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CEE) OND BRI
® Eﬁmwﬁgﬁﬁﬁ4b74/(?ﬁl&ﬁ3ﬁ305ﬁ@%&%3mﬁﬁ

23545 HEEURRFEOR LY k
AIREEIT EP A TH Y, AREOHEIZ SN THABNCE EP &R UAMK 248 L.
BL, EeRICoVTIEARERY —AERBRIEDE 2 WAt L. I SRE R ORI
oV TR s B IRAT B TTREE 0 @ 3 MBI oV TH B JARE L.

P [T oioERFOREA]
§ WREDORN, BEEHRRTIEFOREOCELXFLRETS.
P ‘

é #ish (USP, EP, BP) OAEELZRILL TS

FED ICH #8FiICT3 .
k4] ORETH, TR RE, MASBRECIAEERMELLET, Thb
AT 5. 7 :
A« oERpECRE (FR, RGLERET) 2E#HiTs.

(1] $HRE L BABRE A

1. HER _
EP (60, $H% TRBORBERRTHS. | LRELE. RRBRITN TS BEOHRE
R TH Y, BEERETHS L L. _

2. FERREER (D _ ‘

EPITHEV, BHEE (REDARS P LARFOBRARY MV EHET R L&, AEDARY
FAIRA—EBED L S OMBEORILEEDS. | ERELE. 2B, RELLBRAR
7 FATEERFAIELEERETHEAN, EP OBBARART bV —HETAZLEZERLTWVA.
ﬁﬁ%ﬁ%&ib\ﬂ‘h%ﬂ BEOEZAIC 1%@3%&0)%&%%&5 HBIIRYTHD LHBT L.

%%ﬁﬁ(m
EP icfEv, ﬁ%%Txmwzaﬁbmkxmmiﬁxmabw%ﬁﬁféag CEAA
FARR—ERO & = A IC RO BE ORI 2§ 1 EERELE. B, RELESRERAR

?bw&@%&&ﬂﬁbtﬁ%@%éﬁ,EP@%%K&&bwk—&f%:&%ﬁ%bfwé.
aﬁﬁ%mwfn%ﬁ—&&wa:5&@%@%&@%@%%&,ﬁ%ﬁ%%?%é&%ﬁbt.

3. PERER HER

EP T/ EP — R BEFE O (BRKHE) I8, AFRRF—BRABRETENICHEE T3
EoBFEALE., BEIEEP Y XX ppm LT & L. BREERIVWTIWORKEOET S
B LEEE XX ppnfiY) ORTAARIVEL 2L, RBEZNTHSL L L.

MR ERINE

11
- 238 SEICETIEEER
RE




CTD 55257 BEANCr 2 T o), P—rf —4E 10mg
FrE2TEBHA 3
B e J v o R GS

- AFEEONETRIEBVWTRATAWENOHZERYE L, I, I, VESFIEHEE L.
AFED OB S IORRDER, BRYE 11X XX~XX%, HEEWE L X~XX%, Sgng
it XX~XX%ThH Y, EEDENVIRH Shiahof., £k, THISMNIERRO Y—7 IRl &
T, BERWEL X~X%Thole. HEHEY— 7 W ThbBEAME THEZ &b,
18« OEBRHHEAORKITHERECREIESE T2 XPLUT & L, REGHHEOFBIIERIMI
D& X%EAT & Lic, SRHEREAR L BEREO E— 7 EROEBIC 5 bme L, [V
—A —PHN DKL DY — 7 ML, BERROY— —OY—JEED XX LY KE AR
ECRBERCARRLS O Y — 7 ORFITERL, BEEREO Y — —ov— 7 B0 XXX X
DRE R ERELE .

4. Kér o
EP iV, gz X%LT] ¢RELE. RRERRE X~ % THY, HKEIRYTHS
CHIET L. . .

5. EEME
EP 46V, s TARIIERTALE, U—A—% XXX %M LSSt | LBRELE. 2
BERIX~X %THY, SHBEIRYETHD 2HBTLE.

[2] HIRRE LD oo RERER
6. PIERE (BEEE) :
$ﬁno$3ﬁ30EHE%%%smﬁﬂtﬁmwﬁ%mﬁﬁ4b74/JTﬁﬁéﬂtﬁ%f
BERNTBRHEA TV RN 2 200, BEEIRRERE LT,

2355 BEEIEEHE (U—1—, OOOKEHRSH)
AFIEOSIE TR T 5 £ B 1 —120L T R R UBEFEICEAT 5 bOTHE.
B2 b RICR T R 5.

(11 FBUH
- THEEL, BRTD.

[2] B URBRFE
Al EETHEE, V—4— (CHNO: XX) XX~XX %%t

R
AT BAEOEREOHETHS.

TR ER
(D) KRz, %ﬂ&ﬂzm&%wm%&w%mﬁ)?A%ﬁ&hibﬁﬁ%ﬁi&% #*
¥¥em?, XXn?d, XX en?, XX em™? BUVXX em? AHEICIEN ZERH 5.

(2) FHRONMEEE (1-X) Zo%, BBKEBRAS " VIERT FFAFALYT %
NEEEYE & L TERSH®ERARS MARIEHRIC I Y IRRAET D L%, § X ppn fHEICZ
BBROCIINVARVPEB—BOL 7 FAB %, §XXppm fHERC=BHROVFFAC %, 6XX ppm
FHEWCE—ROL T FHAD BRL, £ 7 TAOEBEBRELA:B:C:D LFIEX - XX XX : XX
ThD. :

HERER ERYHE :

Fh XX ng ZEEEXY oL CEML, BEEEE TS 0 X ol 2TERCEY, IARE
Mz CTERE Xl &95. Z0OEXnL #FEREICEY, AMREZMNATXol & L, EfEgike
+5. AEERRCEERR XY b LT o2EMRIZEY, KOFGTHEEI v NS5 7 0—I0 X
DRERETY. THAEThOROEZL2OY— /7 EHE BBFEMBICL VIETS & &, RBHERD

