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(BHER - XXppm) 3 N.D. N, D. N.D.
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FENE DU T BEiEA BENA B
(4 (vol%) (vol%)
IX~XX XX XX
XX~%X K—XX ' o ¢
XX ~XX XX L 4. S
HE . 5 X ol
ERREEE : B — 7 O BIEA: KEYET.
/ZTAﬁA&

RBORESE . EHEE XX ol 2ERCEY, BIEREMA TERC Xl &35, Z0K
Kpl H6E-HARAOE— 7 HHELE, EEREONREIOE—7@HEO X~XX %ich
B L ETERTS. '

/ZTA@[’EIEﬁh : EERE XL T, J:ﬂ@%#f??ﬁﬁ?ff) L&, VO—A—DE—7

RBHEECY A MY —FEL, TR ERXX BUE, XX BT THB.

VXTJACDﬁﬁﬁ ERERRE XX pL.lToE, L‘E@%‘e@#fﬁ&% 6 lﬁlﬁ‘ﬂﬂﬁ"éz% [ |

BEOE—7 @HEOAMNERREILIXX %UTTHD.

7J‘<§:7*
- XX %PAT (XX g, MERIE)

TR : '
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mE RA—, T, SESORBSERERE RS
BHER G FeFERIA & A EaNT RI%
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Foreve FRFRERBERFECRIETY X7 51

A EZbNBV AL
TR BREMEREN 1D, fr %?%n’"‘tﬂ&kﬁ&%%&xéﬁ EMRHD.
wn#El AEERIOREE L R SR 0B HEY 5 X 3 REERD 5.

BARMEOTMA GHRAD HEHEC T 52 DBEEH 5.

FEOBRIC Y > Tk, FREOESHICLY, BAETLIWRERSHD.

WETE | BORSRAS CT eh, BrEh ORIR A B O & Rk CBA DRI E
| mrhx B REERS S,

BEIATHEORE, REOLSBRPEAS—ECEBEEX DWEEREH 5.

WRAOBRESITRACHAKEZERSE, FHEBESESTEEREHS.

BRI72ITRETERNORERLZETIY, BHABESEIRBERH 5.

AR PHRMERES A+ RB G, ARRAOEAREE, RART I WEERHD.

(3) HHIFRE

BERRREI R 7 7 A AR ECRROEEREEEEZED, tOBEREREEERTSC
b EECEARS R T

2.3.P2.1 BHIRACHR~<7z L BY, ﬁ%ﬂﬂmﬁ%mﬁoﬁﬁﬁntwtbklIIIII

23.P nnghﬁaﬂ‘éﬁﬁﬁﬂ
5




CTD B25 BRINT 22T y7) o —42 10mg
ERE2TESH 31 H
A=Y 7 BRI

BEFEALTEY, tORNEHIFENLL TS (BEES - BiFS XXX &), S5
SHRICEFREREEESNIFNAEZ R L, EO25NA L LTRE AR EER L.
Bssrlnd & 512, T EAIOREES Kng L7528 T, BiMEZR.LL TR LRV
RN ORI HELER LT,

120

100
80
&
- 60
o
ﬁ .
40
—{1- YYmg
20 , S— —fv—XXmg
y | seen $THE S
0 yf{ 1 L 1 1 1 1 i
0 20 a0 60 80 100 120 140

FFf}(min)
ek AIESEA MM DAL B b FEH 2EE)

BrRIC b 345 LT, NERNESRIC X2 B0 0SBz L BligHE) L IHRED
WS CGribES  BFFAH SO0 Bds. ZhzE#ETIEDIZ, o—F—arm
77—z &k BRRGERIE & BT EEOR 21T 7. TR OITEEROMEMERFEFITE
CEELERERZITY Z BB TH i ®d, EETEBIERET, EShEck 38
BEEA LK.

HEBS NIRRT 5 L EAEREPRETZ & Bbho TR, FOT77u—F¢ LTHH
& BENE & DRASERABREER L, BEPSIERBZTERMAOR S ) —=v 2R L.
FORRMD ﬁAﬁWED%Mﬁ%ﬂﬁAbﬁ,%ﬁ%ﬂ&ﬁm7ﬂ774W®EUﬁ#%6h
HECRAERNERYE L. :

EROOIEERERIT, BEZEHME LTPTP — MeT7AI e —a%E L. AFaEILon
Tﬁﬂﬁﬁ@ﬁﬁ#ETJI?V/ﬁ%ﬁmL RECHESRERERTE RV DEERZF
HLik. : '

,El%wﬁoﬁﬁﬁwﬁ =] :
: BB 5T b EEERT (RERTORERA Vb, TEMETEE L
IR BERRE, WRAEMAZRAVRVE) ORE, =—FE) T 2 EE LR
).

- BHCBT AEEERERT. (WHRSONME, TR L ORAY, G EiE~O |
HEERT) . :

B R E LR S,

LS ERE DT

MIETEREER EORR LRI E R T,

BB ORISR, LHRFORRERT.

BB H BRI, FROMKERZSVTRETS.

EHREH DHAIIL, HEROH—M, BHE, ZEBICOVWTORFLEHTS.

2.3.P mECET IHEEE
55



OTD %28 ERAEy 277 e —f 10mg
RErE27EESHF 31 A
Ak oo BERS

2.3P222 BEMLAL
BSOS T RS UTOBRAZITERE Lizh o 7.

