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0 1 1 ] L 1 J
0 0.2 0.4 0.6 0.8 1 1.2
. BE®)
Bsrk HERER ERWE EHME
6000 r
O @]
4000 t+
2000 |
:H.IH 0 T t f T 1
& 2000 | o o
-4000 |
-6000 | ©
-8000 -

0 0.2 0.4 0.6 0.8 1 1.2
BE®Y)
Bl#kx PIEERAER HBYHE BE7ov b

2.3.8 SEICET o EREER
R




Ferek KA

CTD B 25 FBBONEy 2 7T >7) P—i —fE 10mg
FEE 2748431 A
BAZzF Y » 7 HEGS

SINTRENT A — & — | HEEETE

iR

A EDNES

Fkek ERE

SRR T A
—

B

HiE i

S

FrRME

ELR

ELRR

80~120%D 5 K ¥E5BE

BIF (B, sokok)

| =

80~120%M 3 /K¥ET 3 [H
#DIRL

DHTREE

100%FHAC 2 E X6 AR
ML (BHES

EAEBE

100%F1EC 2 B X6 B
HMoiRL (HHES)

&ipA

6.0 r
5.0
4.0

0 3.0 |

(mL)

1.0
0.0

1 ]

0.01
0.008
0.006
0.004
0.002

L} L} LI S |

50

100 150

BREE®)
Kook EBIE EfRE

0
ﬂé-o.ooz -
-0.004 |
-0.006 |
-0.008 |

-0.012 L

50

JI.

O

100 150

BE®
Exe  (5) EEIE BESu v b

238 SEITHETAEERE
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CTD B2 BTy 27 »7) P——4E 10mg
Fek 27488 31 A
R&EZz XY o BEHS

2.3.8.44 v MHT

[1] BA&sRE L7-RBRIEH ORI

AEEORFAKK Iy hor y MEE, BIEFEAR, ABZ R, vy MR O—
EAFekIZTRT. 2B, BRI W TITRENEHT THEBE Ly MR ERR L.

Fooee HEARGOD Y NES, BUEFER BRUAR
RHEIRAT - OOOF KA
RBE . OOO#AL OOOWZERT

Lot No. ®EFEAR A F&

A-001 CXXEXX AXB HERER, TEEABRKRERE

B HRRER, EEHRBRRERE, B
A-002 XXXX 4 XX B XX B ER AL

A~003 XXXX4EXX A XX A HERER

Fook BEBERBRAOD v MBS, HEERARCAR
SUEEFT - OO QEEMSH
SEREFT - OOQEEMALH

Lot No. sESE A B Rg

AG-101 XXEXX A X B HRERER (EAEER)

AG-102 KXXEXX AXH MR ER (BAES)

AG-103 VX EX A XA RRER (E4EER)
9

2.3.8 BEICETAEEEE
FE




CTD F 25 THONTE> 27 7)) P—ot —fF 10mg

e 274E8 A 81 A
AEZ= R Y o WEHE
Fkrx v MR
StEa s 1% Lot No.
A-001 A-002 A—003
1 *1 %1 *1
RN 2 *1 *1 1
3 %1 *1 *1
: i %*2 *2 k32
FeRABR (1) 2 *2 *2 *2
3 %2 *2 %2
1 %3 %3 %3
AR (2) 2 *3 %*3 *3
3 %3 %3 * 3
] 1 XXppm LAF XXppm EL T XXppm EL T
MERER 548 2 XXppn BAF XXppm UL F XXppm BL T
3 XXppm 2L T XXppm LAT XXppm LATF
MERR EEgwE 1 XX XX XX
HEpE 1 2 XX XX XX
BEMEEERE (%) 3 XX XX XX
MERE HmgYE 1 XX XX XX
REMEI 2 XX XX XX
BEBRYWHEHESE (%) 3 XX XX XX
MERR EEghYy 1 XX XX X
REyEm 2 XX XX XX
HERWESE (%) 3 XX XX XX
MRS BEyE 1 N.D.® N.D. N.D.
BEYEV 2 N.D. N.D. N.D.
BEYEEE (%) 3 | N.D. N.D. N.D.
MERE EgmE Ik XX XX XX
EiRADEE2 D —2 2 XX XX XX
RAERVESE (%) 3 XX XX XX
MERR BEnE 1 XX XX )o'¢
2 XX XX XX
RERMESE (%) 3 0 ! XX XX
' 1 I xx XX 0
K5y 2 XX XX XX
3 XX XX XX
e 1 XX XX XX
EBE 2 XX XX XX
B (%) 3 XX XX XX
, X XX XX
) N.D. BB

k1 BHEaoFE&ERER

2 R—HEEDLIAZREOHMEDRINEZRD .
%3 [R—FEEDOLZAIZFEOHMEDRINEZED .

10

238 MEIZET5EISEE
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CTD EB28 ZERINEy 77 7)) Z—1 —4F 10mg

F 2748 31 H
BES =2 T v 7 BEBE
Foere vy POTER
R4 ICH JRBE[REEME | Lot No.
El# | AG-101 AG-102 AG-103
FERER BREEH 1 N.D.® N.D. N.D.
oo XXXppm B4 T* 2 N.D. N. D. N.D.
(B HBRAR : XXXppm) 3 N. D. N.D. N.D.
FLEERAER BRETRLE 1 N.D.® N.D. N.D.
¢ ¢ ¢ XXXppm EAF¥ | 2 ND. N.D. N.D.
(R R - XXXppm) 3 N. D. N. D. N. D.

¥) N.D. :BHeEd
® EEEOBEBHAA NT 4 (FEK 104 3 A 30 BAIEREE 307 %)

2.3.84.5 BBREUVRBRFEOZYMHE

ARE I EP IR TH Y, REEOEKIZ OV TIARENITIE EP LREURK2ZIRMA L.
BL, BEERBI-OVWTIIEAERF—RRAREDSE 2 BE2RA L. SEEMERURBERE
I OWT IR EGE T IEN BIRAT A RO H MBI OV THB ICRF L.

- [2ofhoRBREFEOEFR]

5 HRREORYL, BAEERETIEOREDEX LT EHEHTD.
1)

- ¥4 (USP, EP, BP) 0AEEXRMLT S

FEDOICH #BEIZT S } :
[kéy] ORETH, ZEM, TR, MASRRLICIIBERREX LT, Thb |
PR 5. ;
fEx oFEgmEoRR (RE, RICIRED) ZiL#d 5.

[1] #ERRE LIcRABREH

I 27N .

EP 6\, #%E [HROREMENRTHS. | LRELEL. RBRERIVTLSREOHKS
MR THY, BBIRETHS LHNTLE.

2. wEERRER (1)

EPCfEVy, HlsE [ARODART N LABRODBRARZ MERETZ LE, BEDIY
MR —EEO L 2 AICRIEOREDORINZRDE. | LRELL. 2B, RELZBRAN
7 MTEELFPRAE LR CH S, EP OBRARY v E—HTHZLERERBLTWVS.
REAER TSP LRA—RED L Z AICAEOHRE DRI ZRD, HRIIZETHD Ll L.

HERRR (2)

EP 125V, 8% TRRDORRT M EERGDBRBARS bNEHET S L&, AEDAY
FAE—EEO L ZACREOREORINEZRDS. | LRELE. 2B, RELEBRBAN
7 MVIHERES PRIB LEERTH A, EP ORI pNVE—HTHZLEZMRL TV,
SREAFE R I PN G RO & 2 AICRROMEORINZFR), FRIIRETHD LMLz,

3. MERR HER

EP T EP SRR EE O (BRIKE) TR/ H, BAERF—KABETENITHAYETD
oA LE. BEILEP XV IXX ppm BLT) & L. RBERERIIVTIOBRKORT S
L bHEE X ppntEY) ORTAEIVELI RS, REBIEIRYTHI LHML.

MERR RRWE

11
2.3.8 RECET HEEEN
R



CTD E 25 ZRONTy 2 T > 7). S~ —4E 10mg
Fk 27484 31 A
AAZ=i) v BERE

AREEOMUETRICBWCRAT A0 b 2EgWE 1, O, W, VEoWrsd®as Li-.
AEEPPOBRHE SN-EEWE L, EBYE LI XX~XX%, BEYE LI X~X%, Eahe
i XX~XX%TH Y, EEWEIVIBRB IRk, £/, ThSMNIFRAD ' — 7 3R
nT, BEEVHIZ X~X%Tholk. RHIShEE—Z7 i WTh bBENWETHB Z L2 b,
{8« DB E OREIIEEREOCRMEICHE T2 XXUUT & L, WERYEORKITZAME
EDE XXBUT & Uz, BBHEIIRAR L ERRRO Y — JEEORRIC L2 b0r L, TP
— A —PADOFK 2 DC— 7 B, BEREOY— A —DOE—Z7HEED XX/XX LX< R\,
EARHER O BE RSO Y — 7 OSFEREIL, BEBROV—( -0 —7EEO XX/ XX &
DRELS W] ERELE .

4, K4y
EP IZfEV, #EE IXX%LUT] LBRELE. RBRERII X~ %THY, BRIIZYTHS
&HIT L7,

5. EBE
EP I, Hlh IARIEERTBLE, U—A—% X XUBLLEREE. | LRELE, B
BB RIT X~XX %THD, BHERYTHD &M L.

[2] BMEREL 2o -HREBRIEH
6. MERE (FEEEgD

YR 104F 3 A 30 ATEIRES 307 & [EXRLOBRBEETA F7A4 ) TREISNTEBER
HERADNTHORHBEN T RN 2, BREBEREERELRN-T-.

2.3.8.6 BREGHIFEHE (V—A—, OOOFREHEALH) :
FREORBRTERTHSEEAY —A —BUTORBERORRFSECEET 550 THS. &
H GERITRT HETHRET 5.

(1] W85k
- - THERL, BBRTD.

[2] HERURRGE
ARITIEETHLE, P—A— (CHNO: XX) XX~XX % %5,

27N
AMIAROHEBIEOHRTHS.

TR
(1) FRIZOZE, FIMRRNARY SAVBRIEEDORED ) U AEFIECLVRREZT L X, ¥
HXoenm?, Wn?, XXem?, XX em? ZFOXX en™? FHERCIRILEZZRD B,

(2) ABOBERER (1-XX) 2%, BEKIEBRARS MBIERT FFAFAV T U
NEEEYE & U THEBTIERARZ MARIBEICL Y ANRRET S L %, § XX ppn (582
BEROVITINVARUB—ROL T F/VB %, §XXppn fHEIC=EHEMDO 2NV C %, 6XX ppn
fHEICB—ROT 7 FND #RL, H 7 FVOEMBRENLA:B:C:D IXFF XX : XX : XX : XX
ThHD.

MR BEWE _

Afh XX mg ZHNEXX ol [ZHEML, BEERKRE TS, oW X ol 2ERICEY, HEES
MATERICXXnl £ 75, Z0RXNL 2IEFECEY, ENEZNZTXX ol & L, EEREL
T5. ARHEREIZEERE XX u LT o2EfEIC LD, ROFBTRIEZ o= 57 40—z k
DEBREITY. THNLENDROE 4O —/ERZ BHESECLVAIE TS L X, REHERD

12
2.3.8 REICETIEEEE
JREE



CTD #E25 ZBONEy 2 7> 7) P~ —4F 10mg
Tk 27484 31 R
AAS =7V w2 BERHS

D — SO £ O E— 2 EEE, EEREO Y~ — DO — 7 WD XXX LD RE R,
Fie, REAROEMRMNLS O Y —7 OAFERL, BEERO Y —( —Ov—7 mED XX/ XX
LD RELRW.

RS

WS . BAREkES GAEEE : XX o)

HFh : AR m BEXX cmDRAF U VRABIZXX un DKo 777 —FN
BRIV HTNVETETD.

B 5 ARE - XX CED—EIRE

BEFE A BEEXY ¢ »BEEXX ol (22 TEML, HEE XX—XX) 2% TpH XX I
WET S, ZORXX ol iCHEEXX g M TEHL, BEEX ol /% 5.

SEHER : MEARX ¢ ZHEMNXY ol (M2 THEML, ENE (XX—XX) ZM2TpH XX 2
T A, ORI oL icHEEXX g 2N TCHEMSL, HEBRX Ll 2Nz 5.

BEWEORER : BEIBA RUBEHHEB OBALEZKRO L S LEX TREABHBT 5.

TN DB T BEEs BEE B
(47) (vol%) (vol%)

XX~XX XX XX
XX~XX : XX—XX KX—XX
XX~XX X COXX

WE . 84X ol

EEAESEE . BRr— 70BN EAR X SET.

AT LEA M

BMHOMER @ EEFRXX ol 2ERCEY, EEELZMNA TEREIZ Xl 55, 20K
Xyl 5E7-AREOE— 7 @S, EEFEEROBNEOE— 7 BEO XX~XX %27z
BILEHRTS.

VRFAOMRE . EERK XXl iioE, EROKHETRIETHLE, V—A—DY—7
DOEBBEERTY A M) —REILX, T X B E, X UTThHS.

