUMCRMOE—7 i3kl
hT, BERHEIT X~X%TChot. RHERLE—7 W TFhbBaMETHSZ & hb,
84 OEBYR ORI IIBEREOMHEICIEY T3 XUUT L L, BEERUAORBIIZRMIC
ES3E X%LUTE L. RSk e Engnovr—/safiokic L sbol L, [V
— —LUNDE 2 DE— 2 @HlL, BUBEOT—A —DOE—ZEHID X/ XX LD KREL 2.
BT BERUA O E— 7 OSHEIL, FBEEO V-4 —0 -7 B0 XX/X &
DREL V) EBELE .

4, K%
EP iZfEvy, HiE X%UT] LRELE. RBERIIXX~X%THD, RKIZYUTHS
& T L.

5. ERE |
EP lcftv, §i% TARIIERTHLE, U—q—% XK XBSERSE. | LRELE. B
BRI XK %THD, SUSHBYTHS LM LE.

[2] MBBE L I2A» - REVEE
6. FUBERREX (REELD
JERY 10 4E 3 A 30 BTEIEFS 307 B EXKORBARTA F7(4 ) CRESN-BREBE
msm‘mmu EnTWahotel b, BERERREREL2M oK.

'xﬁﬁwaav&m¢aﬁﬁm/—4—muvoﬁwﬁva&ﬁ&LﬁA?aswvba 2
B b IER IR S ORI 5,

(1] mgtsE
< - - THEAL, BERTS.

(2] AR VR
- ARRERTAILE, P—4— (CHNO: XX) XX~XX %ZEair.

R
ARIIAGCORKBMEORKRTHS.

RERRER
- (1) EREZHE, RARRARY FNVRIEEORIES Y U AEAREICKL VBRRBREITI L % i 2
XX em?, XX m, XX cm?, XX cm? RUXX o™ FHEICRIRZEBD 5.

(2) FROWBEEE (1-XX) IXo%, BREAKWARI MRBIRBRAT b FAFNYT %
P & L TBREKSERA RS MVRIEEIC L Y BRRARETS L &, 6 XX ppm fHEICZ
BROVINVARUVE—BROY S NVE %, §Xppu fHECZEROY I FAC %, §XX ppm
HEICE—BOL 7FND #RL, EVFNAVOERBABELA B C:D (XXX XX : XX : XX
'039)6

MERR SR9H ,

A5 XX ng ZEEEXX ol [28H»L, BREEKLT5. 20K X ol Z2ERICEADY, IEE%E
MXTEMIE XL &735. Zo# ol ZERIICAD, HEEEZMNLTXX el & L, HHERKL
T3, REEEROCEMERE X uL o2 ERICL Y, ROZGTHREIv<w b 774 —i2&
VREZITS %ﬂ%ﬂ@i&@%lz oe—aﬁm&awjﬁtﬁiﬁkx YRIET S L &, BREEEKD
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CTD B 288 BRONES 2T »T) F—o —f2 10mg
Wi 27484 31 A
Bz v JBHRL

T—a —LSNDOF L O Y— 7 @, HHEREOY—A —O V=2 EmHO X/ LD KkE 2.
T, REEEomAnLsSiov—s oSHESHIY, FREBROY—1 —0ov—2mfo X/X
XOREL 2.

RER%H

BiHER : RAGOEREH (REEE : XX nw)

HFA : MBS m, BEX cnDATFYVAFIZXX und#EEkru<w b /S574.—AN
| | PRl L%+ - T .

H5ARE : X CHhED—EIREE

BHAA: HEEX ¢ 2EEEXX ol (22 TEHML, HEE (X—XX) M2 TpH XX Iz
TS, Zo@X ol CHEEX ¢ mATEH»L, RERXX nl 2Nz 3.

BOHHEB: HEEX g ZHEEXX ol i2MXTEML, HEE (X—-XX) #M2TpH X iz
PRETS. ZoOBX ol ICHEEXX g ZMXTENL, MAEXX oL 25023,

BOEOXE : BHAA RUBHHEB ORALERO X 5 KEX TREARGHT 5.

EA% DR BhhiE A BoHRB
4 (vol%) (vol%)

XX~XX XX XX
XX~XX X{—XX —XX
X~XX XX - XX

R : E9 XXl

ERREGEHE : BRr—J0®LbEAK XS T.

ZAT LAESHE

RO : HBER X ol 2ERIICHEY, EERLI TEMIZ X ol 93, O
Npul 6B -AAROY—7 GHHN, ROBEOMREOEY—7 GHO X~XX %izhe
3L amBT5.

TRAFAOHRE ¢ BB XXuL i20%, LROZETCHRETILE, P—A —DY—2
DOHRBRBERZE TV A ) —fREE, FhEh X BElL, X UTThHS.

VATFLAOFRY ;- FBERK XX ul 2oF%, LROFGTHRL 6 BRVETLE, W
BE O v— 7 mROEXNFHERZEIL XX %L T THS. :

7kﬁ'
X %UT (XX g, HEEIE)

Ehkk
A5 XX g 2EBIcRY, EEEXX ol i2B8»L, RERTHRET S (llliﬁ) FiRDF
ECERREYITV, BETS.
XX mol/L MEEXX ol = XX nglE N

[3) =y b4y
FHAO y MITRRO—EERAIRT.
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CTD F 288 BB (27 7)) ZF—oa—£ 10mg
BR27484818
BAS Y 2 FREBL

Reeex 0y FOHER
RBIERT : OOOHALH OOOHER

R4 | Bl

Lot No.
St-001

*1
*1
*1

%2
%2
*2
%3
%3
%3

R

.':l_éi!‘;}-_- R H
BRI 1

ﬁﬁmﬁﬁ”

ﬁ&%ﬁmw

ﬁﬁ%ﬁwhld

.I:EEIA%GD{@# [ l:’-— 4
ﬁkﬁﬁ&%'ﬁ‘é’ﬁ (%

RERUHISE (%)
b4

ERE
aik (%)

QW DN m=t T DN ] DN 0 DN =B e |00 =[O DN =] N |~ | N -

H
&

LRI EEEIEEEIEEEIEEEIEEEIEEE:

%1 BEOHKRIERE

*2 WEXX cm-1, XX m-1, XX cm-1, XX cm-1 RRURXX ool fHEICRINEZEBH S, .

%3 §XX ppm FHEICZHEBROT 7NV A RUBH—BOY YV B %, XX ppo fHEICESEHER
DYTFHNC %, §XX ppn FHEICE—ROTTFVD ZRL, %/Vﬂ-zvoﬁﬂ'ﬁﬁﬂsfx B:
C:D IBIFEX : XX: X: XX THhAB. ‘
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CTD B 288 iBBONEy 2 7 27) F—o1—£% 10mg

PeRI7EBH 81 A
BAI=RY » 2 8IRBL
2356 HERUNER (Y—1—, QOOKRKRAH)
F R
AR TGz e Py 835
— YA HY ZFLLR t— N eREERER
ek RY=F L FFA

REOHELMM,/ Y7 X M, 0000IcRiEL, 25-2C/60+5%RH D&M CHRET
L%, OFALREEhTWA.

i [FofhoRIREEOER K]
: MF icfBfi s hi-RE L IRRR 3 HHFE, )7-z mnastmmwﬁmms%w:
ETBZLNHhIE, BRLRZTF—FLLbIEOEERET 5. :
MF CTREShTWAREFE, V7 X MINXXEEDMMZ B CENIcHEEBL TRz

&.
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CTD § 280 BBREN(E2 27 >7) ZP~A—fE 10mg

Pt 274848 318
AxPz= Y v BB
*ﬁ’iﬂﬂ)&&jﬂﬂ:&*’r*m LBy ’?3) v, ﬁ%#ﬁ&%li&***o LBV THS.
Fowx 5y R Uik
e EM B RX5y 43 & (mg)
ARGy BRI P — 10
787 AR FL¥E A Fndy ik (103)
e BR | | 5
RIEELA 1 BR EEN 10
HRA BR AFTYV BT/ RXT A 2
2 130
| e BREERFR
DEHIR ERT B8Rk
RBYFavlLyr74VAh
PTP Q23 TNVI=U L
FTNI=Th  BIZFVIYTIR—FT 400
RYI=F LR
R RYV=FLH
R (Y HH5N)

@R

CTD H#ix, ARRAOLDIIHEL ShHXBHR, WRBEDLLOTHY, CTD # |
W 3ROBMRBFEITED bh TR, :
LiERoT, HEDFSFF 4 aFA7Fue—F% (BRANCL MBS KL3M%BL2E
ET3L0THREL, MBARRICETINA FIA) (FRR 2246 A 28 BERHFARS
0628 1 8), (ARVRI=XVAVMBETEIHNAFFA) (ERL 189 A 1 RER
FAERE 0901004 B, KAEMTBE 0901005 §) LM (=oNVAT7 T u—F) |
YEHLTIHOTIIRW.
FEF4aFATTO—F, TUNVARATIr—=FONWTHIZESEMBLEBETHS |
TH, BT ARV TIT-HABORBERBTIZ L. ;
2B, AE (2.3P2) RUKEA (2.3.P3) ORil, FESHRENREE _HPRESTRY |
AN TREY R72XT A2 FERY Ah? Minimal Approach CTD $5_"#F Mock =% :
Vgl R VS F4va AT Ta—FoRfE LTERL, fERLE. ;
FENERME L/ RVERSESEOBAITIE, HANIRNE BIAE, Fmmicks |
BRI DEREONE) & AKRNIZRAT 5. g
EREVORAOPH T, RFRUEERE, FEAREDYIS L KRELVBRAT |
6' é

2.3P2.1 &ﬂmﬁ'

AZRMFCHEBLTVWAIRRIX2.3.P1 BARVCAFCRLEZEEY THB.

2.3P2.1.1 &K

HPRAYTHDV—A—i1BCS 7 7 AN IR ah, BB THEREOR VRO THS. B

2.3.P REITEST S HERIETES
5



CTD FB28 BREy 27 y7) P—o—fE 10mg
- PR274£8H31F
BEI=2Y v HRB/L

fRiEIX= & ) —NMZEITIZ K L, muﬁamaﬁﬁ&w HREHILEL, BV EERALKE
RETH5B.

(%oMo%ﬁﬁoﬁﬁﬁl
2.3.8 DREO—REED 5 b, WHOKREGHEITHEN D B HEC OV TITRET 3.
BRI OWERE, 7Y —tk/H, BCS 77X, #REH, el HESHR, NASHE !
~DOHEXL/ RUERILBT 3 BRIN~DOEENH S L EIIRBERT.
ERBRERMORKLERT, Kt/ SAHiRR25FED» LRIBHEBRWHT 58461,
SRERSR L OWELRIETS. i#%ﬁﬁ&wﬁﬂﬁﬁwﬁ%o%MEMkmér—ﬂ%
HbEeTRERTS.
BABEXRGOREL EABENREIFEENORIWA 2 FRICKBRETIE4IT, &K
BEHER 06165 18 (ERR 2346 A 16 BfHTHES) RSB BHELHTIERAEK
SOBRBEWEONWT) RESE, BYTIAHARSEISCRRT 5.

2.3.P2.1.2 #HFmA -

KRBNAIL, K%Dﬁ%&%ﬁt?é#bklllllll%ﬁmLT%D OB 24605
HAHEL T3 (REBES : G5FE XXX 5). RGFEZEET S 2Hi, FMATTRbAIc
EEEERWT, HEEEZmE L TARMYA LEE L B2 Sk,

FMANT, BEAicikmng, 47N, THEEACHER, BRACATTY VB
TRV AERALE.

LA, ATFT7YV VB R0 AZHARMICH > TOBERBROBIEA, BIRAL
LTHEAL, RRIZoWTIRERER 21T 5 ROF—BIROBEESHTH 5.