2.3.P2.23 PEOMENRUAEYZHEE

SERBIA L ABANT, BRNNEOFEIERSR, BREEROEYEHNRISHRRTA F
SAv) (FRE94F 12 A 22 BEIEEE 4187 5) RUFO—H3OEESN (EH24 42 8 29 HE
BEETR 0229 5 10 5) (UTF, b T (EHFNRAEERARTA FT M) £TD) 1Ko
TEEHRBR CHEHEPRIREL L WA D L 2R L. £, b MR IAHFENRSERRO
WERELY, ESEHE L ARANEYENCRASE THA I LEREFETERI D, SREHLIZ
B2 CIRIPINFHROEGERTHAZ LR L.

: [2otuorEEROERR] §
AN OWBALEHNE S, BRREREEE 52 28R YOI ADRONE (K
A TOENEECEEMICESE 52 28H) 27T :

1 YEAEER : pH, A AV RE, BHRE, SRt BRROBROBRE, ﬁ%ﬁ%@#é

BELST/GEEM HERER, var U—RESE :

2 EWEN : GRS DML BEERYE - RIUE, BT OEBEE, EHRNTRESR

BEEMNSE :

2.3P23 SETEOMRBOERS _ _

AR RO - DIz, EIETEE IRRERIE S BIRT ANERb o 7=, BEEITEE
DB, HETIRICBITA3HEOHREREL, BELEEERITO LB TE2hofznd,
HRAERIEEER L.

BUIEFIERY, ETEDRSTHEY— —, AEKkNY, B, T EEEZRSHBICER
SR TERGERETT . ﬁﬁk%%ﬁbt”,z%?Dyﬁvf*va%mzrﬁﬁbﬂ
EELITH OBRAMANOREFIRE 25,

REER r—NVORETEOMESIZMIT T, %I&ﬁmﬁﬂﬁﬁ? CEERLToEEY, HF
Lz (e,

AEUHOBEEERAF ORI LY BEEREEZERLTWSA, EERNTELBRAO
ERIESHERSICEEL 5 2 WHEERL 5. ETETRICBW TRWIERS RS #E
L, B BEXSSARERGH5. EAN -z oW THES - BRIETADRSEESY
—&L, ﬂﬁlﬁrﬁak—mk#éﬁ%fﬁ5tb,:nawiﬁﬁﬁﬁtﬁﬁéﬁz%ﬂ%
HRHD.

Foeee BIBETEAME~R iﬁ'é‘fa@@ﬁﬁ

JESERLTEE Ba Bk Bhr BRARE ¥T8E
i O O O
R O O
(1) FREBRLFE

D — BRI TH B - DR E A AR OB BT A T LR L bRB R, H

FRITEE Dy : XA~YY S COMMETHRE LI BR, Bt @@Eranz
. BANFFIC

JFIRRL FREDOBREE Dy D8 Y I ERIE L.
EL, BHBECRLTHBZITIZ L E L.

(2) BE - &R

LR L.

LT,

TORBEBES RN L

ATRIL, FHRSOH— R & ITERICREERROCT D ORBEEL A 5T 52 L 2 B0

&ELTW3.

BB OR ERRRABERA L. BARMEERSHES, TRReoR

2.3.P MEIETIHEEE

B




CTD E 23 HHMN ey 27 7)) P—a—# 10mg
27 ESF 81 H
BEZPFy » s BEGS

FEBY, KX~ OBECEIRSBECH—MENELND Z 2R L. 2k, AR
BPEOH—MOFMIAPLCETHY, TREBE L TERET ST &ﬁ@%f%étb ﬁﬂ&%
BEOH—MHOBRBIIESRECEETI L L (EERTFA—F-).
BRI — T -y X —-2RELE. EHREBAERBREFTHY, BYRV A AORT S
PHEBAHTENTERE. : A :

Fxxx BRI 3SR —~0FE

THME R RS
RE5 & - BB 10 & BE15 4
EHEE (%) XXX XXX XXX
BEREE XX XX XX
(3) BhL

ﬁhlﬁfﬁtz7ﬁ%ﬁé&ﬁ4xk§xé &&E%&eré %@k%xmmuTa
FTHREDIZ, 2—IAERAWTAZZE# XX mDAZ Y —THELE. %Bht%#XG%ﬁH
BAROERET X% THY, IEAREERL LCIIEENRZEEETh o7 . .

(4) FRARS ,
HETRIIBVWTHENO L WEREKEE A - DI BRAZESTS. EORSIES - Eh
TRTH—LLTWEh), ALRBRERADRSOY—HIEFSE LRy, —5F T, BRAITHS
AT TV VB A2V T ABBRBROES, BANEEEL T2 2 L CENMOBKENEL 21,
Fm&@&ﬁ%@ TRIRRER D B. :
BRABMABHECEFTEEs A AER, REBENEZRL LTHEREOBIEED BN
Fdaode (Fkxk). XoT, BRAOCHEMNEIRBELTETEY, BIRAOREEFRIC OV TH
M@ﬁﬂéﬁﬁé%mrﬂ&wa%zt ’

Fooot WMFRIBESERIIC L 2BEHIE~DRE

FHEE E BaliTRE S
B&24a BES S 1BE 20 43
wEHE (%) XX XX XXX
(5) ¢

ATBRIADRS Z—REBEAMICMI 522 BHL LTWS. TERII—RORe—2Y

—RATEERE V.