AT AOBBRME . EEREK XX ul itok, FROEHTREBRE 6 Y IETEE, B
BEOUY— 7 BEOAMEEREILIXX %BUTTHS.

Koy
XX %ET (XX g, MENE)

EEE

AR X ¢ ZREBICEY, BEEXX ol 2E»L, BRETRET S (HERE). R0
ECERBREITV, MIET .

XX mol/L MENYY oL = XX ng N

[3] = bt
EEROT v FTRERO—E 2 RN

13
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JREK



Ttk 1w MOPTRER

HRBREH - OOOKK&tH OCOMER

RapEaR (%)

- ) Lot No.
R4 EIE>'e —
*1
Pk *1
' *1
%2
FESERARR (1) %2
%2
%3
TR (2) | %3
%3
MERR ERHY XX
EiEmE 1 . XX
HEYESE (%) XX
WEME I XX

&M EL
FRESE (%)

MERR HEWHE
REWEN
FapHEHaRE (%)

MERR EemE
LREEANOELDE—
REAEZVEESE (%)

P X

RESEVWHESE (%)
iS

5

—

BiE

&R (%)

WD =N WM |WN (WD H~R|[WNF~|[WwN ~|lwNn —=|wdd ~=wNo =W —

"
&

sjicgeReli-Rog=li-R=-R-l-R-R-]i-R-Roi-RoRll=

*1 RAAORKREREK

CTD B288 BRANTy 27 »7) Z—1—4 10mg

Fek 2748 5 31 F
AEZ=x Y v 7 BHEHE

*2 FEEXX oml, XX ml, XX em-l, XX el RONXX el AHEICRINZRH 5. .

%3 6XX ppn FHEICZEHBROT TV A ROE—BROT 7T/ B %, §XX ppn FHEICEER
DYTINC &, §XX ppm FHEICE—BROT T FAD 2RL, V7 FAOEBEBREE A - B ;
C:D RIFIEX X XX XX Th5.

14
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CTD B 25 ZEA(Ty o T 27) P—r1—£E 10mg

ek 274859 31 A
=R Y 2 BEHE
2356 BBEEUGHERZ (U—A—, OOOKFEKNS4)
Frer RBHAER _
AIERE 5 5 A hEte e
— YAk Ry oF L& t— I —ATRERZBR
e RY=F L KT A

23.8.7 EEHE (¥—4—, OOOREHRASH)
EEOHSHER,/ ) 72 M, 0000 Zal, 2552C,/605%RH OEKETRHRFT
HLx, @TALEREEINTVA.

D [FothomgREoEER] ;
: MF CREISNFNELZRARLEESE, V7 A M UIEDHM & EEREEE TR
FTBZENBIUE, B ARBTF—F L LV TOEERETS. ' - §
MF CTEREIATWARESE, V72 MIBXEESHHE B TEDICHEEL T Z
L. :

15 '
2.3.8 MEIETAIHEER
=63



CTD 2% B#NTy 2T >7) &~ —4F 10mg

2748 8 31 A
AESx ) v o BEGS
2.3P WA (V—A—§E 10mg, FE)
2.3P1 BAROMNE (P—A —8E 10mg, R
AHRAONF IR+ D Y THY, BRBRERIIRDLEBY THD.

Foek ROoRUOSHE
BlA EHW G5k 3 %5 47 & (mg)
AR BREHIAE D= — 10
A 205] | HAEA T & (103)
HaeA B . 5
AT | Bf& - i | ‘ 10
TEIRA| HE SV ING e SN 2
&t 130
Forkx  Raadeie R |
IR R ' EA+ 2 R

R T E LT 4N
PTP A% FILI =L

TAVIZTA - RIVZFLUTIF—FT 4N

R TF LN
ST R)VF LB

BRA VAN

2.3.P.2 BAIBEROIELE (—A —& 10mg, FéE)

(&ﬁ)

CTD s, RRHMOLDICKE L SNEHERK, BREEDLLDOTHY, OID # |

R OROBRBLTEIIED bhvTunizn. 5
Ltﬁof,ﬁ%@b7?475+W77a—%%(ﬁ&ﬂmiéﬁ%%)Kiéﬁ%%@i
ETHLOTIIRL, MHABERICETIHA FF4 2] (PR 2246 A 28 ARRBERE |
0628 5 1%), [REV RIV<XVAL MCBETBHA KTA42) (AR 184E9 A 1 R¥E |
FEFE 0901004 5, FEABERFEE 0901005 5) CHELERRE (ZoAVATFu—F)
REELTDHOTIIRY. g
FNFF 4 aFNT T a—F, I/A/Z77D—?®thkgdéﬁ%bL%A@&og
Th, BETAREITBWTITo-HROXELTHTI L. ;
7B, AE (23P2) RUKE (2.3P.3) OREE, EAEZBHEHEIE SN CHRE |
Shic REY Ry =R V42 b B Y Ah/z Minimal Approach CTD 8% Mock = !
VB B NI T AV a AT Tu—FOEFL LTBRL, EELE. :
REEIMEBAEME ST/ R MEREBHEOHE T, HANTIRNE BXE, Szt
R IIERIEOWE) & RERICHATS.

5.

SRBOMHORH T, MHRCEREE, EEAERD?S L5 CRELNHAT

2.3P2.1 BAIRS

ABFICHEA L TWAESIT 23 P1 RAR VS TRLEEBY ThD.

2.3P2.1.1 EX

BHRDTHDY—A4 —IIBCS 7 7 ANEHEEh, BEM CREEHEOEVWEDTH . B

2.3.P AEICETIHIEEE
HA




CTD 28 E#RF(E»2rT7>7) Z—o—4 10mg
T 2748 A 31 A
A&z fl s HEHE

FEMEIZ & 7 —NCBEIFIZL <, KITIEEA BT 2. BREBITES, B VELRILRE
GETHD.

E[%@ﬁ@ﬁﬁﬁ@&*ﬁl

f . 238 OEEO—BREED S b, WHORBERECEERDDHECOVWTIIRHT S, :
AR OBMRE, 7V —& /18, BCS 7 X, R&EH, REM, MESMR, MALE !
~DEBEL/ ROERICRIT 2 RIN~DEERH D L EIRMBETRT. :
SREELORRL RS, Ky BB R25RENPOHRIMANZHHETDHEIL, |
FRERERLOHEELLEHTS. itFmﬁ&UFmﬁﬁwﬁﬁwﬂ%mm&tér—ﬁ%§
HoETREHTD. ;
HARERSOEE L FRBENERIFEREN LRI A ZHFRICKBRFTIESIL, ¥
BEFR0616% 1 2 (FR 234 6 A 16 BAHTEM) (RAIKEMEEETIERAERE |
EOBHFICONT) KESE, BETIRSIILECLLEHRTS. ' :

2.3P2.1.2 #wmMA

EREFNT, BEYOBMEELZA T30 CAREINERRZERLTEY, LOERERTT
R LTV (REERE TS XXX B). AEHF2ZERT 57200, ARANLREANL
EEEZAWC, BEtdm b L CERRER LB L R EHESEE.

AL, BEACAEKTDY, H4FcEE, TEAicEEl, BRAICATT ) Vg
TR LAERRALE.

KT, AT TV v~ AT ARBBRHICH Tz o COBERIROBFA, BERAIE
LCHAL, ARICHOWTIREREN 21T 5 BOFE—BROFSHTHS.

ABIFNY, HE: - ARL —HAERTXERESNS. ARBICHER L TWHEMFIE, W
NLATEHEBRICESTARNMATHY, BFETIRSRERUCERE BB TR o #HEH
NTH 5 (EELFMPERIZINE). FENROHE, 48, BnEERO—ARKESEEZT
FEITTT.

EARN | B W SR@D) | e | HEE
B AR LA T wHE (103) XXmg W LA
FEEH BB mm 5 XXmg Y Lavy
AHHLA BR T 10 Ximg | BEY LW
RRH B | 277V B~ IRT YA 2 Vmg | B4 LAV

(130mg. 1 $€)

- [rofioR#EFOERR]

C - R LERRE GRMFAIORERILE, 2.3.P2.2 MARSHCER o

R L=FmA & ORAEEHBBEIL, ﬁﬁﬁ%k%n_ﬂiéﬁﬁ%T?(mAZK
BEVESLBRENEREN TOVNEZOMELERT 5.) :
HERMB I T L BA8IciY, FORIGIORIL (ERSRFNMER, EHEHERE)

ZRLHTB.

2.3P.2.2.1 BASRF RN TORWERNMAOZREEB ZLET 5.

2.3.P SHEIZEET 2EFEEER
A




CTD E25 BEINEr 27 >7) Z—oA—f2 10mg
k278 31 A
AEZz XY v o BEGL

23P2.2 &H|
2.3.P2.2.1 BHIERE
(1 ﬁ“ffﬁ‘k Eiﬁﬁzunnu’g7ﬂ774'/l/

ABANIAERRA L RE, A, BeMrR%S LTI 2ERNARFEHE L.

Elr, U—A—i, ERBIZIVEGTIHERS S0, NELAFE TASCEE L AR
FEITOMBENRH o T, TOD, BEFTEEGIESERIEIC LA RRY Thi L& X,
EREFFEHT R L -,

Foeex, BERLRE w7 74 (QTPP)

Fiil B Ul BRRSr 10mg 2 EF T 588 (BIEMERAD

shE A —, BHE, SESOHABNERRA RS

AR Rt FEFRMA L EMFHCFRE ,

TR BEPREEFTCEIRE X05H. BEIT 130mg THERN XX m
, IRV ANE <7

SR EE R UMt ' Bk R UVER Y B0 2B L CIRAMED & 5 BA)

A2 | B#RERE T 3EL L (FR)

f[%@@@@ﬁﬁ@&iﬁ)

: ATEZX, HFEMEORBERE (RAMROEDS) 2R#ETs.

BRI IR D EENRESEND.

(FZF 4 aFATTa—F) _

cBEORR (B2, BUoOBEAREAORR)

(N AT T —F)

- ERFEEOFACRE Y XX VA VY OER

- BERGSRE ST 740 (QTPP) OFRE L MHY X 7 5D ENE
(FFF4raFin, ZUNVATIR—FLd)

» BBy 72 BUE TR B OV E (R 5IE 0D i BRER G

HETROGBEZRETHE L EERESM (Critical Qua_hty Attribute) O#FE
BLETEMRED Y X 75

HETBRAFA Y —ORASECRIETEE GHMOSMERE - 5Eilisk)
FDMDNRTG A —F —OHARBEICRIETEE GHRLLRS - STELE) :
FEERORNRUEE (MEREORY, TRATA—F—, BREERK, &i&
B/ :
6 . EFEEBEEA%OY XS HE :
EDMh, FIF4TaFATIu—F, TUNVRT I a—FOBEELEBARRHNT, W\
FOmEbHEEIND. ;

O i W N =

(2) EESERE

BERRRETS 2 7 7 A MR LEREHEND, TREOFHIRTEHEZMNEOEERE R
B2, REZINOEELEHEZEE, FNF (0F), 8E&ETR, AEERoWFhLoR
FCHIET 20 ERoHIR L. SOLRRERTFREERGRFHICRIET U 27 2BV H Lok
IZE L. .

2.3.P MECHETIHERE
A



CTD ZB25 F#NEy2 T >7) Z—1 —4F 10mg

FEk27ESA 31 H
= Y » 7 WEGE
Fowkt RIS OEEHEHE (Product CQA)
PR ERENPE
B H— HRIZES
b danlic XX ST %k
eE X ~ XX %
SR BIKI L DYEHEEND | ERERA L B
|t
BEmE | EoMEL OBEGVE  REOBERBEUT XX%LT)
BENE TMEESABR (40°C, 75%RH, 6 » A) TERE (RBICHEE)
Foox EEMEREEZHIEHTOIEF
BELERMYT - JR3E _ wnE HETR BERRE
MR ' - o) - 4 @)
BRI — — - O —
Y O O O -
=R . : = = S 1=
UHK L oFEIHES :
BamE — = , — —
BRI, REE (EPHFRTOEL) e,
L [ ofoREEOEEA] :
: KEVIT TR NTF 4 a AT Fu—FOEFTHILOBEERETIHF#00R
TRELE. :

TUNVAT I —F ORE Tid High Medium,Low & 3 B COREEMBER I NS,

Fekwk %E%ﬁi?%ﬁ%ﬁt&E?UX&%ﬁ

Sy EZoNBY AT
R BREBENZ LD, RTFEMEHEICREL S X DWEERDHS.
FhnF A ER OFERE & BB BRI OBEHEICRER 5 X DARENYR HD.

BUKMEOTRINA GERA) SBEHMcEEe 52X DRSS S.

FNFIOTERIC £ - Cit, FIEE ORAIC LY, BT 5EERD 5.

HETE | BORAAS I, BAEH ORIRIS Y O 4R R ORI O R EMCE
B2 5 AEMED D,

EITEOBE, HEOSBRISRFE— BB s 52 AR D 3.