12
2.3.8 MEIETIEEESR
I



OTD S 255 BMONT 27 27) So—a —4E 10mg
ok 2742 8.5 31 A
HAke XD o P IS

D —PUADE 2 O — T EE, EEREOT— A — D — 7 EEO XXX L RE .
*7r, ﬁﬂ%ﬁ@lll%%@t—?@A%ﬁﬁi,Eﬁ%ﬁ@/—4 Dr— &ﬁﬁ®ﬂ/m
Lo kE Vv,

B ‘
e - BAERES (RIEREEK XX m) -
HSA 0 AENm BEEX cmDAF VA pndEkser S 70—FEN
[ | PRl % - T
S ARE : X CHEO—EBRE
BEriE A MEEXX ¢ ZNMNXX ol 1202 THEML, HEE X-XX) 2% Tl XX 12
FETS, ZORX ol iCHENXX g ZMATE2L, RREX nl 202 5.
BEHB: MMEXE ¢ > MEEX ol (22 THEML, HEE X-X) 202 T pH X2
FES D, ZOWRXX oL iICMEEXX g 2N TEML, HREX ol 225,
BEEORE : BEIAA RUBEHHB ORGHERO LS CEX TREQEHIEHTS.

TE N O R T BEMAA BEE B
(4%) (vol9%) (vol%)

X{~XX . XX XX

X ~XX N—XX ’ X—XX

XX~XX XX - XX

mE . Xl
EEAERE  BRC— I 0BPOEAB X SET.
RT NEESH
BREOHER - EEER X ol 2ERICEY, KAREZMNLTERIC XL L5, Z0HK
Wyl »oE-MBADY— 7 mELS, EEFRRCOABREOY — 7 EHHEO XX~XX %ich
B L EMRTD.
VAT AOMRE - EBERE Xyl oo, EROLMGTHRIETSLE, P—S—DE—7
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HEYHESE (%) 3 . |N.D N.D. N.D. N.D.
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BEHEN - 2 N.D N.D. N.D ‘| N.D.
e EHSE (%) 13 N.D N.D. N.D N.D.
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ERUADELDE—S 2 N.D N.D |N.D N.D.
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BiEmE Nl 2 N.D. N.D. N.D. N.D.
BEEmEEE (%) 3 N.D. N. D. N.D: N.D.
(6) MEERERN EZYWH 1 N.D. N.D. N.D. N.D.
EEhEL 2 N.D. N.D. © |N.D. N.D.
J|RpESE (%) 3 N.D. - |N.D. N. D. N.D.
(6) PR SEEME 1 N.D. N.D. N. D. N.D.
RO OEA DE—S 2 N.D. N.D. N.D. N.D.
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. 1 XX X XX XX
) &k 2 o XX XX XX
;ifng% 3 XX XX XX XX
. _ EH | XX XX XX XX
(6) MELRABR FWBWH 1 |x XX XX XX
ERWEL 2 XX XX 44 | XX
HEkmESE (%) 3 XX XX o XX
(6) PoBEERER MEME 1 N.D.® N.D. N.D. N.D.
EEHEL 2 N. D. N.D. N.D. N.D.
FEemEEE (%) 3 N.D. N.D. N.D. N.D.
1 (e) pLEFEER SEEME - i {§D. - |ND. NDs e N e |
HigwmEN 2 N.D. N.D. N.D. N.D.
HRhEEE (%) 3 N.D. ~{wD. N.D. .| N.D.
(6) BIEERAER HBMHE 1 N.D. N, D. N.D. - N. D.
FeRUANDBLDE— 2 N.D. N.D. N.D. N.D.
RAEREDESE (%) 3 N.D. - | N.D. N.D. N.D.
(6) BUEEFER WEHE 1 XX XX - XX XX -
' 2 X XX XX XX
wEZRYE=E (%) 3 XX XX XX XX

&) N.D.  BRpwd
*1 ﬁ»ﬂtkd’ob‘éﬁ"‘*ﬁ (BEOHRETHSE.] Thd.
%2 FEEMBRICBITAEAIE THEE X~XX mm, XX~XX nmh'ﬂiﬂi@’lﬁj(%‘:ﬂ*'?‘J ThHB.

40
23P ua"g (BT B IS
HUH)




| CTD FB 28 E#HINTE 27 27) P—a —fF 10mg

- PRE2TESF 31 A
AAZzi Y » 2 TGS
Ferer  JEEER
(Al () HFA) FEORY =F LRI ANRERES (X&)
- By bEE  P-003 :
v Mm% | Initial 1+ 8 3 &H 6 5
S |@Es e e
OV 2 BE B EWE pik=y
3 Ha e BHE Pk
1 B HE HE ik
(2) FEeRBalEa*? 2 P = e HE Pk
' 3 BE by e e
(3) EEH—HRER 1 X XX XX XX
HIEME (%) 2 o'¢ XX XX XX
HE . 15.0%0T 3 X XX XX XX
ﬁf—%% N B+ 26 G B0+ SR b+ <%+ QR B+ oo o
‘i B~ %f’ ) 2 XX~XX XX~XX XX~XX XX~XX
smae . xXOLLL E 3 XX~XX X~3X XX~ XX XX~XX
‘ 1 XX XX XX XX
A(__mf;_ E’f/ﬁ;& 2 XX XX XX XX
B Ao 3 XX XX XX XX
N XX""XXDD -
R & THy | XX XX XX XX
(6) FUEFRER HZME 1 XX XX XX XX
EEME I 2 - b o ¢ XX X
HEmEERE (%) 3 XX XX | Xx ‘ XX
(6) MR FERWHE 1 N.D. ® N.D. N.D. N.D.
SEEME I 2 N.D. "~ |N.D. N.D. N.D.
REmEaE (%) 3 N.D. N.D. N.D. N.D.
(6) MIEERER iﬁ%ﬂ%g 1 N. D. N.D. N.D. N. D.
HigpEm . 2 N.D. N.D. N.D. N.D.
ERDEER (%) 3 N.D. . N.D. N.D. { N.D.
(6) PLEFRAER FEEE 1 N.D. N.D. N.D. N.D.
EFRUADOELE DE—F 2 N.D. " | N.D. N.D. N.D.
xREgEDESE (%) 3 N.D. N.D. N.D. N.D.
(6) PiEERER HEWY 1 o XX XX XX
2 w e XX XX
BERYEEERE (%) 3 XX XX XX XX

#) ND. e
k1 HERIERITSESE TARORETHS. | THD.
%2 Eﬁﬂaﬁzﬁ}_:}ab‘éﬁf“m M XX~XX nm, XX~XX nm}dﬂﬂl@@j(%ﬂ“ﬂ"] ThB.