AR OITSERFEIIRF CH Y, HEOILSEIXCV. X % EBODTMNEVWRAIZINE -
7= (Feek). AL, HETOEREEREO FY 7 MIEdbHH, EHNLATHEBOFESILETH
ofe. koT, EXEAEERZEERFA-F—-LLE. | _

BERTG A —F —ThHHITREZE(LIELEE, TRFeRmT 8D, ISR X DA

DHEAEL., EERIEEILOCELEBDTLR,

W b ORE R L TR, TERER

AT RIS otk
FSEEIRBECEESEIRVLO0, BEXN FEX mPHETE LTIEEEZRET S

Lo EE LR :

Fors ITETREBIAEEDIEL DX

FHEERE TR R

EHE E (ng) XX

FHERE XX

C.V. (%) XX

2. 3 P MEIET 28EEEE

b2




CTD FE28 BHOTE 27 27) P—oia —FE 10mg

FEE27ES A 31 A
RAZn i v BEGE
Frex  TIREIC L 3 EADERUBHE~ORE _
FHEER RS R
T8EE ' R . TR
8kN 10kN - 15kN
EEAE 2 (um) XX XX XX
SERIRERE (N) : X XX XX
Pt (%) XL X~XXX XX X~XX. X X X~XX X
[Hﬁ;ﬂ%url [#&] [#E&] [#HE]

§[%®ﬁ®£ﬁﬁ®&gﬁl ;
i BRUASETEORERIL (FFFEEE %ﬁmﬁwﬁ%@ﬁ ZEMEEER LIAS |
RRESIES) BRT :
EAEER SN OMETRRSIK AT NETRO ) X 7 FEERT. :
REEBE 2 TRESNEERBK (17 2 -5 —0FE, TREE, ﬁ%&@ﬁﬁﬁ&h;
LBERE) AEECL1S X HICT D (EEIRICRLZVY.

2.3P2.4 FEREUVHEER

MR | AT AR |t <? | D
R Fav L7 vh |
X 7W\w?A%
RS
R =F LU '
| ~saE | RuxzFroE : XX & XXX G
HiRA (VAN

ARFIRBIZ LV ERTIEMSBO LS. £0Y, FREHE ERICHEREELES

ZLTREEBGRTBIL L L
PTP A2EMICOVTIRT VS ¥ n—2Hid T & THBMEE IR LT, ATEERICONTIRE

BrERTAASERETIAMNTERAFHER LE.
P EDEaEMETEEMRBREER L 25, =R 3 EDERMAEE T AR T

EMTET. (2.3P8.1 Fbkk~ikk)

23P25 BEMBOBADD 5T
KMAITEAELAACHY, BRI L HITROY A7 VD, BENRERRIR

E 1./;:,:75)'9 7‘_1_

'2.3P26 BEREPHEARORSR/ARLOBESHE
TE T S ERHIR .

§I%®m®@ﬁﬁwﬁﬁﬁl |
' K%/ﬁ7/7mﬁmf%5tbﬁﬂﬂ&wbbtm FBIC & ) BERRERERT .

23P BEIHT SR
w



CTD E 28 ERINEy 2 Fo7) ot —i2 10mg
FERE 27428 4 31 A
AEZ =R Y » o HEG

2.3.P3 M (7—4—% IOmP:. iﬁi)_
2.3P3.1 HEHE

FEHNIOOOKRESH OOOI%&U\OOOHE‘Q}A& OOOITHIcTHETIFETH
5.

< BOEPTRTE L >
(1) OOO#F LM 000TH
HEEETEEEN DX{—XX
 (2) OOOKAAT OOCOCIHE
EEAEETTENEE XXX—XX

<WETROS >
= = = & 5 % %=
% = & R & i =
& = " 5 ®
B ¥ & e @

%
WET (1) [mEE @
[ Do R0 EE A

o BEOTHTCEETSEI, TEDS \#H%E%:T-f

2.3.P32 ﬁ%ﬁﬁ’&jﬁ

(1) BEEXAr—L

ARFOREETELEMLEAAf 2y b X&'hﬂh?ob‘é?xffﬁ&)‘i&fﬁ?&éﬁf?ﬁ;’ LT
BB % ookl R L. :

ﬁ*** NA ey NRF—AITBIT 6%& ﬁ&ﬁ&tﬁ%@&ﬁf?ﬁ LT B s

AT | N foybri-y EAETE

I# 5%z Hs TOMAE AR

(168 (XXX $E4) (XXX &243)

P — Bl | 10 ng X XAX kg XX. XXX ke

BA FLEEATN AR 103 mg X XXX kg XX XXX kg
=)

ek [ ] | A& 5 mg LY ke XL XXX kg

[ 1 | W BE 10 ng XX kg XXX ke

: ’ 1} T 128 mg XX. XXX ke XXX, XX kg

BRA | AFTVVEBeSRYYA | BR 2 mg X XX kg X. XXX ke
Ba,

T8 72 . _ 130 mg XXX kg X XX kg

L [RotoRREOEEA]
L. MEEERL, =—F 4 CVETHRE (BRK, =& —1%) RERTIHRA, ﬁ%ﬁﬂ
ofife, FERRSEERT?. :

23P BRERETAESEE
RA




CTD B2E ERINTy2 7 »7) P—ot—E 10mg
FEk27ESHF LA
BAEZz kY v BEGS

(2) BEHRAS ,
BETETOn A2EE L HEOBEDARITRE LMo .

EomoRRROEEA] :
DBRMAZEIT S BEN, DASEREOCRN, RIETTT.