BRAOBENESIREOBAEL RS, BFHEABESELRESEHD.

BR2ITEEISERIORBERLZET S, BFHZEBESELRIENSHD.

RERE | BREESFIAREE, APRADEERES, ERIELT 5 TRESD 5.

(3) BAIEG

BEMGGET R 7 7 A NV EECRROEELERELZED, TOERMEMFEZERT 52
L BRICRARG 21T o 1.

2.3P2.1 BHIRS THRA= LB Y, ERBEATALYRSOERER LOTZDHICHNEENE

2.3P REIETAHEEEL
05




CTD H 28 ERA(E> 27 27) v~ 10mg
Pk 274 84 31 A
AES=RY » 2 WL

BZFERALTEY, TORMEEFEILL VS (BEES  BFS XX B). #rEhEEs
BRI PR E SN S RMAIZREA L, BEREMA L LT bR EEE A 2R L.
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PR RIRIC & b g HAaDRE
- . | AR EERIEE FE XX~XXnm &% XX~
=5 e w ~ |2
gg jﬁ;ﬁwmz SUBHEEE ¢ XX mg/mL X¥nm (ZWRIN ORRA %R
‘ YRS . mEE 7.
W7o~ T T77 0—
B — B | PR BAERE HHAH-—
(2 Bl BRER) BIEHEE XX nm H EEYN—-HAR
H5H: AENR HIEEEICHEA
’ ZEFE - MmEE
RS
BEYE : AL
[ElEREL : XX [BlEs
HEK : HEE , . .
Vi RBREH (R n~ k75T 4—) ﬁfﬁoﬂm%u“/ﬁ
W - HExi R R E ~
EFE : XX nm
oA :HERE
ZEE: mENE -
' FRED XX X~XLX %
SE B —E L FSE KRBT EV—A—%
.
2.3P5.2 RBFIE (STFE)

[1] BRERE L-RRGEZUTITRT.

(1) 18R

AEEAEEICE VBT S,

(2) FERERRR

mEHARE L, Y—a— (CHNO: XXX) XXmgZX5T 8% LY, MEEXnl 200X TR
DIRY, BEWRAE L%, A8T5. AKX olic, ANEEZMZ T XX ol & LERIC DX,
BEATHREEEREEC L VRIRARS MVEBIET 3.

(3) BEPG—1E SEHMHRR
A 1EAZ LY, PEERK XX ol ZERICMZ, BEEZM2 TR BETRES
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CTD B28 ZE#ONT 2T 7)) v —fF 10mg
FEE27EEA 31 A
AERIz RV v 2 HEGR

%, BEHARL, EAREMZTX ol & 75, ZOREZLZEO.Xun I TDAL TSI 74
NME—TABTS. PHODOLE Xl ZBE, ROABREZAFERETS. HICEERY —(—%
X CTXX B L, 20X ng ZRBHBICEY, ENEZMATEML, ERECXX ol &3
B, ZOWXX oL FIEREICEY, MEERK XX oL ZIERECHNZ, MABRZNZTXX ol & L,
ERRRE 5. REEEREERE X p LIt o2&, ROFHFTHEE I n< 777 1 —l2k
DRBEZITV, NEEYEOLY—7ERIIITEV— — DY —JEHEOL GRRAERD S.

P f— (CHNO: XXX) OB (ng) =Ms><%xxx

M EERS— A —DOBFNE (ng)
XX SRR

NIZHERE 000 (NEZEEHHE) OBBEIHEAEKR (XX—XXXX)
HEREAF ' '
EBEORBREHZERTS.

AT ATEEHE

EBHEOVAT ABAUEYERT S

(4) WHItE ‘

SRERTRIZAK 900mL # VY, N FMRIZ LY, &40 XX BETRERZ1TH.

ARLEEZEYD, REZHAMBL, X ARCEHRKRX ol L2 LY, B0 XXum A FDAY
TG ANT—TABRTE. DDA oL ZBEE, ROAE XX nl ZIEREICEY, K Xul
EUOCNEBEXXnl 2 FNZCRIEREICML, REHAKE 75, ICEER Y —4 —% X°CT X KB
BHL, O X ng ZREGICEY, REREZML CTHEML, ERCXXnl 255, ZOHE X ol
ZERCEDY, MANXX ol 2 EREICNZ, BEERKET5. REREUEERK X LT
PEMRICLY, ROFETEREZu~ 77 4 —IZL W RBREITY, TLENLOBDOY—A —
DOE— 7 EE 4L RPALEZRAETS.

P—A — (CHNO : XXX) OFRFEIZHTHEHE (%)
i Ar 1
—%XEXEXXX
M EBRAY—A—DOBRE (ng)
C :18ERDT—A— (CHNO: XXX) OFRTE (mg)
XX : AR

RBREMH
EREORBREFEZHEMTS.

AT AEOH
VAT AOMERE  BERIK XX pLiZoE, ERROFHTERIETDLE, O—A—0DE—2 D
}E?ﬁ&“%{&tﬁ*f/} Y —FZEGL, ENFNRXX BREULE, X BITFThHB.
VAT AOFRMY  EEFRE XX pLico%, EROEHTHRREY 6BEERVIRTLE, U—A
—DO v — 7 EREOHEMEEREZIL XX %UTTHS.

(5) EEkE

AmXXEEZED, BEEXX ol 2%, RYBECHEIYS. ZORICHENZMNE, KIZ
PEEHEYSIR XX nl ZIEREICINZ TRV BY, BTEABR L%, HEEZMZ T XX ol &4 5.
TOBRELROLX unllTOA VTS 74N —THBT5. M1DOAKRX ol ZRE, ko
A XX ol 2y, HEELZMZTX ol &L, BEEKELT5. CEEBEAS—A—%2 XX T
T XX BB L, FOM X ng ZREICEY, BREZNZTHEML, BICPIEERRK XX ol
FIERCMZ7-%, HERZMZCXX ol 75, ZOK X ol 280, HEEZMN2 T XX ol
LU, EERELTS. REHEREOEERK XL 12o%, ROFGETHEIu~ 57 4

18
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CTD E 28 ZE#BA(cy2 7y7) P—otf —4E 10mg
sk 274E8F 31 A
AEIxF U v o BEHS

—IZ X VREBREZTY, NEEREO Y — 7 ARICE TV —A—0O -7 BEO g R g =K
5.

V—A— (CHNO: XXX) D& (mg) =KX % X XX

¥ EERAD— A —DOBFRE (ng)
XX : #IRERE

NIEERE 000 (NEENE) OBERER (XX—XXXX)
RS
MR - BAROLEER (BIBEE : XX nm)
HT7H PNEXm EXX o DARATUVVAEIZ XXun DK e~ 777 —FRR
WA NETETD.
HT KARE XX CihEEO—ERE
BEE : BEANXX ¢ ZMEEXX ol (2M2THEML, HEE (1-X) 22T ph XX 278
B9s. ZO@RX ol CHEEXX g 202 THE»L, NNEX ol 202 5.
R . V— A — ORGSR XX 21225 XD ICRET 5.
T RF AEEHE
VAT AOMER  BEERE XX pLiIlo&, FROFHTRIET L&, VA —, NIEHEY
BEoONgICEHRL, EOHBEEIIXX UETHS.
VAT LAOBELAN  BERR X plizo¥, LREOSFMGTHREE X ERVIRTE &, N
HEMEOE— 7 BEICT 5V — D — 7 BREOLOMEMNEEREZRX X %UTTH
5.

[2] HIERE Lieh - -THE OHW ik

(6) MPEEAER HRWHE

ASXX@EEZ LD, RERX ol 20%, RYBECHESELE, A0 X unlFo A
TS TANE—TABTS. FODAKR XX oL #BE, ROAREABGBIKRET5. REAK
Rul i220%, ROFMHTHEAI u< N F77 44—t L VERZITS. REBROZEL DY —
EEYHPELSECIVAEL, BEESREICIVERLLOREZRD S,

REAEH

MHER « AN EERE (RIEEE : XX nm)

A :HNEX m BEX X n DAT VA X un DEE 7~ 574 —FHRR
WY BN EFRETS.

Z5 AERE : XX CrhED—ERE

BEAA: HEEXX ¢ ZEENXX ol (22X THEXL, HEE (1-XX) 2MXTpH X 2
45 ZOHX oL iCHEEXX g #M2THHL, EEEXX ol 22 5.

BEFAB: MEEXX ¢ ZHEEXX ol iIZNZ THEHML, HEE (1-XX) M2 TpH XX (25
By5 ZORXX ol iCHEEXX g #M2 THEML, BEEX ol 22 5.

BEMEORER : BEIHEA RUBEIMEB 0ESHEZRO K 5 K2 TREARGET .

AL OB BEE A BEE B
(43) (vol%) ' (vol%)
XX~XX XX—XX XX—XX
XX~XX X¥—XX XX—XX
XX~XX XX—XX XX—XX
XX~XX XX—XX XX—XX
19
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CTD 25 E#ONEy 272 7) P—ra —4E 10mg

k27 E8H 31 A
BEZ =RV v o HELE
WE . B4 XX nL
EEREEE KR — 7 DBENLEABR XX SFET
AT AEAEM

BHOFER  RENAK XX nl ZIERICEY, WERZMX CERICXX L L L, Y AT AH
SHRBEABRKE T5. VAT AEANRBAGR Xl # EfRICEY, MENZINZTE
FEWC XX ol 2 ¥ 3. ZOWEXX pL hoBY—A —0Y— s WS, REHERDOY—A —
D e — 2 EEO XX~XX %ICR5 2 & EERTS.

AT ADHERE : VAT AESURBRAEK Xy LIzo%, LRRo&HFTCERIET L E, ¥
—f —DE— 7 OERBERE R A P —RENE, Fneh X BRULE, X BUTTh
3.

2T AOBEME VAT AESHRBRABKR X uLizoE, LEOSEMHTHRRY 6 BED
B e &, Yo —0OE— 7 BHOMAEEREL X UTThH2.

- (2 oMoERSOER ] ?
BEMECREEIES, RENE LS BICRE L b HR 8 H 5B AT, FRICR
L7 o B R ORBHIER T 5. _

2.3.P5.3 REBRFE (OFFE) O ) T—var
[SHFEEARY F—va VZETA7F A b (BRER)] RO I49HESA)TF—2 a3 ZBE8T5
FE AN (EWHFE) ) KESWT, FekURTRBERIZOVWTAYTF—a ry2E kL.

- [ZofioRER0ERR]
: WEREEOIEA, Fr— MRFRESOENZERT 5.

Foek FREBRIEH CEBLAENYT—T a3

prevs =

KT A g — e
= Eluin|s | n| & e
AT

SBRIEH E e |R|R

B

O ER e e
@ |eRRAm R e ) ey e, e

R s A "
SRERIE @) g gy —pate ©l0|0]0|0 ©
@ |mh ©lolololo|—|—|o
6 |ERE ©lolololo|—|—]o

2] EREE L |, MR

pokRBER |0 | RIE e Rl e e

EHOOIREANYF— 3 v EREAR, —IERREERT.
AIRERTH B 123\ TENE LI BFOHTEE <5 A — & — DY R EHER DR % Rk~ | R T,
s (2) HERAR

SHTRENT A—F— | MIERTE R

Rk
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CTD Z 28 FEBH(Ty 2 T »7) P—1 —4E 10mg
FeE 2748 A4 81 A
BEZx R Y v HEG=

Foex  (3) WA FRHY—UER

AMENT A\ e Y T

— A

SHTX R,
7R,
PN,
B 5 R B BIE

FrRME

R 70~130%0 5 KHER JIE | BITF (Hwek, wo0)

70~130%%> 3 K¥ET 3 [|]
RE BOEL

100%fF¥EC 2 [BI X6 H[E

BHTHREE BOEL (BHE6)

100%fFTET 2 ® X6 B

ENBERBE | wyig L (apEs)

i

L

1 06|

O z L L - -
0 50 100 150
B EE)

Mt (3) BIKIH—HE SEH-MHEAR ERE

0.004 r
0.003
0.002 r o]

0.001 f
0 : ? '

Vs =2

-0.001 |
-0.002 |
-0.003 5
-0.004 -

0 50 100 150

TREE®)
Heex  (3) BAM— SEHHRR BREZmy b
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CTD 28 Z#HINTy 27 y7) P—a—E 10mg
FEk274E 85 31 A
AEZzf Y > BEGE

Feerk (4) TRHME

DITRE/ST A | e ST T

\.-_&\._
SR EMORR,
hRtE Iy 0 emE

ERR 50~120%M 5 K¥E% HIE REF (Rwex, k)

50%~120%® 3 K H#EE 3@
HE @YEL |

s 85%D 1 K¥ER 2 EIX6 H
PHTHRE BT D R L (F FE 3)