41
2.3.P MEIET L EEEE
A




CTD E25 ERNTy 2 7T 2»7) P—o —4F I0mg
Esb 27 ESF 3T H

AFInR Y » 2 R

2.3.A TOfM

uT,T&ﬁﬁhuéféﬁﬂm&w

2.3.A.1 BIEHER R UG DA —§ 10 me, FEEE :
2.3.A.2 S REBREHNEOLLHERME (V—1 —8§ 10 ne, &E)
2.3.A.3 HEiH (P—A—& 10 me, FHE '

El%wmoﬁﬁﬁwﬁ &1 ‘ \ 5
: B L CEMT . (PBR21ETA T BNTEAEE 0707 RE 3 F EAEFPHEK !
ﬁmﬁ%ﬁmﬂﬁﬁﬁﬂ Rl 3 2B - :
%ﬁ%m%%ﬁmbrwéﬁm 2.3A3 IZRETSD. it%/z—w1®113L%E§L§
TR, BT 5. : 5

2.3A nu@uﬁﬁ‘ﬂ'éﬂ%ﬁﬂ
%@ﬂiﬂ.




CTD F28 ERATy 2 7w 7) P —4F 0mg
TR 2748 31 A
HiEZ =3 T 2 BE S

2.3.R £BOEREE
mYTAERHTW.

2.3.R SECET AHEEE
HEOERER



CTD B2E ERPNEy 2 727} F—a —EE 10mg
FE27TESF 3R
A&z v 7 REBR

2.4 FEREIRIC BT HELIERTR ' I :

ABFHIXHFERS (10 @ 3) TOMOEER L LTRARShE. EXMOKRHFCRLEE .
TREWHIZOWT] (PR264E11 A 21 B REFER 11218 125) K &, RESER,
- EYEHERBRE CEHRBRIIAETH . -

T, FEISEINIREEVEIN TR LR ORBFALELREUT Ch 7. ®BAlicT
I 3 SMAERMIIED LT, KEERRICEVTHIENEED bhviro (23P81 &
bk~ 2 FR) | -

gxm;b,;gﬂmﬁwr#ﬁﬁﬁﬁm$§awﬁbt.

24 SERURICH SHUEE



CTD 5523 ERBE 7T 2) P —4F 10mg
. R 27 =R A 31 A
AR Y oo BEGE

2.5 BRI AHHERHE (BEARBETHE)
2.5.1 BIRBEHEORIL
P—a —i, OOOHAEH W THBESL - AIAINZNERECHS. BT, TO00]
CEPEEBHR YL LT MY EE 10mg) DRRTES T X4 XX H 5 HRzE BENTND.
WML, 18IS — o —% 10mg EFTHEFTH D, LNV E 10mg ORRERR D—
A —§¢ 10mg OERFEZAE L. @%&A%&%ﬁ%kbtiw%mﬂgﬁaﬁkb Ly
62 10mg & V—A —fi 10mg BAEMENICRASE THD LHM LI Lb, A DY KR

e

BT

2.5.2 A4p3HPic B4 2 SRR

DA —§E 10mg 13, TNV 10mg OBRBEERE LTHERESHE.

RERDERICHIco T, [EMFEHRISHRBRYT A T4 ] W, EErRSusRaeE
L 7.

EWPERRISEMFM T A —F —ThH D AUCt BT Coax DFEMAIZ-DWVT, hﬁ&ﬁ&hi@
MEEIToE LA, FHEOED 90%EHERRL AUCE A8 log (XX) ~1log(XX), Cmax ik log(XX)
~log(XX) TH Y, EWEMRSEHEOERELHZ LTV (2.7T38).

UEXw, 208 10mg & P—4 42 10mg i3EHFENICRISETH D LHBT Lk,

2.5.3  EEARSEET BT 2 G
3 BRI R,

- 2,5.4 FIMEOBIEME |
YT LR

2.5.5 &M OPIEREMR '

DA —$E 10mg &V EE 10mg DEDFERRIEEHRBRIIBVWTRL LA EESRD
BHER %, 27421077, APZENRSHERRIIBNT, BRCRVEBDAEERIIEYT3F
BlrRwbhiehot., Tk, APENREECED bREBREREROEENL, WFh b4AR
HESXIHEREETOEDEEN L HM S =(2.7.4.3 B/8).

P— A —IERARE L TIOO ) ohEE- 218, TRRAIKIE 1 H 1A 18 (P—A—& LT 10mg)
PEORSTS. ] OB - ART, OOOKRS®HL VAR EINTWS. £HEMRAISHREIC
BWT, J—of —§E 10mg 3BV EE 10mg & OEMFENREERRESh, FEHERVEIE
HiZBWT, FICHBELE 22 bR sk,

256 ~_X74vbhEYRIICETIER
. EEPNRSENRBROBEENS, V— oA —§ 10mg & TV EE 10me HAEHENICRZE TS
AT MR ERTE.
DT &b, YA —fE 10ng RERBEBICRBWTE LY EE 10mg DRERELE UTHERTHE
THDHEEZS. '

i [oMhoRRFOERA] | - :
: AMFHRISHRBRYT C, SRRALRFELIORNT, FEFRICMLIORERR LN |

Ba, PD AR X UV RS R0l L 7= 3B-8, TORRICS CInERE, 256 ICEERT 5. |

2.5.7 BEIER
BT DERHIR

2.5 HRARIZEET B WEHE AN
(FR PRARAE R



00 -1 @ O i O3 2~

CTD 552580 FE@ONEy & 737} St —4E 10mg
: : : B 27484 31 A
AED=% ] 2 BEGE

26 FEERBOBEE LR UEESE
26.1 =

ARFNIHBRS (100 3) FOMPEER &L TREINLE. [EXEMOERRPHBEELEER
FTREEEITOWT] (ER26FE 11 A 21 B BAFER 11215 12 5) 1T &, EEAR,
HimEERBR . UERBRIITETh 5.