23P3 3 i’éf’iIﬁ&U?’tﬂzx oy ho—L

R4y FPAF—AX FE/ 2y b)) CRELARETROERCESWVTERTS. &,
FEAEER AR ABETREOTuEANRT A—F—|F, BEER)F— s TORHER
CEORBCLVERTA2ZEBH5.

BEAEAYVF— 303, EFROFOBEEZTEL, HEoEBEAOCREEEOLYENR
SEMEREMT R DB 2 FEICOWT)  (FRR26%E4A 198 fHTFFHER) ORI L it WFElm%1T
9. :

| [ oMoRRREOTEEA] EE

L ey MRV TRIRET S BAETOERDNS X D ERT S, ;
FEER)F—v s rOTEEHYREHTS. it,%EEtAJHJBX#mwoﬁ%ﬁE
OFHh%E ED LD ICEET 0N ERTD. i

<RAfay bPAF—ITORETRER>
HEETE

<EZITE>EA  -GRNIRE
<EBRIR>HETE

<HF-IB>ZTANARLIE
ARG O—A BT E I L BRERTD.

<E_IR>ES-GRIRE

B FE DB YY un AT EA25 X5 ERNHEHCHECR T T Le P —1 — [X. XXX kel
AT M XXX ke, WM [X XXX kel RO'HEM [X XXX kel &4t h#ﬁKﬁAﬁ(ﬁn
L") AR N~ 5" BET5. BEREEENBERVWTENT 5.

<IBE=TR>ERTE
s I&T%ﬁbtﬁﬁhqﬁme@ﬂéﬁﬁﬁﬁﬁ(xﬁ) VE “‘Cmm”) IEL, B
5.

<EORITE>HRAREGIRE
E- TR LSRR TX XX ke BORTT Y vl R v A T XXX kg,B g I W)
3'H%CWHU3LJm,ﬂm%jﬂA?5

<%£IE>H%IE
%MI&T%ﬁbtﬂﬁmﬁwﬁEUXHX@J%D—&)—Kﬁﬁﬁ%ﬁw P& XX mn CIEH
AR (108680 1) 130X ng, £EE [XX onl, SEAMEE (XX N L7225 X5 HTETS.

<EATER>FE - G - RFIE
mp@ﬁ%%ﬁw‘%)THEV/74WA”Lﬁﬂ%ﬁﬁL‘7»q:&A% &fzbb

THE —NT 5B, —NEZBEEL, PIPY— e T5. PIPV—+27AI=0 A RY =5
VYT IXR—RTAAATY—AL, BRELETS [TREM L]

10
2.3.P SEICBETIEEEE
A



CTD 28 BRONEy 2 7T 27) o —4F I0mg
FRE27ERF 31 A
BEZ=FY o FBEE

AR RYRFUUE R, A (VYA ) JHED R TFLLE CE
B FAZ KX NeemBLETHRER L, RFRT5.
KBERGDRFELE W KA, B7T5.

| <BETE>R® - RETIR
SERTRRL, RETS.

[TEREH 1] [JEERER
TEREZBEE XX kPa LT C XX BREARICTLD S & &, ﬁ@@%&%ﬁbmw

11
2.3.P SEIETHEIEER
A



CTD H 25 BRI Ty 2 7»7) P—a—4E 0mg -

Wk 27485 81
| AAS =Y » 7 REHE
HETERLE
T e | [ & | [ R_# B | | TERRR ]
, 1 ' '
BT | =Aans |
TR RE - BN
— [P—a—
— Lk
«— Hm
— |mmm
g=Te | ®Bm |
|
EOIE | BRARS | :
B — [zF¥7vimerxeon |
ELTE T8
EATER | naR-ww |
PTP {335
— B D7 ukT L7k
—  [TM=TAE
—  [7a3=ph - K VFYTS-N MR TEEm1 |
e |lwm | SRR
AT
— I IRVR
— &
—  ERA
— K
HLTR | RE-8T |
12

23P SECET AEEEE
_ 23]



CTD 25 BHA(Ty 2T 7)) F—oa 4 10mg
Fk 2785 31 A
AAZ =R Y v BELS

2.3P.3.4 EEIBRUVEZETRHEOEH
MTLT?I&%EEI&&uEdH Tﬁ@&hbbbt

U)EEI&&GE%*@W
ﬂﬂl&(ﬁ@?%ﬁ%mﬁ%ﬁ%?ﬁbf ERTEOREZLUTOL S ITRE L.

<EEITE> _ _
B_IR Re- - ShITRE
ERELRE f&ETR

(2) BEELRERUVEEFREORERH

BELERE (CQA) © 5 b, BAITETHET SR, BAY— ZEETSHS.
FEEEIZDOWTRAKSEME R OERENEZBIRT AL VERLTWS, BEHER W
TIRAFPOTEANC L VHEFRLTEY, RATERPICERNMEICEER RIS /T A—F i3
Rhoic., —HFTHEHAN—HIZOSWTIHEA TR BT REFRRE U TRICHI) 518
FEEOHMMC L VHEELTVWS. Zhb 2205 A—F—3FEARSA—F—L 1L, “hi
i%ﬂﬁf—ﬁ—%ﬁhlﬁ(ﬁﬁ-ﬁﬁlﬁ,ﬂﬁlﬁ)éﬁﬁlﬂaﬁﬁﬁﬁt.:hBE
FRT A= F — DEEERE B Fek TR L.