EWﬁﬁﬁg 85%D 1 /K#EE 2B X6 B

M#VEL (BHES)
i

350000
300000 |
250000 |
& 200000 |

N
1 150000 |
*~ 100000 |
50000 |

) . : .
0 50 100 150
| BRE®)
B skok (4) FHHE  EHRME

2000 r
1500
1000 o
500 o

-500
-1000
-1500 o
-2000 “
0 50 100 150
HREE()
Rtk 4) BwlHtE HmETuv b

22
2.3.P MEICET AEEEER
HH




CTD 25 ZHONEr 27 >7) o 42 10mg
FEk 27484 31 A
AXExg ) v BEHS

Frk  (5) EEE

AHTRENT A | e HIE LY R

_5 —

SR RY),
7R,
NIREME,
iRz RE

Rk

B T0~ 130%0 5 ABZHIE i oy —"

, 70~130% 3 /KT 3 [7]
= BYEL

100%136C 2 E X6 B

UARLLES @R L (B o)

100%{H3ET 2 BIX6 AR

ENBRERE | wygl (AmEs)

i

.y
=]
1

o o
[ S-I N
] T

0 - — : !
0 50 100 150
RE®)

Blwkr  (5) EREEE EHRME

0.004
0.003
0.002 o
0.001 | -

b5 53
o
Hdo

-0.001 r
-0.002
'0003 ' [}
-0.004 -

0 50 100 150

FEE%)
B*+x  (5) E@yE HETov b
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CTD 2% ZE#IA(Ey 2T »7) P—a—4F 10mg

F 2785 81
A&z 7Y v BIEGS
Fxek  (6) PERBR WEWE
e e 5
ffff_“’ 77 A s
RS,
B IRGWE,
FRiE bl S AR,
75 R EPIE :
—_— 0. 05%~120%> 5 kiEE BAF (Bwer, Hk)
HIE :
' 0. 05%, 0.2%, 1.0%% 37K
HE ez 3 [EDEL
. 0. 2%+ 2 BIX6 AR
GAELLES @0EL (BHES)
‘ 1 0. 2%FFE T 2 BIX6 BIE
ENBERRBE | wr L (amEs)
ERBAK |0.03%, 0.04%, 0.05%0
R BR A IkHES 3IEFEDIRL
#hpE
120000
100000
g 80000
%5 60000
U 40000
20000
0 1 1 1 - L I
0 02 04 06 08 1 1.2

R EE®)
Bt (6) MEERR BHRYE EHE

6000 r
4000
2000 r

=

-2000 | o o
-4000
-6000

-8000 -
0 0.2 0.4 0.6 0.8 1 1.2

RE®W
B+ (6) MERER WeEWH RE72 v b
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CTD B 28 BB#H(Ey 2T 7)) F—o 4 10mg
Vg 27485 31 A
BEZc kI v BEGS

2.3P54 uyv hOHT ,
AEROBFEARE I vy rou y NEE, BEAr—, MEER BRUAREEC, 1
v FOWTRER O — B & Fwekk TR T

i [EoioRSEFOEER]

L RBEFTREET 5. :

- FEowy MESLERTS (EEOMF 2FA LT 3881V ThO MF Th 5 05 |
EHED X5t 3). ?

Foror MHARKOR v MES, BERs—L, BEESARCRE
BEHH : OOOKRKAE OOOTH
REBET : OOOHRAH OOOHER

WA | ERE | M , \
Lot No. |Lot No. |=&r—n WEFAR A&

P-001 A-001 X5 e SERR XX XX H XX B HERE, ZEMRSR

P-002 A-002 XF & TR XXFENAXE | HRRE ZEHRR

P-003 A-003 XF & TR XXEXX A XX B RS

25
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CTD #2858 ZBRIN(T 277 v>) —o —4F 10mg

FRE 27 £ 8.A 31 A
BAD =2 v 7 BFHL

Fwek 0y MR
) ) Lot No.

R EIE:4

P-001 P-002 P-003
' 1 AR HEDFREE =RNE
) % K 2 BAfanREE BEaDRE =RENPE3 7
3 =F=XEA =F=E 3+ BBADREE
1 %1 *1 *1 ’
_(2) meRRAER 2 *1 *1 *1
3 %1 %1 %1
(3) SEH—MERER 1 XX XX | xx
HEME (%) 2 XX XX XX
3 XX XX XX
;%lﬁ—?j}% 1 XX~XX XX~XX XX~XX
i %j:N B 2 XX~XX XX~XX XX~XX
3 XX~XX XX~XX XX~XX
1 XX XX XX
& (%) 3 XX XX XX

_ e XX oI XX XX

(6) MERS HEwE 1 XX X XX
EZwmE 1 2 XX X XX
\EEWEEE (%) 3 XX XX XX

(6) FEFEER FHiGME 1 N.D.® N.D. N.D.
BEMEI 2 N.D. N.D. N.D.
BROEEE (%) 3 N.D. N.D. N.D.

(6) HifEREE EEnE 1 N.D. N. D. N.D.
HgmE 2 N.D. N.D. N.D.
EERDEEE (%) 3 N.D. N.D. N.D.

(6) FFEEERER HEEME 1 N.D. N.D. N. D.
RSN DOEEDE—2 2 N.D. | N. D. N. D.
BREEYESE (%) 3 N.D. N.D. N.D.

(6) #iEREBR BEYYE . 1 XX XX XX

2 XX XX ¢ ¢
wEEpEEE (%) 3 XX XX . XX

%) N.D. figwd
*1 WE XX~XX nm, XX~XX nm iZBRINOBRKZRT.

2.3.P5.5 RilisDOREHE:
(1) B&wE
ARFOBBREROCRFEAZENRRICAEON SR E LEERWEO—RERUREN 7 o
AR % s A0S Lt tebs o p ,
ABFNCB N TED LNEEEYEIIT A TREAROLOTHY, HETRPTEREINE
SMRARY R OCRSERWIRD bhabho . BRYWEO R v Mot RiIER IR T
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CTD B 28 BEANTy 2 7> 7) P—o —4F 10mg
Fek 27484 31 A

At ) o BERS
Freek U—A—ROERBEO—ER
H : DA — T B
AR | =3 W AR B E 3
D f — 1. 0)
TRIEH sk
SERWE 1 XX i
R H sk
SRR T XX el
- ' JREER
FeYENL XX AR
RERNE
EgmEIvV _ XX e
L BRUE] | ey RS
0.026 | /
oo | | SERE
0.020 }
0018 [ ERWE _
Sor! |
<02 |
0.010 F
0.008 |
0.006 |
0.004 ¢
0.002 F
0.000 |
-0.002 & L 1 1 1 ! X L 1 1 A L 1 1 L 3
0.00 2.00 4.00 6.00 800 10.00 12.00 14.00 16.00 18.00 20.00 22.00 24.00 26.00 28.00 30.00

min

Blxxx IRBEMEDOE I v~ FS T A

- [zothomgRoEER]
- BESKIEEWEEZLTET, ThbBBRTEZRREETHEIHNATS.
ERWEDY o< L 77 A0, E—7 ORE (Y ORBWEIIEDNS) BE#T 5.
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CTD BB2E F#ONT 27 27) ZP—1—4 10mg
Fk 27 4F 8 A 31 A
AEI =3 v 2 HEBR

(2) BREEwHE
A O BIE TRICB W TEEIRER L Tuian.

- [FofiofEEROEER] ?
L RETETICTRESRER L, ORI RURBRIEOREL LRVOTHIE, 2.3P5.2
~2.3P6 I T, —EOBRK - FHEIT OV TRT. :
BEIZJE U CREFHY, DNA BUSHE (BRFE) RO ETRIZBT 2FBHEF LR
T5. (B, BAAEZCHCNE SN TV ARP MF IZBRICRESNATHWD Z L8 |
2 TWBHE) :

2.3.P5.6 HERURBRAEOZLNE
HHERE L R B L NCRE 21T o e SEIICERA L e o e RBRIE B (MR Figh
B) O ONTIE, UTIEORLETRT.

[1] BRFE L ABREH
(1)
ABATThoey hbEAThHoT. XoT, KX BEORETHD. ] LRELL.

(2) FEFRHER
D — TR E T B2 L0, BATREEEREELERERRE LTREL.
ABFENT, HE X~XXom KO ~Xon R OBRE R Lz, Lo THEIL (R XX~XXnm
RO XE~XXnm (R OB RERT. | LRELZ.

(3) HAF—E SRR
ARROEDRSEET 15H720 1ng THBZ ENbEEY—HRRELER L.
ABH I NTI L ERE XX~ % T, BAEKBHFOHEEETHD 15. 0% L TITEE L.
koT, I (8BS —URBREITH>LE, BET5. | ERELL.

(4) M
ABAMOBEHEBRBROBR LY, ARKEEE, AN FMVEXEESRbR v MHOZEERE
LT OBRRIR CHD LM SN, BHAROEGFL LTHEALE. ZORREGTHR
B XX DB 5% L0 FEHBEHB AR L), X o2RBRRE L L.
ABIFNIE A OEHE X~XK % Thote. Fiz, MERBRICBWVWTHEE RN & ZHERE
L7 (2.3.P.8.3 Fekk~F+ex). LoT, HET RBREFKCEEEXL 28V, /S FAEIZE
D, B X BECRREITO & &, KARO X SRIOBEHEIXXX %k, | LRELE.

(5) EEIE :
AMROSEIT, WThb XX~XX % (FHHE+30 : XXEX%) Tholk. Fi, MEHARIC
BOTHLEERRNWI L 2R LI (2.3.P.8.3 Free~Fwee). Ko T, R [AGKITERT
Bex, FTED XXX %ICHHETEV— —2EL. | LRELE.

[2] HBRE Lo T-RBREA

(6) MERB (BERWH)

ABF|BLERORBICBWCIIERDE 1 @b bk, ERRCBVWTHEEYWE I
OHxmHL, MR Lol

BHIR» SR INFEEDEL, REBRORBRYE I ThY, HAITHIRIBRERNE
otz bk, HAORKRURBRFIEIIRELRPo7.

| [ ooRER OEEN]

28
23P REICET B EHELEE
Bl




CTD B2 BEINE» 2T 27) S—o —4E 10mg
. Fk274E8 4 31 A
RED =Y o HERL

ERMESREEESE, BRI LS ERRE LA o mERAR S HIBEITH, KICRE |
Lo Bl b S0 TE#T 5. é
AECHT BRARARHICT—F (2 v M9, RERRBRAE, BRTOF—5%) %
BT AR LTHERICBET 3. é

2.3.P6 RS UIEEYHE (P —A —&F 10mg, FE)
HAOCRBRTHEATLIEEMAY — A —IXUTORERURBRIEICHERTI0THS. BE
RIS HETHERT .

[1] ¥RGik
- - THERL, RS,

[2] HEEURERTT
KRFEERTHEE, V—A— (CHNO: XX) XX~XX %&=&ir.

27y
ARIAAOKREEORERTHS.

MR
(1 FRaplz2E, FABPANT SAPEEOR(ES ) U AERIEC XV ERETTD L &, &
XX en?, X n?h, XX cn?, XX em? ROUXX on? fHEICRINERD 5.

(2) AKGOMEEER (1-XX) 2%, BRIKIEBASLT MBERT N FAFALS %
PREEME & L TSR A M AIEEICL ) AEREET S L &, § 35X ppn fHEIC
BROVITTNVARVE—RO 7B %, XX ppn fHERZEROT A C %, §XXppn
HECE—BO ZFAD 2RL, &7 FAOEBERERA:B:C:D ITITF XX - XX : XX : XX
ThD.

WMERR EEYWE

Adh XX mg Z MEEXX ol IZBEHL, REERET5. ZOKR X ol ZERICEY, ERRE
MATERICXX oL 93, ZOHE XXl 2 ERECEY, BERZMETXol & L, EXEEKL
T 5. RPABREEERK XX uL T 22 ERICE Y, ROFBETHREI v N5 7 4 —ick
DREREITY. TRENOROZADOE—JEEY BEREIRICIVHET 5 L%, REBRED
DA —PANDE 2D — 7 @RI, EERROY— A — DY — I EEDO XX/ X LY K& AR
£, REHEBEORRNLSOY— 7 OEFERT, BEERREOYV— (A —DOE—JEmFEO XX
XY REL 20,

RERSAF

Bhgs © BAREEER BEREE : XX mm)

ATA : NEX m BEX amDATFYLVRAECXX unDREI e~ 57 0 —FANR
WENVHFNETRETS. ‘

HTABRE | X CFhEO—ERE

BEMBA: REEXX ¢ ZEEEXX oL M2 TENL, HEE XX—XX) #2Mx T pH XX Iz
WETS. ZORX ol CHEEXX g ZMx THEML, BEEXX ol 202 5.

BEMEE: RERX ¢ ZHEEXX ol 22 TEML, HEE X—XX) #Mx<CpH XX Iz
RETS, CORX oL CHENXX g Z2MATHEML, BRBX ol 202 5.