FME AR S E AR, E, FEICE ENSREMEI TN b RS ORR
RHE BB T Chofe. BFIIC THNT 3 SMAERMIIRD b T, BERRBRICEV TS

CBIEED LR (2.3P8.1  Fekk~wae ) .

kXD, Kﬁ%ﬁlﬂt:ﬁb‘f#ﬁﬁiaﬁﬁmﬁ & T L7z,

LT, THEBEEET2EMI2V.

2.6.2 FEHABROPEEL
2.6.3 SKEMEREER
2.6.4 ZEMEIHESABR OB
2.6.5 KBRS
2.6.6 EMEFRBOFEL
2.6.7 EHRBREER

26 HEFRBROBEXRHEER



CTD B2H ROy 7y 7)) F—a —4F 10mg
: EE27EEHA 3R

Az 7 w2 R
2.7 RS :
2.7.1 ABEGFREI USRS 5 ST OE
5(%@@®ﬂﬁﬁ@&§ﬁl -
: z7lxm276@ﬁk£wr BEﬁﬁﬁ9&<&%uT®ﬁ%Eﬁ¢5
wE
H AR 3
HREBOHED
B - AE (7 a2 A—S—RBORENREaTe)
BB EDORERA > b
WG RERE, fEYTRHRE R DEML
TRz A 2 hOIEHBIIE T A —F— DR
AUC T 28 AUCoD %Ll ETdh 5.
ﬁ%ﬁ@%iﬁ%(iﬁ)
2.7.1.1 HERCIEE
2.7.1.1.1 FHE
2V EE 10mg 13, AAA%KA&;%wfﬁ%éhtlll+lllﬁﬁbé WS
WTHE, - e s e e BEIZEK - i R XX pEL L CERIN, TREATVS V. xﬁbkw,

j:1ﬁ¢hvm4m%wm%ﬁféﬁﬁf%étyxyﬁumgﬁ)ﬁ@ﬂﬂ#%ﬁ%é
nTn3 2, . ' ‘ '
WESAITIE, AREDRICY > TREHRENERLENBE 2T, -« - "EANRAHEHRE
nBEEZXLHRTNS. - - - - LHEEINTVWS Y, BWEEIC>VWTIL, BERACELTY
—A—-10mg ZHEEBERZEORE L E, P—a—@ tmax} X hr- - - - - ThHot .
L 1 EEPIR Y — A — %1%gﬁﬁ¢5ﬁﬂfﬁé f/n/ﬁlwg@%%E%ﬁy—4
—&E 10mg #HRE L.

TUSVEE 10mg & OEDFHFREEERIET DCHD, TEDEHINFERBRT A F7 A
Ve, BHRBRECEERABEEES 2SR Lt 2F 2o o2t —A—Eiz L 5.
RAFTFRAZENT 4 2T 3 5HFOREERBRPERE L. 2.7.12 CFHRREUEY
#%ﬁ%&ﬁﬁ@%ﬁ@%ﬂ%ﬁbh

2.7.1.1.2 BRERFHEOEE

@%ﬁA%ﬁL/~4—mmg%¥@%nﬁﬁbta% P —OEYENE AT A —F—i,
FakD LB Thot D,

fVAVﬁlmmmm%-ﬁﬁmlﬁAKﬂlﬁl@lﬁ(9—4mkbtmmﬂ&ﬁm&
B35, EPRESHLTWS V. AHENRSURRTA Fo A Tk, 25 TFRIL LT,
1 REEMCIBRREARZANWS. ) LHESRATWARD, V—A —DFERTREGFEKRD
Cmax L9, BB 1 EREE? 1 REENTHE 1 (P~ —&LTl0mg) &Lz TR
BOWBRAERIY, RexORYEIR S LV, FRBROWRE R MR % &30 RE ik
EEDIEDICMNBLEL ONDFHO 1BEXFAELE.

P—A —§E 10mg O EHFHREMRBRICTHWE b P iERE b o U — 1 —EERIEI,
BEIav NS4 —/F v FLATRAARY bu i b —RBA L. KBEEOSTEAYF
— g VORROENE 2.7.1.1.3 1 L. £, BERBRTO I~ —DEEEITIIEEY =
< I 74 —ERBL, SOWESITF— 2 VEROERN® 2711411 L.

| [EofoERFOERR] :
: t%uﬂ%ﬁ&&i@;%ﬂ%ﬁﬁﬁ%%ﬁLL%Akm %@EE&&%L,%&&@%E
C EMRORERMETATS L. RBRERIL 2.6 ICRERT 5. :

| AEEVORFOPEIC CENRR CREEE BT 2841, 2.3.P.2§%§JE§%®%§%%§

2.7 B



CTD 8258 BHINEy 2 72 7) P—o —fE 10mg
FE27E831 R
Ak=RY v 2 WEMR

R (EE ﬁ%ﬁ)bfﬁ%?é
-VW%&®ﬁELBEﬁﬁkf&ﬁﬁﬁhfh%ﬂm?éﬁEﬁ%#ﬁ%&%AHE%HP
72 CBRR G E DM YT (HRATD.

RO |

s e (BERER) off8iE, £¥=—15 5812 L”Eﬁ?’é
WHEENY, €25 53.13ICRHETS.
ﬁﬁ&@@%@%ﬁm,%vzwnﬁ 53&4&%&?&.