2&% BENT A —F —OEIRERE

I |EH o e | & TR
BRI oB--EERHEAL, BE ’
BOBERURF— ({HALE)
I L TEyRRAeRE 2SR
AUNERHS.

Be |BOEE L

EROERMEEDIX L2 E /M
S, ERETOTHERDE | | N g
T (KD 7 M) OBEEDIEE gﬁﬁﬂgi@%ﬂ%%ﬁ

| e R A ET B HE N
5.

.23P35 7uER-ANVF—al,/ e A

RAay hARF— XX FE/ 2y b) 'Cﬂﬁb?f.#ﬁﬁnﬂﬂﬁﬁﬁﬂ vbh (By bFEE:VV
V, VVV, VVV) OREEHEEZUTICRT. & LROFEEE e RIIko L B
ThHot.

L [ ofboRERFOERA]
= BERICREER 7 —AOT —# B3 H 5B/ TORMEREEZ TR T 5.
RRRICRVBER, B CID YENC BV TT —4 ZEMT 5.

() B-ITR, B=TE (BE - SHIE, BRTE)

N4y FARF—AD 3 1y MZOWT, %ﬁlﬁ&@fﬂtxz/%nhw(zﬂﬁ3)k
T LT ELRFCERIL, N TBRZER L. _

ZTORE, WThooy FOERFRIEBWTHLREFDHEFERTE, FREELREFTHEZ
LD, MELEIRSOE¥ANRG A—F—BEYTHEZ LRHERBTE e (Fo).

13
2.3.P SEIETIEEES
BA




CTD B 28 BB T2 7 »7) o —4E 0mg

FrE 274 85 31 5
. AEZxF T w2 BEGS
%H*fwnzkz&—wkkﬁéﬁA%#k&nm,ﬁﬁ%ﬁk%ﬁ&@ﬁﬁ%ﬁ
Lot No. A\VAVAV] NVV VVV
B Bl XX [/ 53 XX [ElEs/5r XX [EEs/ 53
a RAER X4 | x& X4

TS B (10 f577) o o v o
panp | G XX % N L
ﬁ%” EIEARDIILOX _

(10 &E XX % X % X %

' {C.V.)

o — /L XX Mpa XX Mpa. XX Mpa
e v — /L ElERE XX rpm XX ropm XX rpm
e A7) o —[AERE XX rpm X rpm XX rpm

2 — L EEPRAE X A XA XA
Hokr ZZV—vH A X | XX mm XX mm XX mm

RS AG )

¥X mesh on XX % XX % XX 9%

¥YXY mesh on X % XX % XX %

¥¥¥ mesh pass - XX % XX % X %

R XX % XX % X %

v o W B A LSRR XX mL/g XX ml/g XX mL/g
L0 D BT XX /g XX nl/g XX nl./g
REAl EESEG M)

E==N o ol - 0,
CHERRRE%) X % XX % XX %
RERNESE
¥X mesh on X % XX % X %
XXX mesh on XX % XX % XX %
XXX mesh pass X % XX % X %

(2) EWTE BRABSIE)

n(u;b%&~»®3n;bkobf imlﬁkﬁfmfx:/bu-w(ﬁwswi_
R LEBREEHTCRE L.

FORE, WTFhoey FORBARICBWTHLREFZBENRHERTE, FREMELRHTHS D
b, RELETIEI OBARTA-F-BRATHD I LBHERBTET.

Forre 4Ty FAS—MCBT BBARI L BAROFEEE

Lot No. AVAVAV) AYAVAV) VVV
[BlEE XX @liE/4 X EEE/S 0 | XX B/

Wy YEL A

ARARS o e X 5 X % X5

B RO 52 o 3 XX % XX % XX %

ﬁ%m W B AR XX mL/g XX ml/g XX mL/g
B AT XX ml/g XX mi/g . XX ul/g

(3) FERITE (ITETR) ‘
Ay PRE—AD 3 By MOWT, BETEET Xz bu— (23P3.3) i
R UTe it TiTEE L .
. EORER, wWThowry FOGRACENTH RERGESEE CE, SRNREEOHREES -

14 -
2.3.P MEICETEEEER
A




CTD F 25 BB Ey 27w 7) P—a —EE 10mg
FeE27FEBH 31 B
R&EZxF Y oo BEHS

= I‘F‘i'@@ﬁﬁ‘l‘é‘b&ﬁ?f%é k?ﬁ% &EL?‘..I?%fUﬂZX/\?% FRRETHHTZ
E PR TE .

Fork A vy DA DTSN L EROFMER

Lot No. \VAVAYV} \YAVAVS AVAvAVS
FE : X kN X kN X kN
| #T8E KIE ($T8eHE) X kN X kN X kN
El=E | XX [EMds/4 X HEs/5y X [BlEs/5y
S REF B REF
HE (10 &) XXX X mg XXX X mg K. X mg
o BELE (10 fA) XXN 1XXN XN
FRSEQGEH) |X % X % X %
S8 B RiF BT
B (10 &) XXX X mg XXX X mg XX X mg
. o B (10 (&) XXN _|XXN XXN
FHEEEGE) |X % X% - X %
AR v B# Y BT
HE (10 &) XX mg XX mg XX mg
3 FEEE (10 &) LXN LXN LXN
_ EFESEQGRE) | X% XX% XX%
HAZERFH (6 8D . LY 4 X & XX 4
T (6 1E) XX % X % XX %
BaEmzE HEEG 1 X % XX % XX %
SRS HEE (L0 &) XX % XX % XX %

AN AT 4 v, Ty V7O B CRHER.