BEMHOXEK : BEEA RUBHHEB ORASLEROL S KEL CTEEQRHETS.
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CTD 25 E8O(Ty 27 v7) Z—+1 4% 10mg
Eet 27484 31 A

BEZC=RY v HELHS
VEATE D RERY ‘ BEE A : EHE B
(4 . (vol%) : (vol%)
XX~XX XX XX
XX~XX X{—XX —XX
XX~XX XX . XX

ME : B4 Xl
TRANESEAE  BRHY— 0B OEAR X 2ET.
AT e
B oREsR - EERE XX ol AERICEY, NEEEZMX CERIC X al 55, ZO®
XNpl HoE-ZAEEO Y —7 EHES, EEFROANBOY— 7 HEO XX~XX %ITk
A LEMERTD.
AT AOMERE ¢ EERK Xul ok, FROFHETERETLSLE, VA —DE—7
OEBBEHR N A WY —FET, FRER XX BUE, X UTTHS.
AT AOERM . EERK XX ul looX, LROFFTHRREY 6 H#VERTLE, B
EEO Y — 7 BREOEMEEREIL X %UTTHS.

Ko
XX %LUT (XX g, MEMWE)

ERIE

AR XK g ZRFCEY, EERX ol CFE»L, AERTHET 2 (IRRE). RS
BETERBREZTY, MIETS.

XX mol/L MMMXX mL = XX mgBlH M

[3] = Mot »
EHEEODT v FOWERO—EE TR,
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CTD B288 ZEBON(Ery 27 »7) F—o—4E 10mg
PR 27484 31 A
&= Y v BEGE

Fokex Ty MOWTRER
ﬁﬁ%ﬁ:OOO%ﬁéﬁ OO O FERT

N . Lot No.
B4 S
| %1
RN *1
*k1
k2
AR (1) *2
k2
*3
HERAER (2) *3
%3

semHE 1
FemEsE (%)

RigmE I
RRWESE (%)

B&mENL
FRWESE (%)

MERR BEYE
HRWHEN -
ERYEEE (%)

SRR EEWH
ERSSADBE DE—2
BRAERWESE (%)

wEBWHESRE (%)

3

Flt
i

S

& (%)

WM =N WD ~|wm~|wNn =] =] we—|wmbe{od~|t b o o

=fi=Rsg-li-g- -l i-R-R-1]-R-R-li-R-R-li-R-R-li-R-R-1I-H- K~

.H
&

*1 BROFERERR

*2 XX cm1, XX m-1, XX cn-1, XX el BROXX em-1 fHEICIRINEZRDH 5.

*3  OXX ppm FHEICZEBRO V7T A RUE—ROUTFAB %, 53X ppn FHIKC ZE#
DT FNC %, §XX ppm fHEICE—BRDOI T FVD ZRL, E¥ 7 FVOERMMERLA B
C:DIZIFIEXX XX XX XX CH 5.

2.3.P.7 EBROHRR (P—A —8& 10mg, FE) .
B ORIEHEIX, BB EFAME LTPTP ¥ — MIT A I Ve —adkd L, AFa%EIron
THAIFEEOBR» LR ZF L UREZEAL, BB T2 BEN TE RNV DR 246
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CTD & 28 BRINE > 27T »7) PP—oa—4F 10mg
ek 2748 4 31 H
A&7 2 BEHE

RLfk.
ZEMRBRICER LEARE, BRECEBICOVTIX, BMA—I—»b05HREAEG.2.P.7

Fosrk~nrk) B BIBT S,

§[%@@@£ﬁﬁw& &

o, RERRBICHM L RS - RROSRERRT . :
BATHEERE L TWRNEAE, &A1 — 0O EREFCOA) 2 E Y = —/ 3 ITHHMT
5. ;
S, MR, PIRIEE BRY LEEE, TOERRBICRRT 2. (oL AE, Bof

%)
RN L EREN D - HE1E, CTD HETFIZBRL TS EE V. .

2.3.P8 RHEM (P—A—4§E 10mg, FEHE)

(RTHRSAT)
AEw I T v 7L, SEREROEHEMS 3EUL (M) ThoZ Lrhige L.

2.3.P8.1 HEMDE LHDRUKER
(e EMERBRERFEDOTA KFA4 ] (FR3E2A1 B EE ) [CTHERL TRER
BERLUBER, Foo~skTT B0, ARAIINERR 6 r AR TRETh -7
L7iaT, U—A—8&E 10mg L, §E81% PTP Al |c 7L v o —CadE, UIREAZ A
RV TFLUBAETAZ LT, 3ERIIEETHD LHETS.

L [ ofmoREROEEA] :
: SRBFOATEIMN 3 ERB T, ERFORPEFABRER> OADHR 2T 255 |

13, ZOHMORNERT.

2.3P82 ABEHOREMREBREEOIEREVER
2%, UTOFEFICTEEMRREFHETS. .

1) RERE

P —A —§E 10ng. 2.3.P.8.3 DRBMIEK 3 v v MOV THEHM

2) BRIFERMH

Yo RE TREE RIFFE#E e
PTPEE (KYTutLrT LA, 7
N2 =7 LTE)

EHRFRR | 25C 60%RH | Er—AaE (FA3=yh - BYVZFLy
FIF— b7 A4D)
XX 88 '

R =F LR
ERAG Y B TN)
XX &€
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CTD B28 E#A Ty 2T »7) P—1—4F 10mg

k27484 31 A
AE e Y w7 B mL
3) HIETEH - B
RERIBET : OOOKXLHE OOCOM%ERH
?EHEJE B 0 3 6 9 12 18 24 36
PR O O O O O O O O
TR uﬁﬁﬁ O O
A — O ®)
A M O O @) O O O O O
=8 O O O O O O O O
R FE:, #2BREKIT23P52, 23P83IC#L 5.
(%®m®ﬂﬁﬂ#®ﬁ ] i
f JEFRBRIZ T L,ti;%Aht RIGREAROHEZZHT 5.
ERUEAOEPHRN 3 ERET, RHEGABRMETOL 31T, MEPchbsot %:%a%t ?

5. .
BT TP IcET OREHRBRBREFRBET 28411, BREOAETERYB L U\ﬁ%’\
DR T ERIZ nﬁﬁ?‘é

2.3.P8.3 LEMT—F

(1) RE&EHt

1) HBbik

U — A —4&E 10mg _
®ERH - OOOHAEE OOO0TIH
BEGH : OOOHRESHE OOCOHFERT

Lot No. Rlr—)v BEEAA RIERAT
P-001 XX F&E XXEEXXAXXH O00KkAStt OOO0IHE
P-002 XX 5HE XXEXAXXB OOOKREE O00IE
P-003 XX T 8E XX4EXXHA X B OOOHALSMt OOO0IHE
2) RERME _
B BE BB ) RIFR R ' e
PTPA¥E (R)Fuvverrzars, 7
VI = A
IR 40°C 75%FRH | ¥e—4a% (FA3I=TA-F)oFLy
FIRX—hT745)
XX &2
R =F VAR
BRE (Y B HFNL)
XX 88
3) JIERH
HErEs (BA) [0 (1 |2 |3 |4 |6
TNERER O 10 10 O
33
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CTD 25 BRONE> 2 T>7) F—1—4E 10mg

FrE274FE 85 31 H

AEC XY v 2 BEHEL
4) HIEHEB
DREEL-ER, RBRAE, FABERIUTOLEYD.
REREH REFE HAE
(7N ‘ HERIC L 88 | ARDREE
. _ o | AT RIOLE R E W F XX~ Xknm B OF XX~
e fﬁ;ﬁwmx SUEHBEE : XX mg/nl XX nm VBRI OHEAE
YAfRYSSL  mE 7.
ks~ s T77 40—
B — i BIELE - NEREE AAEREF SAK—
Bl el T 1 | RS
ZEE - mEE
BEHRBREMGF
BIEEE . Rk
[EIEREL : XX [EER
A . mENE

it

KRG (RIEZu~ 7T 7 4—)
BB - xR ERE
BEFE : XX nm
b 1l B
FZENE c AEM-

X SR OBEHET XX%
Mt

BRI —ME & RIS

RTFBD XX ~XX. X %
Rt 3P —A —%
B

RRWH

BEIa<w v TTT7 41—
BIEE - WEMERELE
BIERKE : XX nm
F55:AENA
FEE: AmEN

= b ORBERICOVTH, 23P52RBHE (HHFE) CREOFEZEL.

§(%®m®£ﬁﬁ®& il

D BT B AL, PRSI E LORIR L 7 SAEHA & RIS 5 &
L b I E ORRRILE RRT 5. ;
AEEV\@ﬂﬁJ%m%D BERSR (FS5rvTav Tk <)XV TE) ZLTHD

ek, R,

HYUMEREHTD.

23P5.1 TRELEZHED I b, BEMRBR TOFMETORVWEREZEHT .
LEURBR CEAORR S EL BMRE LB, ToRRGIELARICERTD. :
HERURBRFIECRESNTWIERB L BABZRBEEZHRA LR, RRFERERD
LIt B~ DEBIIOWTDRBETHTS. :
OB R VEMIZ oW T, BERURERTS.

(2) RBFER
1) &R

WPFhOEEIZENTHETou y M TERYE [ 0EEFIREDOLERZBIE (0.1%) ZEx

TV,

BEN LD LD TH Y, HIEMEBD oMo T.
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CTD B2 E#FON (T2 T2 7) P—a —4F 10mg
Tk 27458 4 31 A
R&EZ =R w2 BEHL

2) *5m
INERROFER, £TOHEB THBICHEA Lz, £, SROEKTER, BHOBTMERIIE
Hoehofe, UEOZ & XV, AHHMIREETIFULE, TRERSH LLE.

él%wﬂwﬂﬁﬁwﬁaﬁl :
- RBEEZORRZCOVTIHET 5L Lbic, HEORR (NE, B, WHE) 2o
TVBHEAE, RREEKI SV TEL DS, :
Rk, HSHHIR ORBRE TR 5.
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CTD 325 E#IN(Ey 7T >7) P—a —4E 10mg
FE27TEEA LA
AAT =Yy 7 RERR

Forkx JDERER
(PTP @ LT NI =0 A - BYTF LU T IFZ— b7 V2AELERE KX §)) my bE

& : P-001

AR E# | Initial 17 A 3r A 6 » A
1 HmE e ke ok ey
(1) gk 2 e e HE HE
3 Ee e ke k=
1 Ha BWE B/E BWE
(2) wesEFER™? 2 - e ke HE e
3 A e e BwE
(3) SEH—HFAER 1 XX XX XX XX
HEE (%) 2 XX XX XX XX
$EE - 15.0%LLT 3 XX XX XX XX
YE% Il XX~XX XX~XX XX~XX XX~XX
‘B‘E %Z’l ) 2 YX~XX XX~XX X~ XX XX~XK
s + XKLL 3 XX~XX XX~XX XX~XX . XX~XX
oy 1 XX XX XX 1 xx
———25) Eo%& 2 XX XX XX XX
;ﬁ _( )é)(laxx o ) XX XX XX XX
' 7 ¥H | XX X XX XX
(6) FERR EEWE 1 XX XX XX XX
BHewmE I 2 XX XX X XX
ERYEEE (%) 3 XX - XX XX XX
(6) PiERER HEYWE 1 N.D. & N.D. N.D. N.D.
HEmEIL 2 N. D. N.D. N. D. N.D.
wERMEEE (%) 3 N. D. N.D. N.D. N.D.
(6) FEERER WEME 1 N.D. N.D N.D. N. D.
HiapE I 2 N.D. N.D N. D. N.D.
HEWESE (%) 3 N.D. N.D N.D. N.D.
(6) MEERER WMEWH 1 N. D. N.D N.D. N.D.
FEUADBLDE—7 2 N. D. N.D N.D. N. D.
BrREZRWESE (%) 3 N.D. N. D. N.D. N.D.
(6) MIFERER HiZMYE 1 XX XX XX XX
' 2 XX XX XX XX
wEEMEEE (%) 3 XX XX XX XX

) OND i RHET

x1 HERICRITAESIT THEDRETHD.] THD.
%2 FEIRBRICEITAEAIE [EE X~XX mn, X~XX m ICRIROBREZRT.] THS.
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CTD B2 BERANE 22T »7) P—ot —4E 10mg
T 27485 81 A
ABEDxF Y o BEHL

Forekk  JIEEERER

PTPEELTAI=TAL - RVTFLUFIX— 7428 LFHE XX ED))