2.7.1.1.8 AR PERESITEOAY 7= 3 v
fE%m%%kkﬁéiﬁﬁﬂW%%ﬁﬁﬁﬁ&@A)7—/5/L%¢6ﬁ4%74/M$
26448 1H EAFER 0401515 w&ESWT, b MERARHROY— —RERNEE
DAY T— 3 & ER LR E oo LR T
FrrkDFRBERO 2ng/nl OFSEL 2 E AN 5% &I, TRER 6 REFSEI5%UNTD
ST L LD LEBICES L TWD LWL, TOMOEBIZOWTIETRTEEATH .
BLEXD, iﬁﬁﬂ$%%%ﬁ“ﬁ&@%éﬁmﬁ%éh +ﬁ&#ﬁ&&ﬁ?5 & DI
T&ERE.

§[%®@®1ﬁﬁ®&“ﬁ] - '
' [EHE 5 Pt kﬁéiﬁﬁﬁ¢ﬁ%%§%ﬁ%@n)7~/a/ %?5%4F34yj
WM TN F—v s VORBRBLT, O %ﬁﬁ?é
EAERORRITEY o —/) 2 ~REAE.
NY F—g5 BN, %@%@%ﬁ?m%?ﬁﬁﬁ#%hﬁ%wﬁ%%ﬂﬁ?é
il 2 1,

s ST OER R UHEHB

- BT

- BEEEORE (LEO0RE)

- BRETTARORER, XEER '

ﬁﬁmt&mvhfﬁA(WE&%E b itea %%%@%ﬁ)

#%ﬁ&hé :

: $E®ﬂﬁk%tb Mn4k&téﬁﬁkowfﬂ$% Tﬁbtﬁﬁﬁ%ﬁ%tﬁwéé
L AR BRE ST ED Y T = a VIRBET DA FTA ) IESSBERTABRE

BRI ORRFOHERIC OV T) 235, HEEEDS.

2.7 ERERIEE



CTD 28 FEEFNT o2 T2 7) PP—oaf —4#F 10mg

et 2748 31 R
& L= Y w7 R
Sorrr b IIRENRTR O O —of —BENEROSHIEAD F— g L ORER
ST Rr SR D of —
= )y IR ~0 v EINnEE
TE B HEPH (ng/mL) 1.00 ~ 100.00
. EEYE LX% ~ XX%
3 VAR A
BRI AR NEDE XX% ~ XX%
' BE “X. X %
Ing/mL
ERTE ng/ Py T
o LLOQ X X%
ﬁi‘iﬁ RE LLOQBLA- XX% ~ XX%
. EliFE=N(1E R) y=0.__ x+0.00__ (FEZ1/x%
EEDE XX %
Fa ) —A—s3—- R AL
T 77 P XX %
. LLOQ XX %
| SVTEAIAEE LS LLOQE A LX% ~ -XX%
(n=5) LLOO X X%
RE LLOQEAS XX% ~ -LXY%
. \ LLog XX %
S HTHAL I ZEED i LLOQLLAS LX% ~ XX4%
(SHRM . LLOQ XX %
‘ RE LLOQELAL X% ~ -XX%
{EHREE LX %
1 - 24 § :
< Y v AR HE e T
YEEE XX %
DI 5% .
FROTYHE f E T
HARTFEEM - =R AFFR “LX% ~ -XX%
s B -30°CERE/ =R, 5[] XX% ~ XX%
AR R PR BN 15°CRRE 3IAM XXI% ~ XXY%
RUIREREME -30°CRRTE 25 A XXY% ~ XXY%
EERETEEE 4°CERIE LA XX% ~ XX%

Soree ISR FRUER[RBREE ; X1

ISR EREsE (ISR HIERFHEL 2R FHEH

XX X% (XX/XXX)

AR (EEARURHE TSR EHAEER)

XX X% (XX/XX)

HE

EHERN

Forbx ISR ARUR[RAREE | XXX]

ISR SEfisR (ISR MBI £FERED

K X% (XX/XXX)

BEHEPRURR  (BYEP AR TSR RiEERIED)

XX X% (XX/XX)

HIE

BN

2.7 [RFHE




CTD #F 288 Eﬁﬂ(%x??z?ﬂ Z—of —fF 10mg
R 27ELEHF 31 B

- BEZz R v HERE
2.7.1.1.4- ﬁ&ﬁﬁ&U%ﬁ%ﬂ)T“VE/
ﬁ&ﬁ%umwéﬁﬁﬁwﬁﬁﬁﬂJ7~/a/@ﬂ%%%?kﬁf
Foeer BHRRICBITE P —A -—ﬁﬁ%wﬁfa‘f{ﬁ/\ ) 7‘~—v 3 /0)#%
HA R
BRE -
THREBEREL
s O ENR
. BEFHFM
&
B R
=E HEOEHEEH
o BRERZE
HATHEE RxHEHH R
| BHEREOFEEER
FiRzE
=N (ER) FEREE xR R
EREFEOEHKER
'2.7.1.2 Hx OBRBREREOEN
2.7.1.2.1 BEHRER :
é%+%ﬂ%ﬁm&ﬁ4k74/_%w,%ﬁ%ﬂ%@ﬁb ﬁﬁ%ﬁkﬁﬁ%ﬂ@ﬁ&é@
DRI % T LTz

%%ﬂﬂﬁ/h/%ﬂhg@Su/Fko%1ﬁ12XX68 - K OREREE AWVTEHEHER
BE % iToTr., TRIOEHMEEZTT 2y FES SP-999 #EHRA L LGRIRL, pH 3.0~pH 5.0
OB Y LT pH XX, 8 FVEEE 100 rpm OB & LT pH XX 28R L 7.

CREBREHD— A —8 10mg R UMERMAE /O 2 10me 22T, AWERIRISEHRRT A - -

BS54 R, RS ERL, REERE R, SRR RSO FIE N R
Bkl 57 LT, WM ORBIEE CEERIZ RN T, BHEEOBREM oW EEECES L.