BE, WE, FESE  NEOTHEEOTHM

HAEEERT - B RAHEEREREE (K, 37C, #BMER L) To X SEoORERNOYSE
HEHM - R EUCRBR S EOERE

(4) BRI (FoiE - Q3% - fTI&)

Ay FREF—AD 3 2y hTOWT, %ﬁlﬁﬁﬁfutz:/FE—W(me3)L
R LT ERG TR L. _

TORER, WThoey FOBERCBWTHRFL2ZMRESHERTE, BEELRIFTHEZ
Eh, RELEIBRT ARG A—F—NBYTHDIZ LHBFERTEL.

¥, RERORZEMICOWVWTS, 40°C/T75%RH TD 6 » A DRFICBNT, MEOERIX
FOLIT, AERHPERTHDI I EEMRETER (2.3 P8 Fhix~ikik),

15
2.3P SEIETAEEER
A




CTD £ 2388 BROE Y 2 T 57D PPt —fE 10mg

- P27 ES AR
B =Y o NEGE
ek STy ]\X#HJV}_iaﬁéﬂﬁ%{fi:kﬂi&nn@?ﬁ?ﬁ%
Lot No. \YAVAVS \AvAV) AVAVAV/
—— PTP -7~—1WEE XX C | XX T XX C
P —3i—ARE XY °C XXX °C XX °C
PTP A% 5 S8 : BT BREF . - | B
DI V=2 FALGEHE) ) BE BE
RTaLk B bz 3ED) XX N XN XX N
A B Pt B a B

DLEORRLD, BELEY—A —8 10mg D4 0y FAF—ACOMETE, MEREI

Iy, RELERBEORANEETEAZ LEREALE.

2.3.P4 HENEIOEHE (P—4 —8F 10meg, FiE)

2.3.P4.1 BBRECHABFGE

ABFNCER T 2RI OBEE TRERITTT.

R4 3%
LA AR

[ § | R&E

| 1 1 . R &

2FT VBT SR T A R

2.3P4.2 REEE (SHFHE)

WENOFNFIORBFELDRAEEDELEITHS.

2.3.P4.3 REBEFE (GFFE o) 7F—ar
W OEMEL B RN ORRFETHS.

2.3P4.4 BBEURBRFEORYE

WTROFRMAORBRAELARCHS bOTHY, HAHTHD.

23P45 b Flﬁiﬁb%ﬂﬁmﬁ%ﬂﬁl
kT Y ool T 5. BERER, B K%ﬁ)’i%ﬁ?fﬁn% Ik BEDN,

R

¥z hdked 5Bl & M L, BSE &R LT 3R O R & U4k ks R B
BB EBCEDBEALTHZ L RWHUSRETRBTCRALRZVE S, RLAEAEZR

B LTHY 5.
2.3.P4.6 FHAEMA

ABAIIY, FEREMEIIER L Twizn.

[ oo sRoEEA]

FREMAZER L TWAESL, HEICS UCRERTS.

TREBFE (FHE) OAYF—ay) L LTAYF—a YOERRY ERE AL

OHBETLHTS.

}
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CTD B2 BRI CFy 22 TyF) P—a—4E I0mg

5

2.3.P.5 BRHOEE (P—A—8 10mg, FTE)

FER27FEB A3 H

AFEZcF Y o BEHS -

ABFOPHE OB TR, HARROERE, XEERROBBERFAI oy hAF—AT
WMELEey M RICESWTRELE.

gl%oﬂmﬂﬁmﬁ =9y

.ﬂ—-

5.

BAEREORFEIToLIEBIIZ OV \'Cfi"ﬂﬁﬂ"é

ST L 1IRL BRI ChoT, RIBHAORRERE LB OICHE, BEORME IR

2.3P5.1 BBRURRAE

ABIE DS R OREHFIEIC ST, BB OB R U & R T

FTrek ISR UEBRFE
PERIEE e HiE HAEfE
MR AR L v 8z Ba0EE
- - o A R YR E R B Bk XX~XXnn BT XX~
R | ATTRRRA | sim - X wg/u X 12 BIL DR &
_ R AN 3.
BEI v N7 4—
A — it BURER : RS BRAZRS MEg—
= HTA: AENE RS
' ZEE :c Emm
BHRAREE
fEE A REAE
EiEd : XX EiE
ABE - M - .
vt BRI (afhsmv b ry7 o) | D TIOBEERN Y
REE: - xR BERE :
flEEE XX nm
55 AN
BHEE : EEAE
FRED XK XI~XLX %
F=3 8 A —4: & RS- W4 3P —A—%

aie.

2.3 P52 REHE (OWFHE)
(1] BEBRELERBRFELZLTRRT.
(1) 4R ‘
. N = i Y el 19 Eﬁ'ﬁ‘é

(2) FesEllR

A
D&Y,

R L, V—A—
BTN LR,

(CANO : XXE) X mg lCiTST 24 L 0, MMM 2% ClE

RN TR SCE R BT K 0 RI ALY M ERRIET .