2y &5 P-002

AR 4 E# | Initial 1-A 37 A 6 7 A
1 BE we Ba bk
ORI~ 2 BHE Ea BWE B/aE
3 BE Ry e EE
i Ba | #EE HE HWE
(2) FEFRABR*? 2 BWE EE HE k=
3 HE | EE HE #HBE
(3) &EY—HASR 1 XX XX XX XX
JHIEE (%) 2 X X XX XX
K - 15. 0%LL T 3 X XX XX XX
%ﬁdﬁ—éﬁg 1 XX~XX XA~XX XX~ XX XX~ XX
B/~ Fok) 2 XX~XX XX~XX XX~XX XX~XX
st - XX L 3 XX~XX XX~XX XX~XX XX~XX
- 1 XX XX XX XX
;iz—%lf— 2 XX XX XX XX
° 3 XX XX XX XX
¢ XX~XX%
s ¢ (XX | XX X XX
(6) WHpERAER BHRME . |1 X XX XX XX .
HiEWE 1 2 XX XX XX XX
BEDEEE (%) 3 XX XX XX XX
(6) PipERBR BigwmE 1 N.D.¥®  [N.D. N.D. N.D.
B&EWED : 2 N.D. N.D. N.D. N.D.
BgMEESE (%) 3 N.D. N.D. N.D. N.D.
(6) MEEER NERRWE 1 N.D. N.D. N.D. N.D.
HEWHEN 2 N.D. N.D. N.D. N.D.
HRYEEE (%) 3 N.D. N.D. N.D. N.D.
(6) MEPERAER FEEYE 1 N.D. N.D. N.D. N.D.
ERUSNDELOE—2 2 N.D. N.D. N.D. N. D.
BERERDESE (%) 3 N.D. N.D. N.D. N.D.
(6) #ipERAER HEEWME 1 XX X XX XX
2 XX XX XX XX
REZWHSE (%) 3 XX XX XX XX

) N.D.  :Rfed
*1 HERIZBIT2EEX AEORETHS.| Tho.
%2 FERERBRICEIT 2EAE NEE X~X mm, XX~XX m ICRIROERETT. | THo.
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CTD B28 B#RA(Ey 272 7) Z—+ 4 10mg

k2748431 A
AAxC= i Y v o BEGE
Feaok  IEEAAER
(PTP @3 LTI = A« BYTZF LT IF— b7 o A LAELEE X))
o v FEE ;. P-003
R4 [E# | Initial 17 A 37 A 6 B
1 wE BE HE piohay
(D ¥ R* 2 BEwE HWE HE | EE
3 e Ry He e
1 k=Y wHWa BE BEWE
(2) FeRRER*? 2 BE e iy ®BwE
3 BE BE - e mE
(3) SEY—HAR 1 XX XX XX XX
HEMF (%) 2 XX XX XX XX
R : 15. 0%LLT 3 XX XX XX XX
yﬁ%f—t(ﬂo—% 1 KX ~XX XX~XX XX~XX XX~XX
i B~ ) 2 XX~XX XX~XX XX~XX XX~XX
sk - XLl 3 XX~XX XX~XX XX~XX XX~¥X
1 X XX
_(6) fEfE 2 xi XX g )g
=& (%) 3 XX XX XX XX
RS - XX~XX%
YHy XX XX XX XX
(6) PLERER \EMWE 1 XX XX XX XX
|ximE 1 2 XX XX XX XX
mEhEeE (%) 3 XX XX XX XX
(6) FiERBRR HEME 1 N.D. ® N.D. N.D. . N.D.
B\EME L 2 N.D. N. D. | N.D. N. D.
mgmEaR (%) 3 N.D. | N.D. N.D. N.D.
(6) FiERER BEWHE il N.D. N.D. N. D. N.D.
EHEmEm 2 N.D N.D. N. D. N.D.
mgwEERE (%) ) N.D N.D. N.D. N.D.
(6) PLERERR HEWH i N.D N.D. N.D. N. D.
s o@Es De—r 2 N.D N.D. N.D. N. D.
BEXREEDESE (%) 3 N.D N.D. N.D. N.D.
(6) PERER HEYYE 1 XX XX XX XX
2 XX XX XX XX
wEgmEEE (%) 3 XX XX XX |l xx

) N.D. BRHEET

%1 fHERECBITAESE (BARDFRETHS.] THD.
%2 FERABICRITAESIE [ER X~XX mm, X~XX nn [ZRINOWKEZTY.] THD.
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CTD B 25 EBIN(Ey T vT) Z—oa —££ 10mg

Fok274# 8.5 831 A
A7 Y w2 BEHA
Fekkk  JIBRER .
(BEEHl ) AFNY) FEORY =F LU URIANREZERE XXED))
= v FEE - P-001
REBR4L " E# | Initial |18 3, A 6 A
1 e EE A B
ORI 40 2 Sy Ba HE e
3 BE BE & e
§il Ba Ba BE ke
(2) FEEABR*? 2 BE HE & BE .
3 HWE BE .| E#E HE
(3) EEH—MHFEER 1 PO XX XX XX
HEME (%) 2 XX XX XX XX
R - 15. 0%LL T 3 ). G XX XX X
| % 1 XX~XX XX~XX XX~ XX XX~XX
BB 2 XX~XX XX~XX B~XE | XX~x
44« TXOLLLE 3 XX~XX XX~XX | XX~xx XX~XX
I XX XX . XX XX
% 2 XX XX XX | xx
F =N 3 XX XX XX XX
: XX~XX%
il , g E ¥ XX XX XX XX
(6) MipEalE: HEME i XX XX XX ) 6¢
mEEwmE 1 2 XX XX XX X
magmEaE (%) 3 XX XX XX XX
(6) HuEEEER HEWE i N.D. ® N.D. N. D. N.D.
\mEmE 2 N.D. N.D. N. D. N.D.
HEEMEEE (%) 3 N.D N. D. N.D - IN.D
(6) MiEFEER EEWME 1 N.D. N. D. N. D. N.D.
EZHE 2 N.D. N. D. N. D. N.D.
HahEsE (%) 3 N. D. N.D. N.D. N.D.
(6) MIFEAERR WHEME il N. D. N. D. N.D. N.D.
tEEADEL DE—T 2 N.D. N. D. N. D. N.D.
BAERWESE (%) 3 N.D. N.D. N.D. N.D.
(6) MIPERARR FHEMH i XX XX XX XX
) XX XX XX XX
WEEDESE (%) 3 XX XX XX XX

) N.D.. : e

*1 MREBIT2ESIX TBRAORETHD.| THS.
*2 FERRRICBITAHEAIE IHE XX~XX nn, XX~XX nm ZRIROBREZFRT. | THAB.
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CTD EB23 FEHN Ty 27 27) Z—o —4E 10mg

Wt 278 81 H
AAES =Y v 2 BEHE
Fowkk  IERRR
(K (Y AHFNV) FEORY = F LV IRIEANTZES (X&)
oy hER : P-002 -
SHERA, BEl# | Initial 1A 35 H 6 » B
. 1 gy HWE HE e
(1) & k¥t 2 HE He e EE
3 gy bRy HE e
1 WE e e A EE
(2) WEsERRABR*: 2 BE e He e
3 gy iy Ny HE
(3) ZE¥—MHER 1 XX XX XX XX
HIEME (%) 2 XX XX XX XX
& - 15.0%LLF 3 XX XX XX XX
%%Tfé% 1 XX~XX XX~XX XX~XX XX~XX
st Ly 2 X~XX XX~XX XX~XX XK~ XX
s b - XX LA E 3 XX~XX XX~XX XX~XX XX~XX
—_ 1 XX XX XX - XX
(o) ERiL 2 O XX XX XX
;&% _( x/;()fvxx o 3 XX XX XX XX
' ° | XX XX XX
(6) FLERE BEHE 1 X XX X XX
HgmE 1 2 X XX XX | xx
ERMEEE (%) 3 XX XX )04 XX
(6) FLEEFER HEWE 1 N.D. ® N.D N.D. N. D.
H|EmEI 2 N.D. N.D N.D. N.D.
HEMEEE (%) 3 N.D. N.D N.D. N.D.
(6) MERER HEWE 1 N.D N.D N.D. N.D.
EEmE 2 N.D N.D N.D. N.D.
wmEMESE (%) 3 N.D |N-D N.D. N.D.
(6) PIERER WEWHE 1 N.D N.D N.D. N.D.
RSN DOE L DE—2 2 N.D N.D N.D. N.D.
EXREEDESE (%) 3 N.D. N.D. N.D. N.D.
(6) HhPERABR FEWME 1 XX XX XX XX
2 XX X XX XX
wEEwESE (%) 3 XX XX XX XX

#) ND. BT

1 MRICBITIEEE BEORETHS. ] THD.
%2 FERRBRICBITAEEE NHEE X~XX m, X~XX m KRIROBRETRT. | TH5.
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CTD 23 BTy 2T >7) S—ot —4F 10mg

FE 27484317
APz o r BEGS
Fedoex  IEEAER
(FBAR VA7) fFEoR) =FUUARIRANZRLE XX 8)
oy F3#EE - P-003
R4 [E# | Initial 1A 3rA 6 » A
1 B wWaE ey ke
(1) ¥ R* 2 b iy WA e ok
3 e o kay ke ke
1 HWE WE ey Pz oy
(2) FEsEARR*? 2 b ke bk WA A
3 e ke A e
(3) E&H—MHAR 1 XX XX XX 94
HIEME (%) 2 XX XX XX XX
K : 15, 0%LLF 3 XX XX XX XX
% 1 XX~XX XX~XX XX~XX XX~XX
(o~ ) 2 XX~XX XX~XX XX~XX XX~XX
st « xxo6LLE 3 XX~XX XX~XX XX~XX XX~XX
") 1 XX XX XX XX
% 2 XX XX XX XX
;E -(x/;() - 3 XX XX XX XX
' ° | xx XX XX XX
(6) PiEFE BEWH 1 XX XX XX X%
HgwE 1 2 XX XX % XX
mEvESE (%) 3 XX XX XX XX
(6) MipERAER BEHHE 1 N.D. ® N. D. N.D. N. D.
HEpEn 2 N. D. N. D. N.D. N.D.
BemEsE (%) 3 N.D. N.D. N.D. N.D.
(6) MR REWH 1 N.D. N.D. N.D. N.D.
HigwEm ‘ 2 N.D. N.D. N.D. N.D.
BRYESE (%) 3 N.D. N.D. N.D. { N.D.
(6) #pEERER HEWE il N.D. N.D. N.D. N.D.
ErRUADEZ DY —7 2 N.D. N.D. N.D. N. D.
BEREBRMESE (%) 3 N.D. N.D. N.D. N.D.
(6) PHEERE: EEWMYE 1 X XX )¢ QI XX
2 XX XX XX XX
wIEgWEEE (%) 3 XX XX 13X XX

¥£) N.D. e

%1 HERICBT2EE8 TARORETHS.] THB.
*2 FERRRRICKAEATE R X~XX nm, XX~XX nm CRROBRETRT.| TH5.
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CTD E25 ERINEy 27> 7)) F— —4 I0mg
TR 278 H 31 A
A&z Y 2 BEGR

2.3.A ZOfft
ST, FAEBIICEYT &I,
2.3A.1 BIEHBREURE (O—A—6 10n:, RE)
2.3.A.2 SRMEBRRENEOLZLMFM (P —A —8 10mg, REE)
2.3.A.3 WA (P—A —8€ 10 mg, REE)

 [ZofhomERoEELR] §
BEZSUCRETS. (FR2147A TR RAEE 0707 RE 35 FETBHIER
RLREEEERRRN K3 22R) -
FHERMAEZER L COAE, 23A3 KRE#HTS. $AEP2—1 10 1LI3ICHERL
TRE#, W™fTT5. z

2.3.A SEIET A EEER
- F D




CTD B2 BEANEy 2T v7) PP—o —4E 10mg
Pk 27484 31 A
HAES xRV o 2 B b L

2.3.R HBOEREE
TN T HERNTARR .

23R REIZETEIEER
f SWOTRER



CTD Z 25 oy 27 >»7) P—1—4€ 10mg
et 27484 31 A

BEI=F Yy 2 BELS

2.4  FEEFRICE T 2 HIEH

ABIF LIRSy (10 0 3) FOMOEES L LTHESNE. EEROEBPHFCHELER
FREBEECOWT] (PRR264E11 A 21 B RABER 11218 125) 5 &, XK,
EYBERRE UEERRIITETHS.
ik,ﬁ%ﬁaihéﬁ%%ﬁmmfﬂ%fﬁﬁ@ﬁ%ﬁ%%&ﬁﬁﬂ?f&ot.%ﬂmf
WA 2SRRI D bR T, BERRBRICEBVCHLEMIIED bhiaho7 (23 P81 &

sokk~oxdkZE ) |
Sl by, AEAICBNCHERRBRIIRE LML,

2.4 JEERFRICERT A BLIERE M



CTD B2X BEANTy 27 »7) P—t —4F 10mg
Fsk 27488 31 A
BEZx R Y w2 WEHS

2.5 ﬁﬁhﬁfb&ﬁﬂﬁ(ﬁ%ﬂﬁﬂ@)
2.5.1 DRI
fﬁ%ﬁiOOOﬁﬁAﬁ BWTHESh - EEEZENEETHS. BNTIE, TO00]
CEMEEZRL LT 3V EE 10mgl DIRFEL T XXE X ANBIRFEERLTVAS.
LEhiX, 18P Y—A —% 10mg BEFTIHERTH D, BV 10mg OBRBEERKD—
A —§E 10mg ODRFELEE Liz. BERABMEEHZRL LEADENRSHRRI Y, B Y
§E 10mg & ¥—A —§E 10mg BEMFHIAETH S LHBHLEZ L2 b, AROFRAERRE

S =

179.