Swkk DA —8E 10mg B U LY §E 10ng DELHEOPIERER HERER

i HRBEER ;ilﬁ;% (gﬁ%ﬂ PRIDE | s |
Yoo [ Ter  ox fix o
B
| ??5§§pm) - ii_;i ii:i | iﬁ:i ~ .jili . | sl
|7 Goren . ﬁ - = = 1%L |
y ‘
M (s oo s -
p}(lljé?:){rpm) - ﬁg _ zii gi . | ii D
4

2.7 EAARIEE




CTD #£28 ZEBHA(cyz727) o —fE 10mg
V27485 31 R

AAED =Y v 2 BB
TATE I CR) 4 8D, (o= 12)
120
L — -
100 —O— PRI
- 80}
® ,
% 60| —o— iU
H
gg 40 -
20
0 * N .
0 5 10 15 20 25 30 35 40 45 50
BER (53)
Blwer  BREBREBAI R UUMEHERIR o LEyEE H dh#R

.§[%®m®ﬁﬁﬁ®ﬁﬁﬁ] | ' _
e BRBRIECZ Lo T EREHR AT 5. :
EHERRI L 2RSHEOHEIZSWTH, AVnEFRICIVROBRZERT L THESFIES
BT 5.
- F2 B R LIS 0uE, HEksE, HE
-@k@%&&@%ﬁﬁ%

2.7.1.2.2 SBHFHIRIEMERER

EEBEABMSEEL SR 2F 2807 0 R A —"—Ei LY, V—o - 10mg F U
AV 10mg ZHEREEREOERS U, SYFENRSERRT A FT7 1 2y, mBAMOLEy
FHE S % 50 L7z, :

(1) FRB

FRERICBNT, ﬁ@ﬂ%1%ﬁmﬁﬁbtﬁmﬁwﬁﬁwomﬂin~meMLF%D +
IR O — A —RERBRARERSh ), BEERVERBEIIRY Chol. SHRE
? tmax ik XX~XX hr TH Y, FMAFRIE MREERNC 1 R, Coax ICETHETIC 1A, Cnax i}
FC 2 B, ERRERIC 3 A0 7T AME} /- LTWe. AUC BE (AUC, /AUC,,) DFHEITER
By, ERERAZNLTFTNX %, XX % THY, BEIEMRFAN TAUC, 2% AUC.. D 80%EL LIz
LA BRI LTV, EIHRSOMEPRETSERE CEETHRERM CTHY, KK
HRMEREThHo/e. MLtk Y, FREORRT VA VREDTHY, EUFHRSHEOHE
RITH LR TEDLHMTLE. '

Fir, AUC, B UF Cmax OIERMEOFER E{ToMm & 25, HEERELEZR LIRS, SW¥ENR%
HRBT A BT A TRV, FEHFEATICIREEE v

FRRBRD MEEP 0o — DI EHE BEHERS & Bk, SABRFE D BLH) & Fotokr, FRATIE IR & Fokok
IZ5R Lk . |

M EREMNTHE T A—F —Tbh D AUC, BT Cmax ORHHEI SWT, EEKEEIZLD
HEE{TTEED A, ¥ﬂﬁw%®9mMﬂ@jWiwcm1%@m~mgm)chﬂlmmm
~log(XX) ThH-o7x.

2.7 ERPRIEEE



CTD E 28 8Ty 27 »7) F—af —4F 10mg
Frk27ERF 3L H

A n R T 2 BUEE
350
300 | —e— REEHA
' —o— BERMH
250
’J 1
~§n 200
£
4
&1%
& 100
=]
50
0 (.l 1 ] - 1 - 1 ﬂ
0 6 12 18 24
BRI Cthe)
R M3 S — DT B
bk AEATRER
S 05 2 B RS ol for s HE{MER R | ¥
SANBNE T A= (TR | (roEemg | S | soommxny | %
AUCE =
M |_(Og-hriml)
A—HF— Cmax
(Og fmL)
AUCint _
{Cg hr/mL)
BENAZ Tmax _
A — (hr)
t1/2 — _ _
{hr)

EEEEICESS 1| BERFREBH LEL 25, AUC, 28 XXH#, Cnax 3 XXHITHo7. #
BARICE Y Cnax BAEMEHRSHERRY A K54 L OUERBELE S 2h o708, WIRE
BREMCARRE EET 5 2 & CENFHRSE LTI TE B LA L. ARBROBRE
 Cmax OHEEFEN 1 B FlIEHIhEZ LD, 1 X F BERBREL XX 4 1SEHT
" HBHLEZLE.
iﬁﬁﬁ%ﬁﬁ&ﬂ—@ﬁﬁTﬁJ/rlﬁmxﬁ(#ﬁﬁ%ﬁﬂXM)kT%ﬁLt

(2) A
 ARBRICRWT, MEAE 1EENERS LB OEHRE D Cnax i3 XX~XX ng/mL <HY, +
iR —REEBSER SN, REERUVERERIIZYU ThoTe. EFHERSE
@ tmax I XX~XX hr TH Y, HmErAx THEEMC 1A, nax iZETHETIT 1A, Cmax M
R 2 A, YWEIGETRIC 3 AoEh 7 AR B LT, AUC FeoFHMEI AR, FiER
FFNERN XX%, X% ThHY, BKIRMEESRIX TAUC, 28 AUC.. 80% A EIT/Z2 B MR &L
Tz, BNHMRSHOMEFREILHRE CERTRERNTHY, WRERMIIZYTH-
7. BLEiRED, RHABRORRT VA ./iiﬁﬁﬂ'c% D, E%%Eﬁﬂ%ﬁ@%ﬁ%ﬁ HT LMTE
B &L=, _

2.7 ERBEHE




CTI) %‘Z‘ﬂ?f z?ﬁ'ﬁﬂ(%/f7/7j P—of —4F I0mg
P 274E8 531 7
AEZ R Y & BEGR

FE7o, AUC, B TR Cmax DIEFRMEDRESE ’Zfﬁo?“_k %, FEERMETR Ui, SWKRs
MR A BT A T, %ﬁ“l‘ﬁ%ﬂdiﬁ#(fﬁ%}ﬂb‘t |

$ﬁﬁ®mﬁ¢/w4 ®$ﬁﬁﬁﬂﬁ%@wwﬂﬁﬁﬁﬁwiﬁ%ﬁW*%ﬁ#%&%w*
WaRLTE. '

E%%%H%&ﬁﬁﬂ7ﬁ—$-f%éMm&ﬂcmxoﬁﬁﬁkowr EHEEEEIC LY
HEEIToTEE 25, FEHEDZED 90%EHEREIE AUC, A Log (XX ~1log (XX}, Cmax i log(XX)
~log(XX) TH YV, AUC, R Cmax BEMZEMRSURBRTA N5 A L OHEEELE K L.