ABANE, B BRLE, —BEREATXEREINS. ZPANCER LT 35FMHIX, W
NHAERBICHARTIREMFATHY, DT HREBERUES BRITBW TERNIOKEE
NTHB (EELTMHFTERICIR). £FNAORK, o4& BRRERO—BRKERERET
BRIZTT.

—BRK

A B/ B 5% 43 B (mg) B i FEhne
BIEA AR IR BE(103) |  Xing B LW
HEH AR EE 5 XXmg LA
TELH | BR . EEE 10 | Xmg | BELAL
HRHA B | AF7YvE@esFoon | . 2 Xkmg | R LAw

(130mg.'1 2)

(%o&omﬁﬁwﬁﬁﬁl
: ERLFNAL (FmAloRERLS, 2.3.P2.2 NARHICRIR) %77 i
ﬁmbtmmmaoﬁAEmmbagAu.R&ﬁ%a%nkﬁfa#ﬁﬁrT(ﬁAEm
BRVEE BRIV ER S W TV EOBRELRRET S5.) :
FRMP T2V LB LEBEIE, TORMMAORE (EESFMGER, BIEHRS) |
iR 5. :
2.3.P2.2.1 HABH RO TWEWENFIOBRERHZRBETS.

2.3.P SECHTAEEZTH
H




CTD F 28 BRONE»2T»7) F—a—4E 10mg
Pk 27484318
AZIzt Y v WL

23P2.2 A

2.3P2.2.1 SUHIRE

(1) BeHete BEMERE T 2770

ARFNLAERNA L BR, A, KRMEERASLTH I L 2 ERNRBRHEE L.
Fie, V—=A—it, RBILVERTIEERDI LD, NERKTTKSICHEE LI-BAR

HE1T O BERD o= O, HEITEE TGRS L 3RAHEARE CTHE L E X,

BBt HEHO R L. .

e, AERBRE a7 74V (QTPP)

balii) 6517 ALRSY 10mg 2EFT 584 (BAtERA)
SE WA —, BliE, SRSORENERYALRAS
APER P2t SRMA & EHFENITFS
R BENMIGYFCE dRE 20fkH. Hikid 130mg THEEMN X m
DBHOFRE
BER Ui BRERVCRVZEWIZE L THAEDH S BA
| EHIR RHRIEFRT 3IELL (KiR)
L [ OfORRBFOERA]
P AT, BB OBIRIREE (AR OMDE) R S.
PARIREEIC IR OPANRSENS.

(F5F 4 aFATFu—F) ,
- BEOEER (FXH, R OBEABEA DL
(=N AT Ta—F)
- RRHEROFACRRY A7 -XT A L OTER
- BRMARE 0774V (QTPP) OBRE LMY R 7 BEDORKE -
(FFF4rarn, ZUNVAT I a—FLy)
- BeAea072 80E TRE ORERIED FFERRAE
1 BETROMFCRIETTREL BELAMMYE: (Critical Quality Attribute) D4F5E
2 BLETERMB%ROY XM
8 EBEIBRASA-/—oARKICRIETEE (RMAERE - BEE)
4 FOMDNTA—F—DOHBKBICRIFTRE ERERGR - FMk)
5 gﬂ&%o&ﬁ&tﬂmﬁ (RESEORY, TRATA—F—, BRBRHE, Rk
&)
6 .FEREEREROY R RME §
20M, FFTF4varATTIa—F, ZUNVRTTa—FORALEEMRERDNIE, &
FORBLBEEIIS.

(2) EEMHTE

RERBRERT 0 7 7 4 MR LI ARFHEDN S, TRORIITIRE 2 NGOEELTH
LB, RIECHhLEEGTHMELIRE, FThFH k), HETR, aFFRoVWThoR
FOHEATE0EREHIIRLE. S5 EERFRAERRMFECRIET Y X7 2V H LKoo
LD,

2.3P RECHTIEEEH
B
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XY, RKELESBOMANMNETEI LERBLE.

23041 HMEURIAE
AR B T OIE  FRRITRT

5% kg
JLEEAKFndh AR

] BB

mER AR

ATFT YV /B TRYY A AR

2.3.P42 REFE (OiFFHE)
WFROBMFIORBRFELLAEEDOLEI THS.

2.3.P4.3 REFE (SHFFHE) oYV F—vay
WENROFMA S B RIRORBRFETH B,

2.3.P4.4 BRERURBFEOZNME
WPhOBMFIORBRAFEL BRI bOTHY, RETHS.

2.3.P4.6 t FXEBMHRIEOEMA

ES KT S ORIchNRT 3. BEFER, RAKRFLIKTIIC X 5150, REERE
ik B EE 24/ L, BSE i@ LTy 5 B4 o U R U4 S i kUSSR R T
f R RUBHEMIC D B EA LTI L RV AMETRPF CRALRVE S, BRLAELER
ke LTHT 5.

2.3.P.4.6 FRFTIMA
AANCIX, FRIEMAER L TWRY.

P [2ofoREROERR] :
Lo FRRIIAIZEA L TV BB, HEECTRRTS. :
 TRECKE (DHFFE) O F—vay) ELTAYF—va VORBRLERHEIE |
DARERETS. S

i
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'CTD B2 BRONEy2 7 7)) F—a—F 10mg
Pk 274E8HA 31 8
AASz kY 2 RWEL

AR R RS, BAEROER, ZERRROBEET A 3y b2y —T
B LAy MERICE SN TRELE.

: [20hOREOERR] ;
- RRUALIIRRIAWTH-T, mW%ﬁma&%&ELt%émﬂ,aﬁo&ﬁ%ﬁws

+3. s
ﬁﬁﬂEW&ﬁ%ﬁo#ﬁELowrﬁﬁﬁ?é :

2.3.P5.1 HMERURBRGE
*ﬂﬁloﬁmﬁvﬁ&b‘mbowr R EOBBER UK & xR T,

goox  BBRURBH %

RERIEA R kel
R ARIC & bR REaDEKE
. Ao | ROV BERIE B HE XX~XXnm BTR XX~
gﬁg’g fﬁ;ﬁ&mz BUBHERBE : XX mg/mL | Xinm {ZHRIROEK E R
EREN : AEE +.
ko= 57 4—
B — i RE: « SN AEERF RAH—
: b AN | | ] . HEERIZES
' B0 : EEN
R A
RIEE : S FAE
BlEE : XX BliE
’ HRERYE . MEN o
i REEHE (KK v M P57 4—) gfm”ﬁm$ﬁ“"
e - xR BRE ‘
e XX nm
A55 . AAR
$EHie : AR
FIRRAD XX X~XLX %
ar BAB—k L A& ST ——%
at.

2.3.P.6.2 BHBBRFHE (DiThFE)

(1] HERE LR LT IRT.
(1) &R ‘
ARrAKEiz: v BRETS.

(2) mERBERER ‘ ) :

AREPEREL, V—4— (CHNO: XXX) XXngiZHRT28% L0, BREXX ol ZMX TR
DIRE, BEHRLE L%, A87T5. 6ﬁmn¢k,lll%MxxxxkatwLo%
RATTHREREREEIC L VRRART bVERIETS.

(3) PAH—E SRS
A1 AZED, AFEEE X ol ZERICNZ, BRBRENATICRYBETHRSEL
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CTD B2 BERONE» 2T 27) Z—o —L2 10mg
Frk274E84 31 8
AXI=R Yy 2 HBBL

%, BERAEL, ANREZMATX ol 75, COBRZFABRO.Xun A TOAYTF 7 4
NE—THBTS. MHODHIE XL 2%, RO EERENBHELTS. WcERBY—(—%
XX CTXX BRiERL, £0o# XX ng 2HBICRY, EERZMLTEML, ERICXX ol &3
. T XX oL ZERICRY, AEEE XX ol ZERICHN:, ERAREMZTXX ol &L,

PR L T5. REARRRUCERER X oL IZ2%, ROFHTHREI v /57410
DRBRETV, NEEYROY—ERICHTE VA —D—2EROL RV ¢ 2RD 3.

S g — (CHNO : XXX) Dft (ng) =Mx%xxx

¥ : BRAS—A —OFRR (mg)
XX : HRGREK

RISEEE 000 (NEHMIY) OB (X—XXXX)
KBS '
EREORBREGZEMRTS.

AT A

EEO VAT LBEEEZHEATS.

(4) BEHH ,

REREITA 900nL VY, NFEAEEIRLY, 845X BIETRREIT.

AR1BAELY, BRELMHBL, XOBICEHEX el LEZLEY, AELXXunlTDAY
TS TANT—TABTH. PIHOHEXX oL ZErE, ROAH XX ol ZERICHED, 7K XXul
BEUEREX ol #FhEnERMICNE, BREEEKL T3, NRERAY—A —% XXTT X Rl
ERL, TOM X g ZRHBICEY, BREEZMATE»L, ERERC Xl 335, ZO#HXol
FEMICRY, REEXX ol ZERICINZ, SNEKET5. REARERCRERERX oL¥o
PERIZLY, ROFEUTHEEI v 57 4—ILL DVRRETY, ThENDOBROY—A —
OY—I/ AR ARVAZERETS.

T—4— (CHNO : XXX) OFFRIZHTHEHE (%)
_ 4r 1
—&X'Zx C XXX

Y BRAS—A — ORI (ng)

C :18EPDY—A— (CHNO: XXX) ORTE (mg)

XX : RS

REG
EREORBREGZHMAT 5.
AT A
VAT AOMRE : BRI XX uLizo%E, LRORGTCHRIETHLE, P—AM—DE—ID
ERBER UG A MY —HEiL, Thth X BLE, X UTTHS.
SRFADERM ; EBEE XX uL oo, LROFHTREY 6 ERVIETLEX, U—
—0 — 7 AROHEMEREZIL X %UTTHS.

(5) mEfikdk:

ARXEE LY, AREX ol 20X, ﬁbiﬁ:ﬂ.‘f}ﬁ&éﬁé. TORICHEAREZME, KIZ
POBIERHE XX wl 2RI TRV IEY, BFHAR L%, HEEEMAT XX ol &73.
CLOBEAROLX unllFOALY T Ty 74 MF—TRIBTS. f1DOAER Nl 2K E, kO
A XX ol 2EY, AEEEZMIT XN ol &L, BREEKET5. RERAS—A4—-%2 XX C
T XX FIEERRL, 0 XX ng ZREICRY, ERBEMITEML, EIZPFEMEEE XX ol
FERICINE A%, BEREMITXX ol &73. ZOE X ol 2HEY, AEEEMNZT XX ol
LL, S e 5. REEREUBIMAR Xul oo, KOG TEKI v b /574

18
2.3P SEITBT DEIEREs
Bl



CTD P28 BRIy 2 7 y7) F—a—£E 10mg
R 2748 31 R
BAI= Y v o NRBEL

—iz X VRBETV, NEREHEO t’“?ﬁﬁkiﬁ‘b T—A4 —DE— 7 BHOK R G ER
035,

Y=g — (CHNO : XXX) DI (mg) =%X%XXX
i : BRAY—4 —OFRE (ng)
XX : RS

PNEBHEY 000 (NEEHR) OBTHEEH (X—XXXX)
RERRH
BHiE8 < SRR (RBHE : XX m)
HFAH:AEX m BE X cn DRATFVVAFIZ XXum Otk u= b /57 4—FER
MNVHIFNETERTS.
F5 ABEE : X CfHED—EIRAE
B0E : ENEX ¢ *ENEX ol 22 THEML, BEE (1-XX) 22T pH XX 125
B35, OB ol icEEEX g ZMATEML, HREX ol mn;cas
i O—A —ORIFEEAIAH X T3 X D il 3.
VAT ABE
VAT AOMRE « FRMEEE XX 4L aho% rROFHTRIETS L E, U—a—, NERY
BRoRICEHL, TONHEIXX LETHS.
VAT AOHBRE:  BMBEE X pLizo&, LEOFRMGETCHREE X BRVETLE, A
HHROC—27 BRI T B O—( —0 ¥— 7 B0 OB R MESEIT XX %BUTCH
3. _

[2] REREBL2»-HE @ﬁﬁ‘ﬁﬁi

(6) #HEFRRER BB

AH XA Ly, EEEX ol #NZ, RYBECTHEBEEL®E, LB X anllTOAY
TV 7 4NF—TEHBTS. YOOI X ol ZERE, ROSBEREBEL T5. R
Xul k2%, ROZUGTCHEE/I v b /574 — LV BRERETI. REBROELDOE—2
IRtz BfiSEc LV AEL, IHESSEEITLY %newﬂ%ﬂwa

REREH

B2 RAEEEH (AIENKE : XX m)

A AEN m BEX AT VAT XX un OiE I/ v S5S7 4 —FENR
W) AR BT3B,

#F LBEE : XX CHHEDO—EBRE

BHHAA: EEEX ¢ 2HEEX oL 22 TEML, AR (1-XX) 22Tl X 2
B3, ZoOEX ol iZHERXX g 22 THEML, RREX ol 22 5. :

B4 E : HEEXX g 2 MEERXX oL (22 THEML, HEE (1-XX) 2MATpH XX I2f@
B+5, to®XX ol iCHEEX g ZMXTEML, HEEX ol 2025,

BURORE : BOHE A RUBHHE B ORAKZRD L 5 ILEX TREARMET 3.