(3) BAH—H

ﬁ%ﬁﬂﬁﬁﬁ'

AT 5. Bﬁxxmhqlll%MKTlxm&bt&ko%

KR LB LD, PSR XX ol RO, MM EEE T R < 50 BT S
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CTD F 28 ERA(crr727) Z—oa = 10mg
VE274E8 4 31 H
CBEG= R Yy 2 EERES

#%, BEHAEL, HERENZTX ol &35, ZOREABR K unl TORA LS TZ 7 4
NE—THBTS. NHOHE L ZFRE, ROLBEXARERE T2, HEERAY—A—%
XX CTXX EHERL, 208X g 2RECEY, IRMZMATEML, EfEIC X L & §
5. TOEXX ol ZERECEY, WEBSKE X oL 2ERICNZ, IREZMNZ T &L,

BEHPRE 15, RHERROEERR X pLico%, ROFHTHREI oe b7 7 1—i0k
D ERBRAITY, NEEMEOY — /BRI THIV—A—OE—7EHHEDOLL RV G #RD 5.

Df— (CHNO: XKX) DB (mg) =ngg§xxx

K BRAS— A —OFRE (ng)
XX FRER

- PUERYERRIR ...(WF@%H)@%@E?&(H%HH)
RERSHF :
FREORBEMELERTS.
AT AR
EBEODV AT A:E“fi%i‘%ﬁﬁ"é

@)ﬁ&ﬁ

BERRICA 000nL 2V, NFARE LY, 845 X RETRERET.

AEH1ET LY, RBEFHAL, X OBEEFHE XL B E2 LY, AR XKXunl Fo A
TS T7 4 NE—TEHBTE. PIHOAHE XN ul ZBE, RKOAE X L ZFREICEY, 7K Xl
EUCRREXn ZFREnERIEME:, REHAKET5. KEER Y —A —% XXCTC XX FE
BEL, FOXN X g ZHECEY, IREZNLTEML, EREC Xl &95. Z0O# Xl
FERECEY, HEEXX ol ZEFEICMZ, EEREE 5. EERE SRR XX uL$
| BEREC LY, ROFETHEEI o 77— L VEB 2TV, TNENOROD—A —
@t—ffﬁﬁ/ﬁ&tﬁfis RRETS. ‘ :

/—4 (C,HNO : xxx) DRI T H%EHE (%)
At
M EEAO—A —OFRE (ng)
C 1gEPOT—A— (CHNO: XXX) o%FE (ng)
XX : ARG

B
. EBEREOVRBREGEERTS.
VAT LA
RT AOMRE  BERE X pLico%, FROZMTHRIET S LR, P—a—DEr—I D
BREBEFE O A MY —FE, FhEh XX BBl X UTThB.
VAT AOBRME EERK XX pLicoZ, FROEETHREREY 6 EiRVIET L % A
—DE— ﬁﬁﬁ@*ﬁﬁ?ﬁﬁ%fixx LT THD.

(5) EEE

AEXXBEEED, lllﬂhi%Mx,ﬁDﬁftﬁﬁéﬁa TOECEANREFNE, kiC
PUISREREE XX nl FERECH 2 TR Y BY, BSWAE L%, MERENL T XK ol &35,
ZOREALZELN unl FTORA TSI 7 4V E—THEBTA. FIHOAE XX L 2kE, ®O
A X ol 2EY, MMNEMEI T ol &L, REBEKLT5. JIKEEAY /-2 XX C
T XX BEERL, FOHN X g ZHEICEY, NERZNZTENL, BICNEREE X ol
FIFREICMNZ 7%, HEREZNZTXN ol ¢ 75, ZoE KXol 22, BEEEEMNL T XX ol
LU, BEERKRL TS, RRERECEERE Xyl 2&, ROFETHEEI v /774
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CTD 28 ZBEI(Ey2T27) P—o —4E 10mg

Feb27TFE8 A 31 B

BRARPxF Y o HEHL

— Iz X W RBETW, NEEHBO L — &mﬂ%hﬂa‘% D — DY — 7 ERO Q,J&tﬁ@&:k
BB,
P f— (CHNO : XXD) D (ng) =Agx%xxx

 ERRV—A—OFRE (ng)
xx ?ﬁﬁﬁiﬁﬁ

HEERE 000 (NEEHHE) OBERER (XX—XXXX)
AN :
B8R  RAMEYENEEE R (PR E ¢ XX mm)
HFA -FNEXm B X DAFUVAERE Xun QiAo 57—
B ABFNEBIETS. '
H 7 MIBE XX CHEED—ERE
HEHE : MEEXX ¢ ZEEEXX oL [2: TESL, BERR (1-XX) 202 C pH XX 27
IS5, COEX ol iEMEEX ¢ 2N CEML, NEEX ol 225,
Wil O— A —OREHEANH X SIER3 X 5T 5.
2T MEEME
AT LOMRE  EERE X pLicox, J:;ao)%‘e{ti:ﬁﬁa{’ﬁa“ék% U—A—, NE#EY
HoOMEIZEHL, TOSEEIIX U ETHS.
VAT AOFEM  EERE X pLico%, LROLMGCRRE X BRIIETEE, NE
HEWE O E— 7 BEICHT BV — A — O — 7 BREOLOHEMNERREEIL X %UTTH
3. - :

[2] BUEREL M- EHE @ﬁﬂfﬁ%

(6) FIERE: HERMHH

ARmXXEEZEY, MEARX ol 20%, BYEECHEIERHE, A8 X unllTo A
TSI T AANT—THBETS. MHOLE XK ol BRE, ROLBERFHERE T5. SR
XXuL ok, ROEGTEEZ o< N5 74— XV RREITH. REBIROE, DY —2
WEZEEESEICIVAIEL, BREAREIZLY %n%mﬁ%‘::&&bé

RBREMH

BHEE « SRAEREE (BIEHE - XX o)

A AR m EEX mDAT VAR Xpn OFEZ e 77 —FHER
WY BN ETIET D, L

5 ARE XX CRhEo—EEE

BEtE A : MEEY ¢ ZEAEX oL 1282 TEML, IEE (1—XX) 22T pH XX (238
A, ZOXX ol iCMERXX ¢ 20 TEML, ERRX ol 202 5.