[EOMORHEFOERR] :
TRBRBIAAIE DM EEIC S & FIBOBMRER T £ L= B4, ﬁ;ﬁrﬁﬂﬁﬂ’fi ZHSN
TR R THT D (RRBROLORERL ﬂsaﬁ%& L EIBBIMRROBREEDY M % |
175 2 LT TWEESIIEE). :

o JEEBA

—o— HERRIA
-
£
R
1
T
oy
i
H

0 (J 1 ) 1 1 - "—0

0 6 k 12 18 24

EFH(hr)
Rwe  MEEH 25— — DERBEHERS

Forrr  EHTRR

< S5 A HRERA IR o BRSO | H
FUMIR 7 2~ (TSRS | (EafimeEe | o Tk | oo ey | &
AUCt : '
H¥EZ | (Oghr/ml)
A—F— Cmax
(Og /mL)
AUCinf ~
(Og-hr/mL)
BENRT Tmax _
A—F— {hr) .
t1/2
(hr) B B h

2.7 EBFIEE




CTD E28 ZRfl(errFy7) P—a—4F 10mg
. FRE2TERHA 3 A
Bz Y » o REES

2.7.1.3 éﬁ&%@broﬁ%@@&kﬁﬁ
BRI O — A —§E 10mg & BIERAE= /0 EE 10me 1, ﬁmﬁﬁhkwf%méﬁwﬁu

CHOYEREEICES L, £PEARSERRICIEOTD, AUC, BT Cnax PAEDFRIFRISERBRT
A RIA v OYMERERML L TWEZ Lpd, EPFHNICRETHY, BRENZRFEEZR
FECE D LB L.

2.7.1.4 I8

2.7 EEREE



EHMEE LT

6
666—dS
HMEOH
X0 XXX Xx0 (X ¥ X X0 XX [ &«
XXX X WY D | 0 WYX XXX |y A2 & (X~XX) . ¥
£00-d XXX O ‘| Fh—s | FH
: Sug1 B ¥ T | v | & [
(X XX) EXX | @xN X XX) (X ¥X) XX |8 —|HEYHHEH X N | sHzE| 6w &
XK X Y| oy XX X XEX| b -t FIU|— b~ |7 WEHE | B FT| I
666—dS
: : : Bagy
XXX X X0 (X0 (X XX (X XX) X0 /A
XL X WY ooy | o XX X XXX| s (XX~XX) 7
£00-d IXX | OF ‘M H—y | ¥ H
71 SwmpT BEgse 3 Bmp] | Ky o & [
X X X0 X .Mac X X0 {X XX) (XXX W— | WEYRHHEP |2 1 | cH M &
YO X XX | XXy | XY XX X WX| b—g& TN | — L~ | B | F XXX
(Tu/ay . (E (%
- (1)) (1) -3u) (Tu/ay (T4) (Tm/3u) W) Wbl | BIEW U A
LSk 18) ey “ony | -8u)tony | xews Xem) 8 | HEOZEW | ¥ BHY) | <L | Ho &
EANE S (FE¥Ens) Tk 0— & — ¢ £ FUMEGRE 1« | W REEH | HLEE | B | By
‘ BERE QU ENE sk 2E
SHFH [ TR

8 18 g & o 48 Yl . ;
FUOL e f—e? (LR L G 2NYFPE 128 5 QIO



CTD B2EH RNy T »7) Pt —iE 10mg
Fe 27 FBHA 1B
BEZx Y o HEHS

2.7.2 BREERBROBE
LT, T{Liﬁﬁﬁ’iié‘?‘éﬁﬂfifib\

2.7.2:1 %‘faﬂamﬁﬁ _
2722 {HxORBEEOEN
2.7.2.3 SRBRLEL TOMBROLE & AT
2.7.2.4 FERIREER ‘
2.7.2.5 fHé&

2.7.3 ) ]
LI, TRHEBICRY S 2EEHT 2.

2.7.3.1 HFREUHEE

2.7.3.2 fAx ORBREROERH

2.7.3.3 £RBREPELCOBROLB LT
2.7.3.4 HERRE - ﬁ%h@éﬁ*éﬁ%ﬁkiﬁ&@ﬁﬁﬁ
2.7.3.5 HhEROFRE MM

2.7.3.6 {1k

2.7.4 fE R oEE

i [FofhoRERoEER]
: 274 XX 2.7.6 DEIZBWTESEOEROBELTHTS.

2.7.4.1 EEH~ORE
2.7.4.1.1 #BIFENZEMFMEHEECELERBRORR '

EERABMEBEE PRI AENEZXBRINEE LE2R 28O s 24— —kic kY,
DA —§E 10mg B U 3 6 10mg %ﬁ%ﬁﬁ@lﬁ!ﬁ R#s L. gEBeE Sl TRk XX 41, 21:%&
BRXNFITH-T.

l%wmmnaﬁﬁmﬁ y=4 -
i ﬁ"ﬁ‘iﬁwﬁz’% Eiéﬁg%@?{ﬂﬁ%nﬂﬁﬂ‘é

2.7.4.1.2 éﬂxﬁﬁtﬂﬁﬁﬁ%
EREAFEINEET U)H%%‘%‘ﬁéﬁ@?ﬁ@ﬂ@ L. T&ﬁﬁ%ﬁﬁ%aﬁ XX B, AR
Eﬁ KHTCHoT.