BEAB ORI BEHEA BEHHEB
C:)) (vol%) ' (vol%)
- XX~XX XX—XX XX—XX
XX~XX XXX XX
XX~XX XX—XX XX—XX
XX~XX XX—XX XX~XX
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B : 434Y XX nl

mESE : Bffovr—2 m,é;b: LEA®ZX 4ET

VAT hilAtE

CTD 8280 BRINE I T »7) —o—f2 10mg

Rk 274E85 31 A
BT Y v o QB2

BHORES : BRBHA XX oL ZEMIICEY, ERBEZMITERIZ X ol L L, YAFALHE
AHURBRABR LT3, YATLAESERRARK Xl »ERICRY, BRANEZMITE

FEIZ XX ol &7 3.

DE— 7 ERD XX~XX %IZR5Z L 25HERT 5.
LT ADKRE : AT AEAERBRAEE X Lic %, FROZGCRETS L&, U
—f —DE—7 OBRABRBR TV A Y —FREI, ThEh X BLUE, X UTTH

5.

ZOHXX L OB —A —Dr— I EHIR, REBKo S — A —

YRAT LOB/BM : VAT LAESERBABE X pLIZ0E, FROKFTHERE 6 ERY
BFLE, V—A—0v—7@ROBMRBREZL X UTTHS.

2 OBORRFOERA] | :
L ERMRCRESES, RN L SSCRIE Lo 1R 855 BT, SRR
7 L2t o I E ORBN R BRT 5. :

2.3.P5.3 REbGE (FFHFE) oY F—vav
IRFERYF—a v itlBT37F X b (ERERRA) | RO I9HEARYVF—va /l...Bﬂ-«ra
FRZ b (EHEHE) ] CESNWT, Rl RTRBEARICOWTAYF—va U ERELE,

 [ZofhoRRRFFOERR]
E F v — MORMERSEOBMNZERT 5.

HIEEHHEDIE

n,

Fooe ERBEATRELER)F—vay

e =

NI RA—=F— IR B|E
g gi»ﬁ flE|w|le|a
IR

BRELTF g R |R|R

B

m ER —T=l=1=1=1=1=1=
© |mERR o l==[=1=[=1=[=

(1] gL | . | 1
SR ®) (g mig—tentm e|leojeje|o ©
@ |Em ololoe|lelo|—|—|o
6 |ERE olelololo|—]—o

2] BRRELE| . |HERR }

rortgmEn  |© |sssm ©le|ejo0|j0j0 /0|0

RPOOIINRYF—va VEERE, —IREFREEZRT.

A BREE B 1T BV THEE LT B85 A —F — DY RERR Uk 5L % Forik~ kTR T,

Foook  (2) FEBRRRER

SRR/ T A —F —

Wi

4 R4

R
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CTD F288 RRO(EY 27 »7) F—+—4 10mg
R 27484 817
RSl v 2 RBL

e (3) WA FHIG— MR

SEB/RT A
—H—

L ek R

R

AR,
TIIER,
MR,
MR ERE

LA

70~130%7 5 /K it % Rk ‘ B ([Rorok, sokok)

BLBE

70~130% 3 KT 3 [H
MOEL

GHTHRIBE

100%fHiET 2 E X6 B
#IEL (BHEESE) .

ENEIRE

100%(HE T 2 EIX6 ARY
MYEL (BHES)

ol

o o
[N
LI

0 ' — '
0 50 100 150
HEE®)

B (3) HA—E SRHERR ERE

0.004 ¢
0.003 | . .
0.002 } o

- 0.001 | »
ﬁ 0 —s Q :
-0.001 } :
-0.002 }
-0.003 o
-0.004 L . ,

0 50 100 160

| BE®)
Bee  (3) WABY—H SRG—EREM BESoo b
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CTD B2 BRN(Ey 2T »7) P—oa—fE 10mg
FRI7E8HA 3L
BAIxzRY » 2 WBEL

Teee (4) B

ARESTY | L #R

SR B DR,
BRI 7520 HE

ERE 50~120%%D 5 K HE X RIE BT (Bwek, xkx)

50%~120% 3 7k ¥ % 3 @]
A H0EL

= 85%M 1 k%% 2@ X6 A
brTiE B DEL (B B 3)

85%™ 1 k% 2[EI X6 A

ENRRRE | wyigL (@S5

fiiH

350000
300000
250000
I# 200000 |
AN
| 150000 |
kY]
100000
50000
O (]
0 50 100 150

BE®)
etk (4) HEilitE ERdE

2000
1500
1000 ' o
500 (o}

mE
(=)
O

-600 |
"-1000 |
-1500 | °
-2000 *
0 50 - 100 160
BE®)
Eeer  (4) WiHE RBRETo L
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CTD F28 B (Ey 2T >7) P—iA—FEE 10mg
R 27E8H 31 A
BEIxz3Y » 2 BBBS

Fkee  (5) BRE

AWBAT A | e HELE SR

_5 —
xR,
| F7ER,
RIREYMT,
M RN ENE

R

ELiE 70~130%D 5 K% i E B (Eweiok, o)

1 70~130%D 3 KHC 3 |
HE BEL

. 100%fH3EC 2 Bx6 A
BRTHIEE #0EL (8 EEE)

EAEERE 100%fHETC 2 [BIX6 B

BYEL (BHESD),
i

-
[=2]
1

0 1 '] ']
0 50 100 ‘ 150

PEE®)
Rl  (5) Ehikd: HERYE

0.004

0.003 |

0.002 | o
"~ 0.001 | .

mE
)
0

-0.001 |
-0.002 | |
-0.003 | o
-0.004 ¢

0 50 100 150

BE®)
B (5) ERIE BRESav b
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Frex  (6) MIBEERER BFRYHA

CTD 288 ERINE 2T »7) P—+—£E 10mg

RR274E8H 318
BxIzR Yy o HRBL

ST/ T A
—

BE

HIEER

R

R

FEHELS,
EEBROHE,
SIS,
77 R ERE

M

0. 05%~120%D 5 K¥E%
HE

BAF (Bdiok, k)

R

0. 05%, 0.2%, 1.0%®D 37K
HE 3EHRVIEL

BHTRIR

0. 2%fHET 2 E X6 B
BViEL (HHE6)

ENFIRHE

0. 2%fHEC 2 EIX6 B
BYEL (BHES)

BRRBART
BRHRS

0.03%, 0.04%, 0.05%MD

3/kiE 3EERVIRL

ke

120000 [
100000 |
80000
60000 |}
U 40000 |

20000

"
&
)

0 - 1
0 0.2

Rk (6) FBERAER BBRME EHRE

6000
4000
2000

0.4 0.6

HREE®)

0.8

1.2

-2000 | o
-4000 |
-6000 |

-8000 *
0 0.2

0.6
RBEG)

0.4

0.8

1

1.2

Bk (6) PUEERER MBRHH BRETm vy b
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23P54 vy haiF

CTD F287 BRONEy 2T ) F—+1—5E 10mg

V27484 318
Bz Y » s RRBE

ZUHoORFAKE I vy fooy MES, HEX N, BEFEA BRVRAREROIC, 0

v MITRIRDO—FEE Rk ITR T

i [ROMOREROETA] i
P RBBFEEERTS. ;
FREOny PESLERTS @0 MF 2FAL TWARGRWThO MF THH0HH |
EHEDEIIZTS).

Serne BHAREOD v MES BEAr—n, BEEABRCHR
B : OOOKRKSH OO0OTH
REUBHT : OOOKRSHE OOOHRF

iy (R | M . .
Lot No. Lot No. A=) HEFAR Rk )
P-001 A-001 XF & R XXAEXAXR | AERE TEERR
| P-002 A-002 X7 & EERXEXAXBE | ABRERE TERERER
P-003 A-003 XF & ERXXEXA XA RBRE, SEMRR, £H%

AIRIFAERER
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CTD B 2% RNy 27»7) F—o—£E 10mg

Ere 2784 31 8
B2z kY 2 WBB2
Freex Ty MR
R4 E% Lot No.
P-001 P-002 P-003
C 1 Be&ORE BeORE ARDFRE
(1) # R 2 AEORSE BanRE AEORE
3 BaDKE BARORE BeEDRE
1 *1 %*1 *1 '
(2) BIEBRRER 2 %*1 *1 *1
3 %1 *1 %*1
(3) SIS —{EERER 1 XX XX XX
HEMH (%) 2 XX XX XX
3 XX XX XX
_(4) wiitE 1 XX~XX XX~XX XX~XX
a (%) 2 XX~XX XX~XX XX~XX
e/~ XK) ;
3 XX~XX XX~XX XX~XX
(5) itk ; ﬁ g g
a1t (%) 3 XX XX XX
(XX XX XX
BHBERAER S H 1 XX XX X
BEWE 1 2 XX XX XX
ﬁﬁ%ﬁﬁﬂ(%) 3 XX XX XX
GHEFBRER WRYH 1 N.D.B® N.D. N.D.
ﬁﬁ%ﬁn 2 N.D. N.D. N.D.
ﬁ&%ﬁﬁﬁ(% 3 N.D. N.D. N.D.
EERRER SRR 1 N.D. N.D. N.D.
ﬁ&%ﬁm 2 N.D. N.D. N.D
3 N.D N.D. N.D
lifERAER M T 1 N.D. N.D. N.D.
Lﬁuﬂmﬁkoz—a 2 N.D. N.D. N.D.
ﬁkﬁ&%ﬁﬁﬁ(%) 3 N.D. N.D. N.D.
nAERR R R 1 XX XX XX
2 XX XX XX
RERYHSE (%) 3 XX XX XX

#) ND.  : BRieT

>!.=1 WE XX~XX nm, XX~XX nm ICRROBRERT.