/—4—ﬁ1wgm t/nxﬁlmmD&%Eﬁmabrﬁ%ént

EmMORRICHT=o T, TEHFORENRBRT A FF 4 2] T/, AWFEHREHRRE =
fE L7z,

EMFHREEFTEM T A —F—TH 5 AUCt KR Conax OXBAHIZOWT, EHEEREICLY
HEZAToTe L 25, FHHEOZED 90%EHEM L AUCt 23 log (XX) ~1log (XX), Cmax }¥ log(XX)
~log(XX) TH D, EYFEHREEOEEZHI- LW 2.788).

PLEXD, BU /WY EE 10mg & ¥ —4 —§E 10mg 1TEMFERCEETH D L HBT L.

2.5.3 ERAREERIZEG Y 2 VA0
ZET DEEHT R

2.5.4 DEEHES
ZE T HRHIR.

2.5.5 R OBEM

V—A —§E 10mg &t /3VEE 10mg DEMFHRSHRRICBVW TR bW FEEFHR T
BWERZ, 27421077, AYENRSEHRRICBOW T, BERVEELRFERRIIHYTIE
FIIERH bhiahotz. Ei, EVFNRSHETED Bntﬁu’%ﬁiﬁﬁﬁwzﬁi WS AR
MR IIHBRE EA OEBIFEEAN & ¥ X h2(2.7.4.3 258).

DA —REACH L TIOOI D%hiE-20R, THRAICK 1A 1E16(P—(—L LT 10mg)
PROBETS.] OfE - AET, OOOKRESH I VAREINLTWS. EMEHRSHERRIC
BWT, V—A —§ 10mg XXV 10mg & OAMENRSEHR TSN, EEELRUEIE
RIZBWT, FICREE 2 b0y LT Eh -,

256 X714y bheYRZIZHET AR
EMERNRSEUERBROERND, P —4 —48E 10mg &3V EE 10mg IXEDEHCRETH
AT LREENT.
TDOZENG, V—A —E 10ng ITERBBIZB N TEL /A E 10mg ORBE Y L CHEHATE
THDHEEZSD.

- [ ofoRRREOERA] | :
L. EMPHRSERRTT, SREALFHELEEOMT AEFRICMLIOEERR AL |
B4, PD MBI L ) MEMETFM LA BER, TORRELEERY, 256 KERT 5. |
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2.5 ERSRICHT 2 BHEREM
(ERPRBEHESEAIL)



00 =3O UL Wk~

[d=]

CTD Z 25 F#P(Ey2r7y>) ZF—7 —4€ I0mg
FeE 27485 31 A
BAS =z R T » 7 BEGE

2.6 FEREKRBROME TR CHEER

2.6.1 S )
ABFNLREERS (10 0 3) ZOMOERRE LTRES . [EEROKBRHFICRLAR

FREBEICHOWT] (ER264 11 A 21 B RAFER 1121512 5) 1205 &, KERR,
HERERRE CEERBRIIRTETH S.

ABANIERRNAITS IRV, £, FRCETAIERMERV TN O REMOHER
RUBLBEUT Chol. HANC THMT 30MERMIIREDONT, REERRIZENTD
BIRD ol (2.3 P81 Fhek~wexB ).

Pz kY, AEACEOCHERRRBIITE &I L.

BUF, TACEBRWCRYET HEEHIZRW.

2.6.2 FKIEFRBROPEL
2.6.3 KERBEIER
2.6.4 FpEHHRABR OBE

2.6.5 FppEhibBRgER
2.6.6 FHERABROBIEX
2.6.7 FIEABRBIER

2.6 HFEARROMEXRUMER



CTD 28 EBINEy 2T y7) P —§E 10mg
Bk 274 8 5 31 A
A=z 3 Y w2 BERL

2.7 FRAREEE
2.7.1 EMFERIFREBI CBE S 2 ST ROHRE

él%omwﬂﬁﬁmﬁ )

: 2.7.1 XiX 2.7.6 DIEIZHBWT, BERBRIIP L L b UTOAERETS.
por- 3

B RE G

REROBRM

B - HE (7o 24 —"—RRoKEHME2ST)
EYREORESRA » b

R EEFIE, REATSRER OEFIE

TR AL FOEYBIRE T A —F —DFE
AUCT 3 AUCoDM%LL ETHh 5 Ha.
REMOHERE (FIE)

2.7.1.1 BEERUHE

2.7.1.1.1 HE
UV EE 10mg F, AAAMRETIC kwrﬁ%éﬂtlll+lllﬁraé BT
W, o e - C BEITER - K72 BHR XX » EUECERRESh, TREA TN . zl:im_m\

T, 18P —A—% Img AT HEATH D 23VE 10mg B, XEX ANGREE
TW5 2,

EEFCL, MERPRICE > TREMBERBEEEINREZET, « « « ~HEERER S
hBEEZBENTNS. » + « « LHEINTWA Y, EYBIRICOVTIE, BERAICELTY
—A —10mg ZHEEHBENRELEE, V—A—® tnax XX hr- - - - -+ ThHot®.

X1 EFCY—A—% I0mg EFTREMTH D, BNV EE 10mg OBRBERER D — 1
—&E 10mg RS L7-.

BV EE 10mg & DEYFMREELZREET 2ICHTZY, [EMFHRRIGHERRY A K74
V1 Y, BHRABRRURERABESEE 2SR E L 2R 2807 a R F——ic L 3
RAFTNAZEVT 4 BT 24EMFNRSEERREER Lz, 2.7.1.2 CHEHRREVEY
FRREHERBROBROBENERLE.

2.7.1.1.2 REBEFEOHE

BREABHEIZY — A —10mg ZHERORE L L &, O— A —DEYERENT A —F —
FrokDLBY Tho72 . |

YUY 10mg DR - AR, TRARIZIB1IE 18 (P——L LT 10mg) 2&E0H
5551 LHEESNTVWS V. AYFPHRSHRRYT A P4 0T, #E5EX TRAIE LT,
1 #EBMAIREEARZHAWVWS. ] LHESRTWA D, P— A —DEERTREUE S0
Cmax £V, KRR 1 FIREES 1 HEHUTHD 18 (P—AA—2 LT 10mg) &L FR
BROBBRERL, T DIRYEHEE® L b, Kﬁﬁ@%%ﬁﬁ&@ﬁmﬁ%&ﬁhﬁ@&ﬁﬁﬁ&
EEDDBEDICHELEL bNAFIED 1 BEXXH & L.

U—A —$§E 10mg DAEPFHRSEHRRICTHVW - NIERBFR OO — 4 —BERIEICIT,
BEIu= N5 T7 4~/ F T ATRAARZ b A ) —28BA L. KREEOSHIEAY F
—2 3 VORBROENE 27113 1Rz £, BHERTO Y —A —DEREICIIKE S o
<~ NSTTA—FBRBL, HWEANY) TV a VEROENE 2.71.1.4 1R LTs.

: [EothoREROEER]

: b PSRRI EDERRSERR T ER L 2558121, %@Eﬁkk%h,ﬁﬁ&@%
UHROREHRNZRET oL, RRERII26 IcR#T 5.

EEEVORA ORI CAHAR CREM2HBET 3B403, mnm%ﬂﬁ%wﬁﬁ%%
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CTD H 28 FERONEy 2T 7)) ZP—oa —4E 10mg
P27 84 31
AEZ =RV » 27 HEHS

ZR (EEAZR) LAY 5. :
Bt OREIEIC BE R EBEHRBROW-THBHET 272 SHASEMLLEIIREZHVWD
7 ERELFHEDLHYOTSBATS. ]

P [HR]

: =Ex (BERER) OffHiL, £Y¥=2—/N5 b53.121ICRETS.
YEHEENY, £Y2—A5 5.3.1.3KCRHET5.
SHEORNOERIT, TPa2—A5 5.3.1.4CHET5.

2.7.1.1.3 AERBHEYBRESIIEDON)TF—a

[EX R BERICBIT B EEREPEDBESTIHEDONY F— 3 VZETHEHA KT A ) (F
R26E4H 1R EEFEEHR 04015 15) CESWT, b MUERHROY— 1 —RERERE
DISHIENRY F—3 9 B LT fE R T~ Hoek TR T,

Frrk DB 2ng/ml DEHSRL 2 BIEM 15% 2B 208, TREP 6 RENLI5%LUATH
o r LN EEEITEAE L TWA L L. FOMOERIZOWVWTIT N TEENTH T,
bk, SAERBhEDRESITEOZAMIER S, 2 &hﬁﬁ%ﬁ#é:&ﬁﬁ%
T&E .

- [rofoRERFOERER]
: [EE S BASEIC BT B AR B ESITED ) T — 3 VIZBET VA P51 )
W To 2N F—va VORRB LW, TOFEHRETLETD.
ESHEBORRITETD 2 —/L 2 ~BHAE.
N F g BT, %wmw%é?«%?ﬁﬁam%nﬁ%wf%%ﬂﬁté
il z 0,
- AT OFER R UHE B
- Bor
- RBEBEORL (LEOEE)
- BRI A0RER, UEKIER
- RE\EWEI Y M T A (RREYE, LETBEFORR)
BHTFons.

P AEORERICHIY, 53.14 %téw&_owfaxﬁéfﬁbtHE%&%%K%H&?
AR R EREMTIEO ) T— Y 3 VBT BN A KT A ) B CBERITATR R |
 BRERORREIRRICOVT] 15, BRZEDDS. :
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CTD 28 EBBRIN(Ey2 T »7) S—a —4E 10mg

FEok 27484 31 A
AxZz Y v HEGS

Frex b MMERAB POV — A —REMEEOOITENS) T—V s VORE

StTxtRmE P —
SO IETE/ C XY EINm
EEZHA (ng/mL) 1.00 ~ 100.00
=T X% ~ XX%
BiR VAR A
t I g XX% ~ XK%
HE XX%
EETHR 1ng/mL
R FREE XX %
LLOQ XX %

E ,
ﬁi;ﬁ ~ B LLOQELAY X% ~ XK#
, EFER (1R B) y=0. __x+0.00___ (EH1/x?)

: =Yg -X.X %
Foa Y —F—ri— VAR AL
& ’ | | FIEEY R XX %
LLOQ XX %
SPTEANEE) e LLOQLA} X% ~ XX%
(n=5) LLOQ XX %
RE LLOQEAS “XX% ~ -XX%
LLO XX
N -
ST A RAEE _ LLOQEA S} X% -~ XX%
BHRED) LLOQ XX %
RE LLOQEA S} XX% ~ -XXY%
IR RE X%
S 7;(7‘< . y xA
< bV w7 R%HE KE —— 57
. BE LX %
FROZYH 5%
d HE XXY%
HEHRGFREEN -t ARFR XX% ~ XX%
WHERR N | -30CRE/EE | 5@ XX% ~ -XX%
BB E R P EN 15°CERE 3R LX% ~ -XXY%
EHRFEEE - -30CRE 25 A XX% ~ XX%
BRI P EEMN 1CRRE 418 R -XX% ~ -XX%

Feek ISR FRER[BRRES ; XX

ISR R (ISR Eheatii, 23k

XX X% (XX/XXX)

ETEPRUEER (EHENBURE TSR EfERtEHE)

XX X% (XX/XX)

- HE

HIEN

Fweok TSR AFER [RBRE S ; XXX]

ISR EME (ISR EMErEH 2 ERK

XX X% (XX/XXX)

EENRSIR (EENREHE TSR EHEREHL)

XX X% (XX/XX)

HE

EHER
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CTD B2E ZHOEy 77 27) Z—a—4 10mg
FErk 27484 31 4

RAEI =Y v o BEBS
2.7.1.1.4 BHEBRROSWESR)T—a
AHRBRICHVW S EEBEOSTENY 7F— 3 VOBEZ U TIRT.
Faek BHRBRICBIT A U— A —EREONEAY T — 3 L OfRER
=H ' TER

KB ’

FRBSHREK
TEHR i EIf 2

BREYHM
#oH

)&
i BEDEHRER

EERE
TR AR E R

ERREOEEXE

EERE
=N (RH) BRBE Fr AR =

AR DS KR

2.7.1.2 {4 ORBREROERN
2.7.1.2.1 FEHRAER

AR RIERRBR T A R4 Ve, EERRZREL, RREA L EERF OE N
OFEPMEEFHE L.

HFBIKI L V82 10mg D 3 = v MIoE, pHL.2, XX, 6.8, - - KORBREZ AW THEHR
BRa T 7. PRIOEBHEELRT ey FES SP-999 #E#HRA L L TERL, pH3.0~pH 5.0
(DREEE LT pH XX, /% F/AEIEES 100 rpm OFRBRIK & LT pH XX Z&R L7z,

SREABIHN S — A —§F 10mg K OUERERIFIE L 3V EE 10mg 122\ T, EWFRIRSEERRT A
K54 Ve, BHRBRZER L, RBER T e, FRRIKE CEERO S iR
ekl L. WENORBRIER CREERICEO T, BHESI OB O EEEICES L.