27413 WBERIEER O AN OKREER OVE Ofh 05
FREOHBRE OFEMIT XX~ &, BMI i XXX~XXX, K%ﬁsﬁ@&ﬁ‘%mﬁﬁ%}i XX~XX ﬁ
BMI H X{X~XXX THh o7z

2742 FEES o
REFRB AR ORBRILE Bere, wodTR L, MEREED AT 16 (LD 1oF
EWERTD b, AW ALT BN TH 0 RRE & ORRERBESER L L HESE, 4
Biar < BEELTEYBEREHEX2W EHET S h .
R B A EERITEY T 5 EHIRED bAb o .

10
2.7 AR



cTD 5?2,%’1 RN Ty Ty 7)) P—o —fE I0mg
FEeb27EEHF 31 A
B n R Y o BEGS

El%@&@@ﬁﬁ@& Al
%$$% Mﬁﬁw%ﬁbbé%Ahome $%;&®Wm%b#6£9kiﬁ?6

Fooet AEFESRURHEMRREALE

. lees Ik GRE [P | |REE |BikK
o | n [l | o [Flag | @ |

N HEREGH XX 0 (0.O) [0 |YY 0o |0 |z 0 (0.0) |0
HEFR fmemm o L&D L ;v L&D 1 2z 0o o
. REEH X 0 0.0) o W 0 (0.0) |0 |2z 0 (0.0) o

RS XX 0 (0.0) [0 |YY 0 (0.0) [0 {2z 0 (0.0 |0

* : JRRREEE ORRBERNBFTETERVEEFS

Feer BROAR
BEESR _ LS
ALT $h0 - B!

2.7.4.3 FREERE{EDFHM
AW R RISV TR bk, BRREEOBIMO—ERE Rk UrTR LI
D[ —8E 10mg B5THL XX P XX Fl, &3V 6 10me T XX Fl9 XX FlcR S8R ITRE
BHBD b, Y—A —E 10mg |RE T 5 # (5 ) (FBREESHEO QMR HBRES
E#HORERN (oH), RUOSRESSHHODIERDN), INER5TE 2 6 @4 (FEBREE
CEHROERRE H)) RyThb S N IIBE EE OBBEN L HE SN

s BRREDERE—E (FRR)

RERRA , ' a | BE
s o T wmE (#se | 2P| zw
e HEA FEHEH By | BEH 24 ERR w5 zfuﬁg

XX | XX |#4 | @@ XX ~ XX | _—7| xxxX XXX

HE | AA YY ~ YY YYY YYY

#Ht | e 2% ~ 7Z 727 Z.Z

= EERMEREE—E RRR)
BREEE . B
L wox (wse | EY zw
" | ge |RB4A meE | wir |BREE | 2RRE :ﬂ)z
|

XX | XX |2 | @00 XX ~ XX XXX XXX

HH | AA YY ~ YY YYY YYY

#Hit | ¢ 77 ~ 77 277 777

11

2.7 EHRAEEE




CTD #2388 BRONT 2 F»7) o —4E 10mg

Tk 27 ERH 31 H

AFEPnY v 7 BEE

2744 SALEZAFAY, %W%ﬁﬂ&ﬂxﬁﬁhﬁéi@%@@gﬁﬁ

EMFHRSERRICBONTHRD DI, E{B%E’Jiﬁﬁﬁﬂoﬂﬁﬁ@—%ﬁ%ﬁ***&(}*** R
Lie. XX B XX Bl B 5210 el EREmD bhiedl, WIhbEBELHESH, BRNICE

FERREIRED b Ado T,

g FRERREREE—E PR

B RERH

%‘ .
&5

B (=P EwE |

B
5

E SR S

24 W

| XX | XX | #5 | 0@ XX ~ XX

1 XXX

HH

YYY

A A YY ~ YY

e BHHRIESERE—E KRS

| BREERB

i #H

&5

% BR4 FAEME Ef7

TRBREE
B 51

BE5#%
24 FFRE

258

HTE

XXX |#4 | 00 XX ~ XX

XX

HH | AA YY ~ YY

2.7.4.5 ﬁﬂﬂix%ﬁ%@&tﬁjﬁﬁﬂ:%ﬁiéﬁéﬁ
T AR - '

2.7.46 TRET—F
T AEEHIRV.

2.74.7 {18
TR

2.7.5 BEICHER
1) 000
2) 9000
3 000
1) 000
5) 000
6 009
C T 000

2.7.6 _HxORBROELD
AHEEDTo b I- o LI BB % sk IR L

Feer BRRBR—ER

RBROBE | REFTA L | & WE ik

(kS

TR R

L 1 1 2 % 2 #ins | BERATHE
o AFg—si—

- e
e

EAEERER

XX

12

2.7 WERME




CTD 28 E#tl(Fy2 727} P—a—4F l0mg
ErE 2748 F 51 A
BAZ= R Y w o BEEL

(1) ARSI

TREBRDIERE -

EBRRAEETA -

EHeEREE -

LAFRICHK -

TREREAM] @ . SO 7 X

Eﬁ‘]:

BB AEE

PHER GHERFRCRETR)

PR DA VERYE

WORTE, TR, ARRUREFRE, oy MER:

F 51

| FEAmELEE -

BB Fik:

1B

(2) PRBRRIR
1) A DWER .

CFRBRTE, A7V -=r IRERZO T X FAOESERE L) X AOBRESMRES L. £
D 5% XX FRAFL, HEFRO X FICRRESRE Shic. SBLINREWC 146 BREE
B X)) BEEEROLDEHEMOHMNIC LY kL 2ok, HIMX X AICRBRRENRS S
N, ST XA ThH-T.

FRETIE, A7) —=rIRELZR: X FOEHFE LV X PloBKERBESNE. %
® 35 KXFABAFTL, FHEFEO 22 liEREsRE shic. 8T 22 flicTeBiiii 5 5
n, BT ZZHCH-oTe. :

9) AYEERLEE
2.7.1.2.2 THIZEE L7=.

3) Zeai
27ATEITE L.

13 .
2.7 EBREE