2.3.P5.6 FHHOFHE
(1) JawHE

FZPR OBV ERVCPHAREERRICHEONSR L LERRHHAO—ERURRN I o<

k7 T b Rk R UERHITR Y

AHANBVTBD bAERHTE T~ TREAROLOTHY, HETERPCERINL
SRERD R URISERDIIED bhizhofe. FRUROT y FHRRIIRHITRT.
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CTD 28 P#HN(Fr2 7 7)) F—1—F 10mg

RR27484 3817

BEI=RY v 2 BRBE

Frex V—A —RUBBRHHAO—ER

&% R ) 2 |

S — 1.0)

— xx et
ERMET ix et |
ERWII XX Eﬁﬁ; i«
SRR XX gigg

0018 |
0.018 |
3 0.014 |
0.012
0.010 |
0.008 |
0.006 |
0.004 |
0.002 |
0.000 F

0.030

0080 ¢ BRORL | memem P
0.026 |

0.02¢4 |

0.022 |

$ 0020 |

RRHANV
BRHRI

.0.002 C 2 'y 1 A A A A 2 Y A L L 'l L ]
0.00 200 4.00 6.00 8.00 10.00 12.00 14.00' 16.00 18.00 20.00 22.00 24.00 26.00 28.00 30.00

min
Beo: BROEAOEI v b ST A

| (2 0MORBROERA]
: BEShBRHHAL 2 TE, %nazsmﬁmrxa&ﬁ#wamwm
BRGYROI/u~ b7 AR, Y—20RB (YOFERMEITIHHRS) 2RERT5.
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CTD B240 BRBNE 2 72 7) o —fE 10mg
FR27€88 391 R
AAIzk Y o MBBS
(2) REEE
AMNAOETRICTBWCHEEIXER L TV,

gl%OMoﬁﬁﬁmﬁﬁﬁl g
; PETEBPIZTERSLEAL, P oRERURBREFELEORESZ LRVWOTHIIE, 23.P5.2
~2.3P6 IZhiT T, —EOER - ZUMEITHOVWTRT.
LR UORRRAS, DNA RS (R FHOOMETRICRY 5 WS LER |
T5. (mgg BAAETCERRBR SN TIPS MF ICBICREShTWAZ L 8bh
2TWB3HEE

2.3.P5.6 RERUVEBRFEORYME
RHRE L RRF B P ICRIM 21T AU TIRA Lo L REBEHE (MEERER 5iRy
H) ORSEIZOVWTIE, UTIREORAEZTT.

(1] HBEBRELZHRBRRAA
(1) R
AMNFTVFhooy FYEATHo. LoT, #RIE TBRORETHS.) LRELLE.

| (2) mEERE
S — LRI BN AT - & 2D, R TR A MR LTREL L.
AR, BB W~XXnn RO XX~ Xknn X OBRER L. ko CHMIL M X~Xinn
RO XX~ [ZRIROBRERT. ) LBRELE.

C(3) WHPS—E SRH—ERR
AMROEDRYSRIZ 1 8EHY 10ng CTHDZ 1L —HRBREBIR L.
AMANIOTR D HEME X~XX % T, BARRFOHEENTHS 15. 0%LUTITHE L.
roT, HiRiE ISR URREITILE, BATS. | LRELL

(4) FEHitE

ARROBHEBRBOBRLY, RREEEE, /S FE X EESEb v MIOZERT
LT BRBIETH S LHBT S hic ke, BHRROLKHGL LTRALE. TORREHTRE
BIAI XX i 95% L E R E R Licied, X SERBRM & L.

ABFRNLME 4 OEHE X~XX % Thol. Tk, MERRITBVWTHLEERRW & 2R
L72(2.3.P.8.3 Fwke~Fanr) . LoT, BigiT MRRIKICAEEXKL AV, S AKX
b, #45X EETRBRETD L&, AHO X SWOBMHER X %ELE. | ERELL.

(5) B

APFOSEIEX, WTFhb X~XX % (ESflit3o : XX£X%) Thok. EL, huﬁﬁtw_
BOTHEERRV S 2B L (2.3.P.8.3 Foebk~Fee), EoT, SR IARixERT
L&, FRAD XK X~KKX BicHETBO—4—%8L. ] LRELE.

(2] $URERTE L b A BREUER

(6) MEFRAEY (REMT)

AU B OBRERIC 35V TR E 1 288D S, EIMEREICIV T bR I
DRBH L, RMIEBD bhizdotk.

BRI IR SN EEME, FURREOERWE I Th Y, BEATHLRNRERYE
Bbimofs Lind, BAIORERURERFEREL 20T,

(2 DO TREFRFDOEER]

28
2.3.P RECBITHHETES
7




CTD 28 meﬂ(-r-/yrﬂo St —f2 10mg
R 274E84 31 B
BEI=R Y v s NBLL

EROTCRERES, REILARRARRELE - RHEABHIRAITH, SUSICRE

Ligho Bl b RHTRERT 3. g
AR SRALRGOIT =5 (7y M, REERRDY, WREOF—5%) & |
R 572 ¥ LTRMICBET 5. §

.ﬂmwﬁmfﬁm?éﬁﬂm/—4—muToﬁﬁhuﬁﬁﬁ&hﬁAfabofbé P
72 & IR B TR 5.

(1] Wbk
< - THNEMRL, BRTS.

(2] B URERSE
ARBERTHLE, V—4— (CHNO: XX) XX~XX %% &ir.

R
*sﬁdﬂ:EéD%ﬂ-&@#ﬁ*'@% 5.

PR
(1) ERicoE, FARRARY l‘llfﬂlﬁﬁwﬁﬂsﬂ VO LABERREICLORBEITOLE, B
XX em?, XX m?, XX em?d, XX em?! BRONXX em™? FHEICBRIREBD 5.

(2) AZOBREBREE (1-XX) k2%, EBKEBARS MBRAT FSAFALLS V%
PEEREHTE L L TSR AS MRAIBEC LY BERRET 3 L &, § XX ppm fHEICZ
BRO T TN A RCE—ROLTFVB %2, §XX ppn fHEIZEBROLYFAC %, §XXppm
fHEICH—BO A D 2RL, £ 7FAOEPMMBEE A :B:C: D iIFIE XX : XX : XX - XX
ThH5H.

HBERER BBRWH

A5 XX mg ZEEEXX ol iICHEML, REEERET3. oK X ol 2ERICEY, BERZ
MATEREZ XX oL &35, OB Xl XERICEY, REREZMIT Xol & L, AR
T35, REERRCESEE X uL FO2ERICL Y, kORSTCHkIu~ 5 74—k
VERRET). ThThOBROEFLDOE—2 ERZABRSBICIVRETS L&, REEED
V—A =LA D& L OE— 7 T, HEREOS— A —D— 2RO XX/XX £ D K& R,
&t,jcﬁﬂm&o-l WSO E—7 OSHERIY, FMRKD P—A —0¥—27 B X/XX
XD REL W,

R

BeHEe : SRAREREH (BIEHEE : XX nn)

IFh  ABRX m BEX cn DAFVLVAFIC X umd)?&{*&nvb7774’-—}ﬁ.
| | P2 L% P ‘

AT HLEBE : XX CHHED—EIREE

BOHEA: ENEX ¢ YEERXX oL {22 CTEML, EER XX—XX) M T pH XX i
RESTS., ZOWXX ol ICHEEXX g 22 TEML, EEEXX ol 2025,

BOHEB: AEEX g *EEEXX ol (22 TEML, HRE (X—XX) 22T pH XX iz
MET?. ZOERX ol CHEEXX g 22 THEML, HREX ol 202 3.

BRHAOXE : BHEA RUBHEB ORALERD L 5 IELX TREARKEINT 3.
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CID F 250 BRONE> 27 »7) P—o—42 10mg

Rt 27484 81 A
BTz Y v NBHBS
A% ORI BEHAA BEHa B
(%) ‘ (vol%) (vol%)
XX~XX XX XX
XX~XX XX—XxX XX—XX
X{~XX XX XX
R E4XXnl
EHNEGE  BRE—2 ORHLEAR X SET.
VAT ABEEE

BHOMRE . SEESRK X ol 2ERICRY, IRREZMACERICX ol 35, Zo%
Xpl »658-REROQO—7 G, HEFRONEROY— 7 @O XX~XX %zl
B iEmBT 5.
VAT AOMRE . B Xul itoE, LROLRUTHRIETRLE, V—A—DY—2
. OBRBRBERUVYA MK, ERTRAXX BULE, X UTTHS.
VAT AOBHRME  EREE XX gL Ko%, LROFFTHRRE 6 HRVETLE, @&
MWD E— 2 EROBMEHEZER XX %BUTTHS. ~

K4y '
XX %UT (X g, MEEE)

T fkik
KR X g LHEICR), EEEX ol KE»L, MEETHETS (REEE). BEOS
HOERBETY, METS. o
XX mol/L HEMXX ol = XX nglHE

(3] vy bHF
BHROo v FFRRO—FEE Ro*ITTRT.
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CTD B2% BRI €y 2T 7)) F—a—,E10mg
PR27E8H 318
BAESxf Yy 27 HRBL

gk vy bR
REBEF . OOOKALH OCOOHFRET

(g | E%

& R

BRHEI -
aRoEaRr (%)

ERRRD

AT

omy

L&uﬁwmkwe—y
ﬂkﬁﬁ%ﬁ%ﬁ(%)

RERYEASE (%)

x5

ERE
it (%)

W=l |lww e~~~ |l ~loo~|w NS =] =] =

S =R R=li=RoR=li-R-R-]i-F-R-1[-F-R-Ti-R-R-]i-R-R-1f-R-H~

H
&

*1 BROKRERTK

*2 BEX eml, XX o1, XX cn-l, XX co-1 RUPXX el FHERBINEBD 5.

*3 6XX ppm FHEICZHBOY SN A RUBM—BROS YTV B %, §XX ppn fHEIC=HAR
DYYFNC &, §XK ppo FHEICH—ROL T FVD 2RL, &7 FAVOEBMBELA:B:
C:D IISIEXN: XX: XX: XX T 5.

.ﬂﬁéwaﬁﬂ?mi | Miﬁ% B L't PTP v-—l~ lFAIva—agEL L. R5adizon
THAGEOBERANORY xF L UBRE2RAL, BB CRELRBBR TRV DERRLE
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CTD B28 BRONE 27 »7) —o —LE 10mg
R 27484 31 A
AXIxzY y 2 WRBL

HL7-.
RESRRICERA LEBR, BRZROBRRIZOWVWTIE, B A—D—h b0 IERS(3.2.P.7
Frok~dnk) BT 5.

§(%omo%@ﬁo&ﬁﬁ)»

iRy, RERARICTEA LB - BRRORBELETS.
B THREREL TVWWEST, REA -V —0OSITERATHCOAEEY 22— 3 ITHT |
T53.
SN, R, PHBMEEBRL LEBA, TOBRRBICRIRTS. (il Bosl
%) :
PEHIRL O EERH o B4, CTD &*‘ra#l_laﬁa LTL &,

2.3.P.8 J—A —£& 10m

[ (AR )
ey Ty 7HE, EREROEBIND 3L (BE) Th5 T L ENRE LE.

2.3.P8.1 EEMDOE L DRV
[REERREEFEONA FFA4 ] (FHR3E2A15 8 HEHF435) It TREN
FEMLERER, e~ R B, ABAIUNERR 6 » AMTRETH- .
Lo T, O—A—4 10mg i, &A% PTP AEIL7T VI e —Ca, IERAIZAN .

ERY =FUURAETAI LT, 3EMIIRETH D LIERT .

L [EohoREFOEEA] g
L ERSEOESMIN 3 FRUT, BETORMRFRRER CHNMRMEART 5HE

213, FOHORNETT.

2.3P8.2 ABHROXEMERAHEDOIERE UL
&4, UTORGIE TEEHRREHETS..