Fakk  U— A —8F 10mg K OVE LY BE 10mg DRI D H EEHER UHIER R

SRERIR YRR (%) U D 2

) |EER Cwwm wwmm | 0 | oer |HE
Mo [m s e axTex -
sorea) = = gi T ii 0
O - S s O L
£ .
R INeTE L sie
: 4
e ey o s
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CTD BEH EBI(FEy2 7 >7) P—o—4E 10mg

Bk 278K 31 A
AES= R o BE L
EHEHE®%)£S.D. h=12)
120
100 + == —8 o BB
~ 80 |
=
% 60t —o— A
H
3‘@ 40 -
20 |
0
0 5 16 15 20 25 30 35 40 45 50
BRI ()
Kook TR BUA R UMETERIE) O 3588 HH gh AR
P [EOhOREFOEER]

RBIEZ L Ic oW TERE iR A R T 5. ;

BEHRBRIC L 2RASEHOHTIC>VWTI, AWVWEFHEICL VRO L2 LT L COLEFES
: BT 5. -
- F2EEREER LBA0HIEE, HELE, HIE

- B & DI HEOH EREFR

2.7.1.2.2 A¥FHRIEMERER
HERRABHERELRRIC2H 2O a A4 —"—EIc LD, P— A —§ 10mg RUE
NI EE 10mg ZHEREERAKES L, £YFENRSEEHRBRTA FT74 Vicsty, WK oLy
FREEEZ M L.

(1) FHRBR

FHRRIZBNT, mEHE 1 ERNIRE LB OBERE O Cnax 1L XX~ X ng/uk THY, +
SRR — A —REHEBBIER SN, REERVERGHRIZIYU Th-o. SHRE
? tmax (X XX~XX hr TH Y, HMEFRIE HREERNC 1 R, Cnax IZZET B XTI 1 4, Coax [
EIZ 2 R, HFBRIC 3 ROFH7 KU E] 2872 LTWi. AUC K (AUC,/AUC,) DERMEITR
BRF|, BEREAEAEN XX %, X %ThHD, BMERMLFEFRIT TAUC, 28 AUC., D 80% LA iz 72
BRER] W LT, BIHMESHOMEPREZSHERE CTETRERECHY, hE
RIS TH o7, LEizXY, TRERORBRT VA ixB@ITHY, £WFEHRSEHOHE
EITHZENTES LA L.

F7z, AUC, RO\ Cmax OIEFMEDOHERE T/ 25, MEEHRHEE R L0, £WEREeE
MRBRTA FF A iV, SEHENT Iz Bz,

FRBROMBEP O — 1 —DEHBRERS % Mo T, REFEROEN % Fow0k, FITEE S Brek
i L7z.

ARSI AT A —F— T 3 AUC, R Cnax OXRFEICSOWT, EEKREEICL Y
HIEZEIT-TL Z A, FHADED 90%FEHEEMIL AUC, 28 log (XX) ~1log(XX), Cmax IE log(XX)
~log(XX) CTdho7-.

2.7 ERFREIE



CTD E 25 ERINE>2 T »7) Z—o —42 10mg
Tt 27E8H 31 A
AES =R Y v 7 FEES

350
300 —o— {EHESIA
' —o— HREREAE
250
)
\fo 200
=
i
& 150
& 100
= |
50
0 O— 1 1 1 -—0
0 6 12 18 24
& Chr)
Beer s — DO THIRERT
Fokex  fEATRE R
: oA | R BERA] | g e | RERED | ]
FIBIES T A~ | s | potmsmemn | S0 0 | 0w EmRR | E
AUCt
HENT (Og-hr/mL)
A E— Cmax
(Og /mL)
AUCinf -
(Og-hr/mL)
BENS Tmax B
A= (hr)
£1/2 2 = -
(hr)

EHEREICESS | BHEFRErEH L 25, AUC, B XX, Cmax XX HITHoTz. Fl
BMARRIZL Y Cnax BAEWPHREMRRYT A P54 o OHEEELWMS Rh o7, EERHE
BRENCARRELERT 5 - L CEMFHRSHZIMTE 5 LW L. ARROTREEIT
Cmax OETEFIEA 1 B X FlEHINEZ &0, 1 B XX 4] RERER XX F) 29@8T
HBEEZT.

ARERITTRER L F—ORBRTFA LT 1 FHEX 6l (REREL X ) I TEMmLE.

(2) AFABR

ARBRICB\OT, AEKY 1 ERNHRE LB OFHRE O Cnax 12 XX~XX ng/ul THY, +
S EERO— A —REERARER SR D, REBRRUERMBARRZY T . BHBE
O tmax 1 XX~3XX hr TH 0, HMEFSIT HBESEANC 1A, Cnax KETSETIZ 1R, Cmax ft
P 2 A, BRI 3 A 7T ALl I LTz, AUC thOFEEEIRBREG, HER
HENEN XX%, XX%Thb, BRERMmAERIT TAUC, 2% AUC.® 80%LL EIC/R R Z/c L
T, BTHRETONEFREILERE CEETRMERBTHY, AEHRIIRZYETH-
7. BECLD, ARBORBRT VA VITHEOTHY, EYFRNREEOHEERTI L TE
By,

2.7 [ERARAELE




CTD B25 EBA(Ey2 T »7) PP—f —4F 10mg
ErE274E8 A4 31 A
AEI=RY v o BEHE

F77, AUC, RN Cnax DIEHMEDHER 21T/ 25, MEIEHREZ R LD, E%%ﬁ’]ﬂ%
WREBET A KT A VIRV, FEHETICIxiEiEz 2 Av iz,

tﬁﬁ@ﬂﬁW?—4—@$ﬂﬁEﬁ$%@#ﬂ;aﬁﬁ%oﬁﬁ%iwkﬁﬁ#%%iw*
}L—T L/Ts_

AEYERREETR T A — 5~T%5mmﬁucmx®ﬁ&ﬁ_omf EHEEREEI
HEET-E A, FHEDZED 90%EHEKMIX AUC, 8 log(XX) ~log (XX), Cmax iX log(XX)
~log(XN) TH Y, AUC, KT} Cnax HPAEYFHIRGUHRBRY A F 74 0 OWEREL LT,

- [RotiomEEROERR] :
: %ﬁﬁﬁﬁ@%ﬁ#ﬁékﬁd%Wﬁﬁmﬁﬁ%%mLt%%ﬂ,%ﬁﬁﬁﬁﬁ%mgdw;
TR L RRT D GRROLOFRLARR L ASEBNRROBRESDE T % |
115 Z Lo QO EBRITEE). ;

350
300 —o— RERH
—O— FREREF
250
fj
§, 200
5
% 150
f 14
% 100
g
50
00 ' : ' ———°
0 6 12 18 24
BrREithr)
Book iy $E S — A — DIFIREEHD
Forkx  FEOTHE R
. €5 2 RBREA EHERA . AEH D | 3
RIBIE ST 2 =5 = | o mmem | cpiommsme | o0 T | oo mimpcpg |
AUCt :
HIEANZ (Og+hr/mL)
A—F— Cmax
(Og /mL)
AUCinf B
(Og-hr/mL)
BENRT Tmax -
A—H— (hr) ;
t1/2 N ~ B
(hr)
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CTD BB 28 B#EA(Ty27y7) ZF—a —4E 10mg
k2784 31 A
AEZz 3 Y o HERS

2.7.1.3 £RBREE L COEROLE L FAT

SREABIF S — A —$F 10mg & EERIFE L3V EE 10mg 1T, EHRBRIZB W CEH B 0L
HOYEREMEICES L, £EUFEHREHRRICBWL TS, AUC, KT Cmax BRAEYFEHRISHERBRY
4 RTA v DHEEEEHL Ol &nb, EMFHICRASETH Y, BRENZRFEERF
FECEB &YW LE.

2.7.14 {4 ,
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CTD E 28 BRINE 2T 7)) F—ot —4E 10mg
Fk274E84 31 A
AAEZx RV o BERR

2.7.2 BEEREBEHBROHEE
PUF, TFAIEBICERY T8RRI 2.

2.7.2.1 HEREUEE '

2.72.2 HxDRBEROEN

2.72.3 2HBREBAL TOERDOLE L FET
2.7.2.4 HRILRBR '
2.7.2.5 fIéx

2.7.3 BEERMIEEOHEE
UTF, FAREBICEYTHERHIRV.

2.7.3.1 HERUHHE

2.7.3.2 fHx ORBREROEN

2733 2FABRLTEL TORBREDOLE L AFT
2.7.3.4 MR - AECET 2 BIREROHENT
2.7.3.5 DROEFE, WEKE

2.7.3.6 fI&&k

2.7.4 BERMIREM OHE

- [rofomEROEER]
' 2.7.4 Xi% 2.7.6 DEIZBWTEEHOKROMEZ TR T 5.

2.7.4.1 ERS~ORE

2.7.4.1.1 REHRZESMEFMFERVEEERROSR

BERABMEREE ZHRICARERBEZX AR EE Lz2R 207 v 24— " —3kic LD,
DA —§E 10mg R E 3V 8 10mg ZHEAHERORE Uz, #HRELITRE XA, AR
BRXHTHoTr.

- [FofoRBEFOERR]
: REFROER, FESEROFMEZERTD.

2.7.4.1.2 2RAZEBERT
BREAREEINT-LTOHEBRE L LEEHOFFMORERE U, #HRERIITFRER X #, 4%
BRXXHTHoT.

27413 TRBRRBMER DA DRI R O O o Kt ,
TFREDHRE OFET XX~XX %, BMI 1T XXX~XXX, ARBROHHRE OFIIL X~XX &,
BMI i XXX~XXX ThoT.

2742 HEEZ
HFEEZRUBIERAORRRIZ Fooek, w8 Lic. BEERESO XFF 161 (1) <F

FEELPBO LN, AERIT ALT HINTH VY BRBRE L ORREHRITEERZL L HESh. &

BT < EELTEY BRREMERRW BT s .
REROEERAEFRIIZY T2HAIRO bR P- T,

10
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CTD #Z25 ZEH#HINE» 277 >7) F—+ —4E 10mg
Pk 27484 31 A
Hn#f.“/'z*yyfﬂ%gé

- [zofioR#ROERR]
. AEER AERORBRDL IR OVTE, FRILONRLDNS L) KRRT .

Froox FEFRRUVBERBEREE

\\\\\\\\\\éw | FRE i
- [eEE |p BEE |k wBL |k \
pndl (A 3 | I (i R TS L

e REBEA (XX 0 (0.0) |0 |VY 0 0.0 oz 0 (0.0) |0

BHERA X 1 (XX |1 | 1 XX 1 |z 0 (0.0) |0
BIHER* HERSUAH xx 0 (0.0) [0 (WY 0 (0.0) [0 |ZZ 0 (0.0) 0
s RAER XX 0 (.0) [0 WY 0 (0.0) {0 |ZZ 0 (0.0) |0

*  RRE L OREBESEETERVEEFR

ook FRONR
HEER . E
ALT 38 - g

2.7.4.3 HEREEOFH
A HREARRICBO TR b, BRREEOGRBO—RR 2R R URTR LT
e f —§E 10mg 5 TIXX FI9F XX i, £ 8V 8 10mg TIX XX FIF XX FllcRER IR
ERZED b, O—A 8 10mg BETIZ5 6 (6 4) BEREFFHIOAMRY, WREE
Bt oRER (pH), RUEREE S0P, IRRRETE 2 6l (24) EREE
B RS (pH) iWTth b ARNEE X IIHRE BH OLBEEN & HE SN

Fr BERREARE R (FRAR)

| RERB ‘ ' e | BE
T e wex |(#se 2% zwm
! o |TRE4 FHEH wfy | BEA 24 | e | P

&5 HE | o

= FIE
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#HH | AA YY ~ YY YYY YYY
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=2 HE4 E7EfE HAfL B EHI 24 FFH wE iDUE
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Fk274£8A4 31 A

AEI =30y 7 RFERE

2744 A ZNFA Yy, EEAFTRRURSMICEET S MOBEER

S AR BV TRD i, BEEAREBOGRBLO—FRE Rtk R TNk
U7, XX fil XX Blic i 5% IOaBEATED b, WINbEBELHESH, RANICE

ERBEIIRD b T,

g BEBFORERE-E (FRR)

B WmAEHHE

k- PP = A
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#55

®51%
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=8
HiE
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rHE

HE

XX | XX |#H | 00 XX ~ XX

XXX

XXX’
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Ere ELEMREARE—E  RR)

B8 E R o
bi = EHBR% ‘ HIEE BAfr

TREREE
B5Al

®51%
24 FER
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YYY

2745 RABEEMRCIRRTICRT 2EEME
LT HERHIR.

2.7.4.6 WRET—F
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2.7.4.7 £+
ZYT A ERHTRV.

2.1.5 ZEICER
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2) 000
3) 000
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5) 00®
6) 000

7 000
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