1) R

P —fE 10ng. 2.3.P.8.3 DRERIR{KE S o MTOVVTHHEE

2) REFEEME

Eo8 RAE BEE REER e
PTPAM (KY FoELYTANVA T
N2 =T L)

EMRFRR | 26C 60%RH | vu—a%k (FArI=vh - RY=FLY
FIX— b7 40h)
XX &

RV FVUVR
ERFA (Y B HW)
XX &2
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CTD 528 BRINE» 27 »7) F—1—4E 10mg
Pk 27484 31 R

AAI=RY v 2 QRGBS

3) RIEEA - B
RERIBET : OOOKK &t OOOWAERT

Jesa 0 3 6 9 12 18 24 36
R O O O O O O @) O
AR 0 | 0]
B — & O O
B O O @) O @) O | O 0]
=3 @) @ @) @) @] O O O

REAFE, BB 23.P52, 23P83 AL 3.

| [ZOhORRFOERR] :
e MERRICTHRH LLBAE, RMRFRROMELERTS. ;
LRMAOAHHMS 3 FRUT, ROMRERBRRBPOL 213, MRPTHDZ L 2R |
5. :
FEM PR OREERRER Y RINT 5 BA 1, RROAFFERNG LTS~
OREPERMERRTS. ;

2.3.P8.3 TEMT—F

(1) RBR&H

1) HEpiRsk

V—A —§E 10ng

BURERTT - OOOkR &t OOO:I:*&
BREBSEE : OOOKkRE&tt OOCOWER

Lot No. A—n | 8RR YEBET
P-001 X H g XXEXAXA O00#HK2t OO0OILE
P-002 XX B XXEXAXA OOO#R&t OO0OIH
P-003 XX i XXEEXXAXE COO#HASHt OOOIH
2) RiFERE
R BE |BE , RIFRIE %
PTPA%E (K) FuLry74h, 7
. RN ),
-1 IEBAER 40°C | 75%RH | ¥e—@% (TArIi=vh - RYx=FL v
FIR—bT4ND)
XX §&
RY)=F VU
BRAE Y SN
X8
3) BIERH
BEREA (BA) |o [1 |2 |3 |4 |6
IR O[O O 0]
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cTD J?L?W BRHE> 27 27) F—a—fE 10mg

RR274E8H31R

BX&IxAY v 2o JWBR
4) BlIEHREA
OHIEL:-EA, BRBHE, RBHEIIUTOLEY.
R A HEh % BRI
4R AR kL v R | BRORE
. o | SRATIRGSCEERITE S HEE XX~XXnm BTt XX~
gég fi}-};{ﬁ&l&z BRSHBEE : XX mg/mL XX no [CRINOER E R
BN . M 7.
Bkraw b r774—
A5 : AR HEEBICES -
B0 . mEE
BHRARRM
BIEE . A
EliEE : XX Eis
KRR : mEE o
Wt REAH (R o< hy57—) | b ATORIER X%
' Biresk - MR
HEEE : XX nm
A5 A AEHAL
b3zl 1 | K
RTFEO XXX ~XX. X %
e’ MANg—iE L R&kE: KHETE3Y—A—%
ate.
ko av v IS5 74—
' e . ARGk
B&YHE BIEEE : XX nn -
54 :ARA
B : mER

ThEORRERIOVTR, 23P52 REHE (HIHE) ICRROFEE AL,

(%o@@ﬁﬁﬁoﬁﬁﬁl

HHROLEMINEFET BRI, fﬁ&ﬁ&ﬁwkLTﬁRL#@ﬁH&%%WLTé&
L b EORBRBHARRT S.
ERHEVORAERHY, BRERE (F5rvT4v 78k ~bIXVU7HE) 2LTWS
BAaE, B, RuULERETS.
2.3P5.1 CRELEHEZO I b, REMNKRTCORMETORVEHELEIRT 3.

REMRBRCEAORRFELIBEMRE LRI, 20RRFELARICRRTS.

BRBRURBRFECREESNWTWAER L R2ARBELERA LB, RBFEXRLRS
Z LI X ATHE~DOEEBIIHOWTORMBERRTS.
oEBIzRWEGIcOWTI, SEISCRRTS.

(2) RBFR
1) JmERER

th®ﬂ§kk“f%£f®ﬂ/b?ﬁ&%ﬁl@ﬁﬂﬁﬁﬁO%E&Mﬁ«H%)%ﬂz

TV, BIARNLDLOTHY, WIMHMEEBD bhihot.
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CTD B2 BRONEy2 T »7) F—o—LE 10mg
Rr2274E84 817
BxESxt Y » 7 HBBL

2) #EiR )
IERBROER, £2TOHE CRIBICESLE. £k, SROETHR, ﬁﬂioﬁﬂﬂﬁmﬂ&

HDohRPok. UENZ L LY, APMMIIERTIFUL, TRERR L LE.

L [ 2O ORBROERA]
REBEICEOBRZIESVWTHMETA & L bic, SiEORR (nE, R, FEF) 17

TW3HAR, RBRREEII>VWTELDS.
B, A oRRERETS.
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CTD 28 BERINEy2Ty7) F—o—fE 10mg

174

Re274£8 531 8
AFS=Y v 2 HEBL
Forer  HLERER .
(PTP @EELTNI=0A  RYZFLUFIX—bT7 408 L7HE (X#E) oy MF
£ : P-001 ‘ ‘
PB4 E# | Initial 15A 3y A 67A
1 ey ey Be BE
(1) & R+ 2 H"e H"E Be HE
3 wE He e by
1 e Be B EA
(2) FEERBAER*® 2 /e BE He oA
3 e HE B He
(3) EfI—HRE 1 XX | xx XX XX
HIEHE (%) 2 XX XX XX XX
R : 15. 0%LLTF 3 XX h.44 XX XX
LB A P P P P
B~ ) 2 X~XK [ X~XX [ XX~KX | KR~XK
s34 - XX%LLE 3 XX~XX E~XX XX~XX XX~XX
1 XX XX XX XX
_(6) mEAkEE 2 XX XX XX 1 xx
i (%) 3 XX XX XX XX
#E  XX~XX%
- EH | XX XX XX XX
(6) HipERER WBYH 1 X XX XX XX
HEWME 1 2 XX XX XX XX
RS’ (%) 3 XX XX XX XX
(6) PIEERAER WHE 1 N.D.® N.D. N.D. N.D.
BRHED 2 N.D. N.D. N.D. N.D.
SRMESRE (%) 3 N.D. N.D. N.D. N.D.

LR Y HE 1 N.D. N.D. N.D. N.D.
HgHEN 2 N.D. N.D. N.D. N.D.
mROHaSR (%) 3 N.D. N.D. N.D. N.D.

(6) PHEERABR HEWE 1 N.D. N.D. N.D. N.D.
L@EUSNDEEDOE—S 2 N.D. N.D. N.D. N.D.
| BARERDASE (%) 3 N.D. ND N.D. N.D.
(6) PHEFRRER WBMHA 1 XX X XX XX
2 XX XX XX )44
RERHHEER (%) 3 XX XX XX XX

) ND.  BHeT
%1 HRIZBIT3BEAE (BEOFKETHS.J THA.
%2 F&%ﬂa&tzﬁh‘éﬁﬁm [ XX~XX nm, XX~XX mn ZIRIROEARZETT.) TH5.
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CTD 288 BRENE 2 7y 7) F—o—4E 10mg
F£274E84 818
BXIzg Y v REBE

Forer  HERER
PTP BHELTNVI=U AL - RV ZFLYFIR—= b 74 NVABELEHE (X))
2y hEF : P-002

R4 E% | Initial 158 3yA 6 A
1 e e #E we
) # g+ 2 e e R e
3 by /e e "/e
1 e | &EE e HE
(2) REBBAER*? 2 BWe by e e
3 He e e e
(3) &itsy—ieplER 1 XX XX XX XX
HEM (%) 2 XX XX XX XX
$4% : 15.0%LLF 3 XX XX XX XX
é%ﬂ% 1 B~XX XX~XX XX~XX XX~XX
(R~ ﬂ° %) 2 XX~XX XX~XX XX~XX XX~XX
5% - XX LLE 3 XX~XX XX~XX XX~XX XX~XX
1 XX XX XX XX
_(6) FEfitik 2 % XX XX XX
aik (%) : 3 XX XX XX XX
. ~ 0,
R - X~Ax% ¥y | xx XX XX XX
% SRHE 1 XX X XX XX
ﬁﬁ%ﬁl 2 XX XX XX XX
ﬁﬁ%ﬁa‘ﬁ (%) 3 XX XX XX XX
pliEEEAER it 1 N.D. B N.D. N.D. N.D
ﬁﬁ%ﬁn 2 N.D N.D. N.D. N.D
ﬁﬁm’ﬁﬁﬁ (%) 3 N.D N.D. N.D. N.D
BEERARR SRR 1 N.D N.D. N.D. N.D
ﬁ&%ﬁm 2 N.D N.D. N.D N.D
3 N.D N.D. N.D N.D
MEERAER MR 1 N.D N.D. N.D N.D
J:ﬁawmfmoe—a 2 N.D N.D. N.D N.D
ERERMESR (%) 3 N.D N.D. N.D N.D
GlipretBs I3 inT 1 X X XX XX
2 XX XX XX XX
BERHHSE (%) 3 XX XX XX XX

#) N.D. :HBHed

1 HERIZBITABAI TARORETHS.) THS.
*2 MEERRRIZKIT AW A PR XX~XX nn, XX~XX nn [CRIROBEREFRT. ] TH3.
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CTD B28 BRIN(Ty2F7y>7) P—o—F 10mg

RR274E85 31 7
Bz XY v 2 WEBS
Fokek  NMEBRER
(PTP AZELTNAI=0L - BIZFLUYFIX— b 740288 LN (X&)
a v bFF : P-003
s El# | Initial 158 3yA 68
1 e e w|e e
(1) #& = 2 Be - | #EE e | EE
3 e weE e Be
1 we e e e
(2) mEIRBRER*? 2 e e bi e
3 ae e e #e
(3) EAH—ERE 1 XX XX XX XX
YEM (%) 2 XX ) . QI XX XX
HK - 15.0%LL T 3 ot | xx XX XX
% 1 XX~XX XX~XX XX~XX XX~XX
B~ fB) 2 XX~XX XX~XX XX~XX XX~XX
s34« YXULLE 3 X~XX XX~XX XX~XX XX~XX
1 XX XX XX XX
_(5) EREE 9 XX XX XX XX
& (%) 3 |x XX XX XX
B : XX~XX%
EH XX XX XX XX
; 1 XX XX XX XX
ﬁ&%ﬁ I 2 XX XX XX XX
3 XX XX XX XX
i 1 N.D. ® N.D. N.D. N.D
ﬁﬁmﬁn 2 N.D N.D. N.D. N.D
3 N.D N.D. N.D. N.D
i e SR BR 1 N.D N.D. N.D. N.D
ﬁ&%ﬁm 2 N.D N.D. N.D. N.D
3 N.D N.D N.D N.D
ol YA 1 N.D N.D. N.D. N.D
%Eu%mmkroe—a 2 N.D N.D. N.D. N.D
ﬁkﬁﬁ%ﬁé‘ﬂ (%) 3 N.D N.D. N.D. N.D
0 1 XX XX o d XX
2 XX XX XX XX
BERHHSR (%) 3 XX XX XX XX

#¥) ND  : RiET
1 #HERIZBT3EAIE TAGRORETHS.) THA.
*2 FERHRICBITZEEIE THEE X~XX nn, X~XX nn iZBRINOBEXRETRT.) THB.
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CTD B 218 BRONE 27 57) Pt =42 10mg

B2 27E8 4 31 R
A=Y v 2 BB
Frkx  IERR
(B4R (Y BHFN) FEoRY) =FLURIEANRERGE (X))
B v hEH : P-001
R4 Bl | Initial 15A 3+ A 64 A
, A 1 BE Be B/e ae
(1) & R* 2 BHe e e e
3 by by ne e
1 b Wa B"e by
_(2) EeRRmmye? 2 e e B wE .
3 w/e - e ey e
(3) ERiy—ikERER 1 XX XX XX XX
HIEME (%) 2 XX XX XX XX
#4% : 15. 0%LLF 3 pod XX XX XX
_ éﬁéﬁ%% 1 XX~XX XX~XX XX~XX XX~XX
(Br~TK) 2 XX~XX XX~XX XX~XX XX~XX
3845 « XULLE 3 XX~XX XX~XX XX~XX XX~XX
1 XX XX XX XX
Mﬁ 2 XX XX XX ’ XX
B XX~XX%
T | XX XX XX XX
= SRR 1 XX XX XX XX
- ﬁ&%ﬁl 2 XX XX XX XX
3 XX XX XX XX
i EEF 1 N.D.® N.D. N.D. N.D
5E&YRI 2 N.D. N.D. N.D. N.D
3 N.D. N.D N.D. N.D
EESREN 35 1 N.D. N.D N.D. N.D
SRkHHEI 2 N.D. N.D N.D. N.D
3 N.D. N.D N.D. N.D
i B 1 N.D. N.D N.D. N.D
Lmuﬂwmkwe—a 2 N.D. N.D N.D. N.D
kXERHBRSE (%) 3 N.D. N.D N.D. N.D
SHEFRS: KiRH 1 XX b o XX XX
2 XX XX XX XX
2RRpwHEASRk (%) 3 XX XX XX XX

#¥) N.D. - BlHEd

*1 ﬁ!lkk:tob‘biﬁAii fEéo%ﬁ‘(‘bb 1 ThH5.
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CTD F 288 BTy 2 F 7)) S —a—FE 10mg

BR27E85 31 8
Bz ) v o QBB
Fwrx  INEFBR
(EBA (Y HHFN) HFEDORY =F LRI AR B (X))
vy FES : P-002 -
R4 Edk | Initial 15 A 3rA ;|
B 1 ey we e He
(1) & R+ 2 | EE He e HE
3 e | EA e e
1 e A e | EA
(2) FEEEBABA*? 2 e bR e e
3 B He & A
(3) ERI—IRER 1 XX XX XX XX
HEMR (%) 2 XX XX XX XX
4% - 15. 0% LT 3 XX XX XX XX
#ﬁ%%/ﬁ)- 1 X~XX XX~XX XX~XX XX~XX
B~ TBk) 2 X~XK [ X~XK [ XX~XX | XX~XX
5848 « XX LELE 3 XX~XX XX~XX XX~XX XX~XX
' 1 XX XX XX X
_(5) Efiki: 2 X - XX XX XX
& (%) 3 | XX XX XX
R XX~XX%
E | XX XX XX XX
6 PR ] 1 XX XX XX X
HEMHAI 2 XX X XX XX
ﬁ&%ﬁ%ﬂ (%) 3 XX XX XX XX
EIREY MIRMH 1 N.D. B N.D. N.D. N.D
ﬁ@%ﬁn 2 N.D N.D. N.D. N.D
3 N.D N.D N.D. ND
RES TR 1 N.D N.D. N.D. N.D
ﬁﬁ%ﬁm 2 N.D N.D. N.D N.D
BROHSE (%) 3 N.D. N.D. N.D N.D
(6) HiEERER BGYH 1 N.D N.D. N.D. ND
RS OEcDE—S 2 N.D N.D. N.D. N.D
RRERYBEESR (%) 3 N.D N.D. N.D. N.D
6 BRER 1 XX XX XX XX
2 X XX XX XX
REGHESR (%) 3 XX XX XX XX

#) ND.  :RHET

*1 HRICBITEAE (HRORETHS.) THS.
*2 FERERBRICIH WA R XX~XX m, XX~XK m iCRIROEXREFT.] ThH3.
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CTD B 28 B8ANE»2T7»7) S—A—F 10mg

PR274E84 818
AEI =R Y v o T EBL
Fewer  NEERER
(ERA (Y BHFN) fFEORY =F LUk ANRERSE (XX 8))
2 v b#F% : P-003 .
RR4A B4 |Initial |14 A 35A 6 A
1 by | #EE e e
(1) & g™ 2 e We HE H’e
3 BA W we e
: 1 by we B Wa
HOR: 2 ne HWE Py Be
' 3 e e e e
3 — R 1 XX XX XX XX
YR (%) 2 XX XX XX XX
% - 15.0%LLF 3 ) 0.4 XX XX XX
£%ﬁ§%% 1 X~XX XX~XX XX~XX X~XX
G ~Tk) 2 XX~XX XX~XX XX~XX XX~XX
S35 + XXBELE 3 A~XX XX~XX X~XX XX~XX
1 ) 4.4 XX XX XX
5 N
éﬁ%%ﬁ 2 XX XX XX XX
U - D~ XX% | X XX X X
¥ OIxXx XX XX XX
i EE AR 1R 1 XX XX XX XX
SiRME 1 2 XX XX XX XX
3 XX XX XX XX
1 N.D, & N.D. N.D. N.D
2 N.D N.D. N.D. N.D
3 N.D N.D. N.D. N.D
BB 5 1 N.D N.D N.D. N.D
ﬁ&%ﬁm 2 N.D N.D N.D N.D
3 N.D N.D N.D ND
SHEERER BB 1 N.D N.D N.D. N.D
LEU#OE#@E—? 2 N.D N.D N.D. N.D
ﬁkﬁ&%ﬁaﬂ(%) 3 N.D N.D N.D. N.D
GHEEBREY FRWT 1 XX XX XX XX
2 XX h o4 XX XX
RERyEaR (%) 3 X X XX XX

&) N.D.  : gRHET

k1 HERITBIT3EEE (BBRORETHS.] THA.
%2 amaauewaaﬁ% M & XX~XX nm, XX~XX nn [ZRINOEREZFRT. J ThHd.
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CTD B288 BRON(Ey 27 »7) P—oa =i 10mg
Fse274E84A318
B&Ix3 Y 2 RBBS

23A £0D
LT, 'Fﬁtlﬁ E L&%Té ﬁﬁi:tf:w

.l
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! [FofhoRBRFOER K]

: LB UTRRTS. (ER214ETA 7 AfHTERFEX 0707HE 3 % Ei%ﬁélﬁﬁ
E£HRAFETERLED K3 2SR
FHARMA LR LTWBENL, 2.3.A3 KRRT 3. iL%?:—»1®113L%§ﬁL
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AxPxt Y v 2 BEBL
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CTD B 250 BRSNE2 2T >7) F—oa—f2 10mg
RiE274¢84 31 B
R&I=t ) » 2 NRBE

.$ﬁﬂﬁ$%ﬂﬁ%m¢mf%omwﬁﬁm&Lrﬁﬁéhm.FE%&O&%*%K%LQE
TREPRIIOWT) (FR26F 11 8210 EBHFER 1121 512 8) 265 &, ERRB,
EMTHRABRE CRMERBRITETCH 3.

Tk, RRESENIRRYTARVTH L RLERORBALERMMEUT ChHo%. MAlicT
IS 5 2RERMIZEED b, BEMERRIZISVTHHRMITBD bhihof (2.3P8.1 #
sok~dokk B FR) .

PEizEY, ABANICBWCIERRRRIITE L B L.
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CTD #2588 mw(%}ffyﬂ S—oa —£2 10mg
PR 27ESA 31 A
A=) v 2 RBBR

-/-—4 -—kl OOOHEK%#:I:L&»\TBH%&%# EREXEERETH3. AT, 0O00)
R LHARLHER L LT MMz 38R 10mgl DIRFES T XXLE XX ANBIREEh TS,
WY, 1P —4 —% 10mg @A TBERTHS, BYAVE 10mg OHRRBERM V-
A —§E 10mg ORARBELE L. RERABMEL R L LEHFHRSHRBRLY, £
] 10mg L O—4—f& 10mg REMENERSETHS LHRLIEZ L2 b, XLOFRKRBH
175

./-—-»f —ﬁ 10mg I:J: -13 vt /ﬁ 10mg DERERM L LTHEIhE.

AROMBICH - T, EHFEHFRSHERRY A FTA ) LY, EHFEORSHERREYH
BWLE.

EMRORSHIRE T A —F—TH 5 AUCt BT Cnax OFFMEIZH>WT, BEEMEIZLY
MEEFolel 5, FHHEDED I0%EMEEMIL AUCE A5 Log (XX) ~log(XX) Cmax i log(XX) |
~log(XX) Ch Y, LHEHRSEOEEEF LTWE 2.78H). :

UELY, BV VE 10mg & ¥~ —§& 10mg EHEDICRSETHS Hﬂlﬁ L.

'w-mﬁmm\ B

2654 ()
BT HFEHIR.

2.6.6 L& OEIERNR

T—A —ff 10mg &RV EE 10mg OEMENRISHRBRIZBVWTRBH LW EFBPFRERV
BI{ER %, 2.742107%. £HENRSHRRIZBVWT, ECRUABSLABYSICHYT 3T
FlixB bhirhole. ¥z, £HFNRSHETBD SNI-BEREBOTHIX, WIFhb4sH
HZED 3 #5REBR OXDHREN L 1T X 72(2.7.4.3 B3).

VA —BERAIXFLTIOOI DB 3%, THRAIKIZ1H 1B 18(P—4—& LT 10mg)
EREARLETS. ) OB - AT, OOOKKSHL WV ARBEh TV S, £HEHNRSIERERIC
BWT, V—A—8 10mg iTE 3V E 10mg L DEHENRSENTEh, ARRSRUEHE
RihWT, HFicHEE 23 boikhwllishik.

266 X749 bEVURIICETAER

EMEARGERROFEENS, V—4 —§ 10mg & E /Y8 10mg (EMENIC RS CH
BT EMNRENE.

ZDZEhD, P—A 8 10mg XERRABIZBVTENVE 10mg OREE L LTHEATEE
TCHHILEXS.

i [20MORBRROET K]
P AOFORSHERRDT, ERUALRRSAOMT, AEFRITMLEOREREONE |
BE, PDRRICL ) ASHEF@EL =BT, CORRICHELEERE, 266 KRBT 5.

2.6.7 BFHCR
mﬁTéﬁﬂm&wf

2.6 BRERIC B 5 RGP
(BEERBLIETRAM)



WM O R WN -

CID B2 BRONE 2T >7) P—o £ 10mg
‘ YR274E8 4 31 8
BxI= Y y 2o NERL

2.6.1 #HE

ABFNIHHESL (10D 3) FOMOEKRZE LTHRBEH:. TEXLSORZHRICELEE
FTAREPBUZHOWVWT! (ER264E11 A 21 B ERXFER 1121 5 12 8) 2885 &, KERER,
EMBBRRRE CEURRIITE THS.

APFICEHFRENARS A2V, £, FRCSEh3BEVERIV-ThbRetE0RE
RUELRBEUT Chok. HANZTHMT 5 ABERDIZBD LT, TEERRIZEWTH
MR bhizhole (2.3.P8.1 Fwkk~tkxB ).

UEizk Y, FBANTISVCHERARRBRITIRE &k L.

BT, FTADRBBERYT5REHI 2.

2.6 FEEKERROBMESCRUER



CTD B28 B2 7 27) F—iA—~ 10mg

RR274ELA 1A
I =Y 2 BRGE
l%m&o%ﬁﬁoﬁﬁﬁl
2.7.1 Xix 2.7.6 DEILHWT, BERRBIIP2L L wvoﬁ%m&m
por:- S
B RE S
RROBAN
B A (7 v xF3—1—REBROKIENME ST
EHBEORERA b
BRREESE, FTNREAOEFK
TR AV FOEGHB AT A —F —DEE
AUC T 2% AUCoDfT%LL LT B .
FStEoRIEER (FIR)
2.7.1.1 HEZER
2.7.1.1.1 ¥k
AV 10mg i, AAABEKA&L:%WCBE%&:M* EENFEERETHS. WicH
WTHE, « 2 0 - . BEIZEK - 472 PR XX » AU ETEE I, HREIATWS V. Ktk

Tix, 1P —A—% 10mg€%‘1‘6ﬁm'ea>6tw\°~yﬁ 10mg #%, xx¢nﬁr)>6§ﬁb'ﬁé
hTW32,

FEFPOITIL, l..ﬁb%klofﬁ!ﬂﬂ'&;ﬂﬂ‘ﬁﬁﬂﬁéﬂb LT, - BEE RS
hBLBAHENTNS. s BEIhTVD Y. ﬁ%ﬁﬁ[&kob\’ﬂi @EEESU\!C LLTY
—A —10mg %ﬁﬁﬁﬁ@ﬁﬂﬂﬁ- Lick&, V=4 —0 tmax XXX hr+ « « « THol D,

Ytk 1 EBPIZ S — A —% 10mg SHTHEATH S, AV E 10mg OBRREER—A
—&£ 10mg ZBAFE L 7.

BURVE 10mg L OEDERRGHELRIETSICHY, EHZERORSHERRY A FT74
Vi Y, BHRBRECRERASESHEEEHRE L 2R 2O a3 ——Hizk 3
RAXZTRAFEY T 4 BT 2 EMENRSERBRERB L. 2.7.1.2 CEHRREO4AY
ERRISHERROBROMEHER L.

2.7.1.1.2 REFEOHER

REERAFEIC S — A —10mg ZHERORSE L & &, O—1 —OEDBB/TF A —F—iT,
RekD L BY THoTY,

Y8 10mg omﬁe - ARk, TRARIZ1B1E 16 (P—A—L LT 10mg) 2&EQH
E+3.) LREINTWS 7. £HENRSHRBYS F5A 2T, #E5RIT IRAIE LT,
1 BERGITBEREARZAWVS. | LHREERATWILEY, P—A—DERTREUE*D
Cmax & U, IS8R0 1 EREREY 1 REMITHS 18 (P—4—& L T1l0mg) &L= FR
BROPWRTLKIL, R EHEHIR® LV, ZRROBREBHZE CROFEM 2 SLED2RBiE
EEDIEDIVELELONIHBO 1 BEXHL L.

V—A —§E 10mg OEYEHNRSERBRIC THVW e MLiEREIR O P —1 —RERIEITH,
BEIu=w " NSTFT74—/FVFARRAARY bax ) —%RALE. RRREOSTEAYF
—a VORBROBENY 2.7.1.1.3 IR L. £, BHRBRTCO O —( —DEREITIZBEEKS o
2 T 74—%RBAL, SFERYTF— 3 VEROENE 2.7.1.1.4 ITR L.

i [Z0hoOREROERR]
o E FUAEHRICAEHFORSERREIEE LB, T0BHE L bIT, BRBEOR!
W R UBRERLETATS 2 L. RBRRIE 2.6 ICBRT 3.
BBV ORAO BRI TEHRR CTRASHELRAT 3541, 2.3 P2 WAMBROERSE |

2.7 BEPRHEE



CTD B2 BRONE2»2T72T) —o—£2 10mg
PR27484 318
APz Y » 2 BRBS

B8R (BEERSM) LTRATS. R

- RSHEOKRIEIC BE RBREBFEHRROWTALFIAT 3 2 Y RARSERBMIE 2 AV |
2 UBIRHEE DO Y LT RAT 3.

- R
i« BEX (BERE) offfifir, =¥=2—15 5.3.12K8RHTS.
WL, =Ua2—A5 5.3.1.3 IRIRTS.
SFEOBRMOKBIL, TYa2—A5 53.14IIERTS.

2.7.1.1.3 Z#REPRERODBESMNEDORYTF— 3 v

fE%&ﬁ%LkﬁéiWﬁﬂ*%@ﬁﬁﬁﬁ&onJ7~/a/waaﬁJF74/M$
2644010 EAEBEROOLE 1S ESWT, b MuEREPOO—1 —REREE
OHENRY F— 3 2 RHE Uiz R %2 Rook~obkTRT,

T DR 2ng/nl DEBEL 2B A 15% 2B 28, TREDP 6 RENEIS%LUATSH -

ST e PLEBIIEASLTWA L LE. ZOMOBEBIZSWTITRTERANTH- 7.
UELY, Eﬂ!aﬁs}*%%ﬂ&ﬁﬁﬂi@%%ﬁﬂ‘ﬁ%éh +5}7§2{E§E’f$’5_’%‘ THZ LR
T&.

! [FothoRBFOETA] ' :
: fE%&ﬁ%kkﬂéiWﬁﬂ*%&ﬁ&ﬁﬁ&@h)7—/5/k&?6ﬂ4F74/J§
RHEWTFA R F—2a VOBRB LT, TORRBREERTS. i
%ﬁﬁﬁﬂwﬁ%mﬁfa—WZA%W$§ '
RYF—= 3 VBT, FOMOEZTREFPMEERHNITZTOERELERTS.
Fl X,
« S OFEHRUHEH
- BT
- BRFHEORE (LEOEE)
- BRTTANORE, XRiFS
BRI RS F A (WEEDE, REIBRSOHS)
BHiFbhs.

P AHOBRICHEY, 5314 KHEIARIOVTIRABRTRLE MERKMREICET S
| RN PEMBEMTEO Y F— a VIEHT BT ¥ T4 V) S BUEIRTEAB R |
RN ORRFGHERICOVT b, BEZEDS.

2.7 BRPRAREEE

.
o



CTD B 288 BRI(Ey2 7> 7) —o—5 10mg

Pee27E88 318
BaIzd Y v BRGEE
S b OEERREIDO T — A —BEREEOSTEAY F— 3 Y ORE
SRR J—o —
a4 WP S A~ v E
ERAEH (ng/nL) 1.00 ~ 100.00
BRHR X% ~ XX¥%
BiRE VARVAH NS XX ~ LK%
JCBE -X.X %
B TR Ing/mL e XX%
_ LLOQ XX %
ﬁg? AE LLOQEL S XX¥% ~ XX%
BERX(QER) y=0. __ x+0.00___ (B 1/x?)
. . BEYH XX %
¥y )—F— VAR A e p— X%
- LLOQ XX %
ST HEAINZEES) LLOQELS} X% ~ -XX%
(n=5) LLOQ XX %
R LLOQEAS XX% ~ -XX%
s u,o‘o . X%
SR ZEE) LLOQLAS} X% ~ XX%
(3B AA) LLOQ XX %
HE LLOQEAS} XX% ~ -XX%
ERE X% -
Yy R -
2 Y w7 AR WiBE — X%
HE X%
n 5
HRORYE & e ExT
SR FEEE =i/ 4F§ XX% ~ XX¥%
SRR -30°CRYE/ER 5[5 XX% ~ -XX¥%
BB EBRE P e 15°CER & 3EMW XX% ~ XX%
BYGREEEM -30°CR & 25 A “XX% ~ XX%
BT EYE 1CRE 48R XX% ~ XX%

Foox ISR FTRE(BRRES ; XXX

ISR RHEsR (ISR LMERFHL /2L

XX X% (XX/XXX)

ENRABUER (Bl ISR SEHBURHK) -

XX. X% (XX/XX)

" HE : A
Foor ISR AR [RRES ; XX :
ISR iR (ISR ZHERBHE L= HH XX X% (XX/XXX)
ZEHpBUElR (ZEHPIBBHK, /ISR ZHERRFHE) XX X% (XX/XX)
e MR

2.7 BEREE




CTD B2 BHHA(Ey 2T »T) P—oa—£2 10mg
RR27458 831 A
AxEP=3Y » 2 BBBS

2.7.1.1.4 BHRBERUCHWEARYF—a v
i’é&jﬁ&l«:mwéﬁﬁ&wﬁmﬂw VF—a VOBBELUTIRT,

Sk WHRRITI 5 V—A —EREO/HE/SY F— o VORER

@

A RER

R :
FRBOREL

B EHR
RETHR

i .
G

e K ofaER M
BHEE

BHTHIEE FRxHEmEE .
B OEERM
R

=R (M) BERME | adEnEs
FAEE OEEEMN

2.7.1.2.1 mﬂﬁ:&

EMFHRGERRY A FT A IR, mm&m FBEL, RBHH &ﬁﬁ&ﬁlo)mﬂ&m
DIREME 2 PE L.

HERMAIE LAV R 10mg D 8 B v hizo&, pH1.2, XX, 6.8, - - KORERIEE AV TEHR
B3{To7%. POBEHEELT ey FES SP-999 RN L LTGRIRL, pH 3.0~pH 5.0
DOREREE LT pHXX, 73 FAEEEE 100 rpm ORERI L LT pH XX #BIRL .

BRERBUK] S — A —E 10mg R UNEHHAE /Y 6 10mg IZ2WT, EMFHORGERBY A

K54 icttyy, BHRRERMEL, RBERE R, SFRBERVEGKRO TSR
ekl L. WEhORBRER CEESIC VT, BHESOREHE 0B EERITES L.

Frrx  O—A — i 10mg BUE 3V 8 100g DREHEDOHEEBR UHIERR

| R Errm il il
-~ S T me
[ TE T e
R s
O e T T e
R e v e

2.7 EREBRIEE




CTD B2 BRINE 2T »7) ZF—a—fE 10mg

Pt 27484 31 A
BTy y 7 BBEBL
PHEHRE)£SD. (h=12)
120 ¢
100 -8 —8 —o— BRERBLAI
-~ 80 -
® .
& 60} —o— {RMMLN)
H
Q 40 -
20 |
o i e i 4
© 5 10 15 20 2 30 3 40 45 650
B ()
Rk BRERINAN R UMY o0 ¥ HH dhiR

| [EofhoREROERA]

P RBREZLIOVWTESEHBREETRTS. :
FHRERIC L 5 RSEOHEIZ SV T, mw#¥&kIDﬁOWK%EELT%¥$ﬁ%§
RT3, :

- F2 B8R 6 A Lic & oHIEl, WS, HE
-mk®$&$®%Eﬁﬂ

2.7.1.2.2 A#HEHRS LSRR

RERABEEBRELHRIC 2 MO s axF—r—2it kY, ¥—» —fR 10mg RVUEY
RV 10mg ZEEMHERORE L, £HENORSUERRYTA FTA 2y, FRFHIMoLY
FRORSHEL TR L.

(1) F8Er .

FREIZBWT, AfA%E 1 @E0#E LEROSERE D Coax iL XX~ XXng/nk THY, +
Sl O — A —BEHBEERB Sk, BERRUCERBGHRIRYChok. FHRE
O tmax i XX~XX hr TH Y, RORRIX [REEMZ 1 A, Coex ITETHETCIZ 1A, Coax it
EIZ 2 R, HERBRIC 3 KO 7 ALUAE] 2L Tv=. AUC Kt (AUC,/AUC,,) DIEMHILER
RA, FPNHEhETh XX %, X %THY, RESRMEFRIL TAUC, 2% AUC,. D 80%LL iz
AR R LTwWe, SIMEEMoLEFRETLBRE CERETRIERE CHY, I
MR Y CHolz. LLEiZXY, FRERORRT VA ViTBHNTHY, EHEHRSEONE
BITOZLNTCEHLHMTLE.

¥, AUC, TR Coax DIEMME OB EITHo L5, MBERMEZRLAED, £EHEHES
MRBRY A 7 A 0y, AT A,

FREOMEFEDR D — 1 —OFIMEHEB 2 Feeiz, RBVEROENL Rk, ARITER TR
ITRL7=.

EHFRORSERME/ T A —F—TH D AUC, R Coax DOFEAEIZOWVT, @ﬁ&ﬁ&hxb
HEZToLZ A, TEHHEDED 90%BHEEMIL AUC, A log (XX) ~log(XX), Cmax i log(XX)
~log(XX) Cdh 7.

2.7 BRERIEE



CTD B2 BEHN(F»27y7) S—1—£ 10mg

PR 274E8 8 31 8
AEIx Y 2o LIREL
350
300 —o— {MRNH
—o— RER%H
250 |
Z
200
27
# 15
B 150
% 100
50
0 : R - —o
0 -6 ) 12 18 24
B (hr)
Bee Mt O —f — DTS RERS
ook AEHTEEE
5 A B PRERRA B BRI | Y
RO ST A =5~ | o mmmse | pommngs | BTPIE | oo mmxm | 2
AUCt
%5 | (Og-hrimL)
A—F— 1|  Cmax
(Og /mL)
AUCinf _
(Og-hr/mL)
BENT Tmax —
A—f— (hr)
t1/2 _ _ -
(hr)

EHEEMICESS 1 BHERAKRERM LA 25, AUC, XXX H, Cmax ¥ XXHITHoX.
HARICEY Cmax NAEDFHRAISHRRYA FTA L OREEPLHERh o7, EHRHE
BREM CARRYENT S - L TAHFHRSMELIETE S LT L. ARROKRE I
Cmax OHEEEIN 1 BXX FILBHEnED e20, 1 BEXX 4 (REBRER XX #) tEgT

" HBLBRI. o
ARBIIFRB L A—ORRTFA T 1 XX RHEREEXX 61) CTRELL.

(2) &=RB®
 ARBRIZBWT, ARAY 1 EE0RE Lt ROFHRE O Coax i3 XX~XX ng/nl <hy, +
Scmifih o —4 —BEEBRBB SN D, RERRUVERGERIIZY ThHol. SHEE
O tmax I XX~XX hr CH Y, BROFELAIT MREEMIC 1A, Coax KETIETIC 1K, Coaxfff
IR 2 &, MEARIc 3 AR 7 ANUE] BHLTVWE, AUC o TSEIIRERA), R
HEhTh X%, XX%ThHY, BRIRMFEAIL [AUC, A3 AUCLD 80%LALIZRDRIR] EWL
TV, 5N EN O MEPREIZSHERE CERTRICRECH Y, HRENMIIRYTCH-
7. Uk Y, ARBOBRRTVA VTENTHY, EVFENRFEOHERTI L NTE

- BLHLIE.

2.7 BRBEHE




CTD B2 BEONE»2T727) F—A—£E 10mg
Zre27E8 8818
BESz XY v 7 NURBE

¥, AUC, R U Coax DEHUEOBERZIToM L T 5, HUEREZFLELD, E%%ﬂ‘]l’l%
ﬁﬁ&ﬁ/f KT 4 ety KT EEZ AV,

ABRERD M o— A — OB BEHDS & Rorxiz, BRBREROER L Fowrr, BRATHRR T Koo
IR L=. !

S ENRSHERE/ T A—F —Th 5 AUC, R Cnax OFEMHIZ->VWT, BHEEMEIZLY
HERITFolo L 25, EHHDED 90%BHEMIX AUC, A% log (XX) ~log(XX), Cmax ik log(XX)
~log(XX) CH Y, AUC, RT*Cnax NEMHFEMFRIGURBY A F T 1 - ONEEMEI L.

i [FothoRRFORETR] g
: BB O RIERE FIC RS & FIECBMRER A2 RE Lo BS1, SHFRAHERCES
TR RERRT 2 (RRROZOBR L FRR L AFENAROERE DT BT |
175 = LR TWEBSIXAER). :

—-— zb!if!ﬂm
-o— BRRAsH
X L L - ;O
0 8 : 12 18 24
B§M(hr)
Blwoix iR o— A —DFRMBEHD
Foroor  REYTHEER
oS g BRI mmsA SIRHLED |4
RUWIB <7 20— | qummmEs | esmmee | BV | gowmmmm | =
AUCt ‘
HENRZ | (Og-hr/mL)
A—F— Cmax
(Og /mL)
AUCinf
(Og* hr/mL) -
BENRS Tmax
A—p— (hr) _
t1/2 -— -
(hr) _

2.7 BEPREEE




CTD B28 BRONE>27 »7) F—+—f2 10mg
BE27484 318
RT=fY » 7 RRBR

aﬁﬂﬁ] /—'f "ﬁ 10mg e‘:%ﬁﬂﬁlf VAV EE 10mg 13, BHARIZBYYTEHEG DL
EOREREMIZEA L, EHENFRSHERBRITE VTS, AUC, RV Crax N4 HEARISERRY
A4 R4 VORBEREH LTI &2, EHFEHCFRSTHY, BREHLRRASEEZR
RET& 2 LML,

2.7.1.4 fi&

2.7 BEREE



CTh 5288 BBRANES 2T 7)) F—o—FE 10me

YR 274E8H 31 8
B#D=RY » 0 MEEL
Froer RBREROEN _
| RBRE | RR | RBRTFY | REFRE gBEK | vuyb EHBIRNAT A—F—DOFHl HEREE) AR
5 o | A4V (R, A | gREOME | &5 Cmax tmax | AUC, (ng- | AUC, tys Kel &S
) - | B, 5| EyER (@ (ng/mL) (hr) hr/uL) (ng- (hr) (/hr)
) BH) hr/nL)
XXX £ B *ER 2|v—1—|YY% J—4 [ XX X XX XX [ XXX | XXX X XXX
2 B M2M7 & L T|RERABME | —& (XX. X) (XX. X) (XX. X) (XX. X) (XX. X) (XX. X)
M %|vXxd—|1mg, & |EEF 10mg : .
& 8| —8 A, &0 | XX P-003
B (XX~XX) P ER ¢ X XX DL XX [ [ Xxx X, XXXX
Vi (XX. X) (XX. X) (Xx. X) (XX. X) (XX. X) (XX X)
10mg :
: SP-999
XX £ B |H*ER 2|V —a — 224 Y -4 XX X XX XX [xoxx [XxX X, XXXX
Z2H|F2MMr (& L T | REBABE|— & LX) (XX. X) (XX. X) (XX. X) (XX. X) (XX.X)
Bl %|(vx3—|1mg, &|FEE 10mg :
#® B |#H 8o | XXX P-003
B (XX~XX) AL lix XXE XX [ XXX XX | X XX X, XXX
Y & XXX (XX. X) (Xx. X) (XX. X) (XX. X) (XX. X)
10mg :
SP-999

2.7 BEEE



CTD B2 BTy 2 7 7)) 5—o1—f 10mg
Rek274E84 31 R
BAS=g Y » o BBBL

BT, THRR RN SR,

2.7.2.1 HRRUEHR ,
2.7.2.2 A4 ORBEROEY
2.7.2.3 2RBEE L TORROLE L FF
2.7.2.4 FH2RER
2.7.2.56

2.7.3 EERREOF %

L, _'Fﬁ'DﬁE l\.ﬁ-’é’ﬂ'%ﬁﬁﬁ&b\

2.7.3.1 HFRRUHEH

2.7.3.2 A« ORBREROEWN

2.7.3.3 2RBEZE L TOHEROLE L AFHT
2.7.3.4 HRRAE - RRICET 3 EERTROBIT
2.7.3.5 PHBOFEE, THIEME

2.7.3.6 fi&
2.7.4 )

C [ FofhoRBRFOERA]
P 2741276 DHICBWTRMOKEROBELZETRT 5.

2741 EEH~OBRE
2.74.11 RENESNEREHER TR LERROER '

R A BESEE YR AINME X AU EE Lic 2/ 207 n RF—/—i kY,
T—4 —§f 10mg ROV 82 10mg 2HERMEENRE L. SBRELIITRE X F), &R
BRXX#Hthot.

! [2othoREROEFA]
P HEUSROES, AEFSORMEERRTS.

2.74.1.2 2ROZRERR

BRESEE AL TORRE L RLEMOWEONR L L. BREKTITRBX G, &K

BXHThotz.

2.7.4.1.3 BB RMHAOADKHESERTEOMORE
FREBOBEAE OEMHIT XX~XX B, BMI i1 00~XXX, ABRBOBLEREOFEMIT XX~XX 5,
BMI i1 XX~XX Cdh o7,

2.7.4.2 FHf¥H
HEFLRUVBERAORBERIL L Rorrr, woTR L. MERRED XFP 15 (14) I2H

FHEENBO LN, AWREE ALT HNTH Y BRI & ORRBRIIBGER L L ES AL, L
B3 2 22 < B L TR Y Bbk LR 2V LHIR S .
EERCERZTEFRICBL T 3 UFIRBD bLRbo T,

10
2.7 ERpEMEEE

[



%

CTD 28 Bk Ey 27 »7) F—a—5 10mg

HEBR,

Rt 2748431 A
BEI=RY v 2 HURBE

[FofoRERFoEER) . o
‘mwmoﬁﬁﬁﬁaﬁﬁmowrm;$&:kowmbbmamimﬁﬁ?5.

S HEBRRUBHERRTEE

2k TR - ARBE
[R5 pisk BiRs P BRs %
o | P e oo [ lom [0 [FF
SREAMA] XX 0 (0.0 [0 [y 0 (0.0) [0 |2z 0 (0.0) {0
TERR Bl XX 1 (X0 ) YY 1 XX |1 7z 0 (0.0) |0
BiveEa* BERBLA XX 0 (0.0) lo |y 0 (0.0) [0 [zz 0 (0.0) |0
g XX 0 (0.0) [0 [y 0 (0.0 |0 |zz 0 (0.0) |0

* : MR ORRBENTETCE RVAFER

oo WRONR
HEEFER . B
ALT #3850 R

A RS ERBIC BV TR b, BERREMOBRDO—ER % TR UrpekTR L.
S—4 —& 10mg BE T XX FP XX §, £/ 10mg TiX XX FiP X FlicRERITERLR
ERBDONE. O—4 —8 10mg B 5 T2 541 (64 ERERSHEOALRY, HREH
BH#HORERE (pH), RUMSRER SH#O DI, INNEETX 261 (2 ) (BREF

BHSORES (pH)) i3V vith b AT SHERE BE O XMIEEN L MR S hik.

g BRRIEEHE— (FRR)

BREEA S 2%
ol |22 wok (#se | TP xm
B HA4A Z N Hifsr BEH 24 B e @D
1 HIE
XX | XX |#4 | 0@ X ~ XX || XXX XXX
#t | AA YY ~ YY YYY YYY
Ht | o 77 ~ 72 7277 727
Frer BERRTEGRA—TE (KRR
' ‘ BREREB A%
| 22 e ST R Ll
Py HA4A LHfE B | &5/ | 24 R0 i Z:JE
XX [ XX |# | 0@ XX ~ XX XXX XXX’
it | AA YY ~ YY YYY YYY
#Ht | oo 727 ~ 72 777 727

11
2.7 BEREEE




2744 RLINVAY,

CID B 28 BERFNEy 2T 27) o —L2 10mg

FR27E8H 31 A

BEI=XY v K@=

%“%ﬁ%&%&kkﬁfﬁb&hk.E&#Mﬁﬁﬁwﬁmo—ﬁiéﬁﬂﬂUM#LT
Lie. XX BI XX BB SICaRIERED bhid, WihbEDELESh, BROICHE
BRRMIIED bhihol,

g BLERNRIGHE—R

(FRER)

#E®
R
&HZ

REHA

HA%

L

Hifir

ThERSE
280

#Bh5%k
24 ¥Rl

1]

we |2

sz |

XX | XX | ###

XX ~ XX

#HH

AA

YY ~ YY

(FRBR)

®E®
e E
&5

e BLAERERBE—E

REHRA

HA%

Hify

5%
24 R

_E
Em

HIE

W
D
HE

'&g¢aﬁﬁuam_'
2.7.468 HRKET—F

BT S RHTRY,

2.74.7 fit&

U3 A RBHT RV,

2.7.6 BEIM

1) 000
2) 000
3) 000
4) 000
5) 000
6) 000
-7 000

2.7.6

DE

RO HICEHE LI BRRBRE RekTR LI

g EERR—KR

REBROME

BRI A

x4

&E5H%
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