BENEDE : MEMEZX ¢ »WEEXY ol 24 CEML, HEE (1—XX) 2% T pH XX 278
Bz, mO3E XX ol BN ¢ 202 TEML, EREX ol 202 5.

BEMAORE - BEME A RUBEWE B DIRAILERO X 5 ICE X CTHREARHET 5.

EAZ ORI BEhfa A BEEB
(4) (vol%) ' (vol%)
- XX~XX XX XX XA—XK
XE~XX XXX XK
XX~XX T—XY XX—XX
XA~XX XXX KX
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| OID B2 ERAEY I T 2T St —iE 10mg

FEE 27 =8 A3 R
BE&Pc Y v o BERL
& . 545 XX nl
A EEE : HHOoY— &'@ﬁé#&&)\ﬁ% X 53FET
AT AWM

BH OB  SUEATE XX ol 2 TERKCEY, IEEEMETERICX ol &L, YXF5HE
AMRBHEE L T5. VA7 ARAERBAEE ol ZERECEY, IRMEZNATE
FEV XX nl 233, ZOEX uL e/ ED— A —0r—7 miEs, REHSKRD P—1 —
DY —ZEHED XX~XX %ic/2dZ L 2HERT5.

TART LOWEEE : VAT AEAERBRABR Xy LizoE, LREOFHFTHRETILE, ¥
—f — DY —7 DER SRR A B — R, FhEFR XX BLULE, XX UTTh
5.

VAT AOFEBN VAT LAEAMRBRRAERE X s Liko&, EROFHTHERE 6 BED
R &E&, Vg —DE—EECHEERELIXX UTTH 5.

§[%®&®?ﬁ%®& ﬁl ' :
P - R REEEE, BEHL L REMICRE Lid - HHE R b BBAII, TR |
E Lol BRORBSEEEHRTD. ;

2.3P5.3 ﬁﬁﬁ%(ﬁﬁﬁ%)@n)7~73/
(53 #ri/S Y 5 — /a/kﬁfér#z%(%ﬁﬁﬁh&ﬁfﬁﬁEAJTMVa/h%?5
T%XF(%ﬁﬁﬁﬂi@%5WT Feoek IR TRBIERICSWTAY) F—ra r2EHELE.

L [z ofhoiREROREE K]
‘ HIEEEEDOED, Fx— Fﬁaﬁ#ﬁlﬂ%wiﬁ &‘Eﬁ!ﬁ‘%’a

5@% %ﬁﬁﬁﬁf%ﬁbthTwVH/

J}*ffﬂb %
NTA=F— %Eﬁ?’fgﬁffk
2@l B |
I I
REVEE ER| R R
e
R T = = ==1=[=
@ |mmam: ol —|——|—[—1T=1=
(1] mEmELE| . | B ' |
B A @ | my—wam ©l@|@|e |0 |—|— 0
@ |mmE dlole|olo|—=1—To
6 |ERE ololeleloe|——o
] BRRELE| . |WERR
poritmmEE |0 |mgmE ele|jo|oj6/0]0 0

RHOORNY F— n VERRR, IERAERRT.
£ B T BV CEM LA S8R/ ST A — ¥ — DM EEENER U R Fohrk~ ot R
Foree (2) FEERRAR |

SYNTREST A —F— | HIEEE s
Rk ' .
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Fsbolok

(3) SAIH—it SEA—HHRR

CTD 28 BRI (T2 77} F—at —4 10mg

P 2785 31 R
HEZ=F Y » 2 REHL

SIHTREN T A
i

B

HIE A

FER

Rk

SYHTR S,
F7ER,
NERHEYE,

skl oM R RE

ERME

T0~130%7D 5 K EZRIE

B (Edser, k)

BB

70~130% 3 7ZK¥ET 3 [H
FOEL

PHTHIEE

100%FHET 2 B X6 A
BoRL (BHESG)

ENEIBE

100%fHET 2 EIX6 HMH
BoOEL (BBHES)

#apd

IERLL

1.6
1.4
1.2

1 -
0.8
| 0.6
0.4
0.2

0

[

0

0.004
0.003 |
0.002
0.001 f

=

50

100

: HREE®)
Bese (3) BGAH—tE SEIG—ERR ERE

150

0
-0.001 -
-0.002 r
-0.003 r
-0.004 *

0

e

50

100

BRE®)
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CTD FE 25 FRONEy 777} F—of —48 10mg

st 27 E8H 81 B
AEZxF T v o BEHS
Sower (4) TR
STREST A R R
SRS DT,
re S e
B 50~120% 5 AKEZHIE BT (okck, sokk)
50%~120% 3 7k 3 |
RE E0 L
g 85%MD 1 K¥EZ 2E X6 A
PHTmE BV SEL (8 hE 3)
| 8540 1 AR 2[EX6 H
ENFBRE | minigy (@ hs)
PR

350000 [
300000 |
250000
200000 |
150000
100000
50000 |
0

%
=
)

A

[k

2000 1
1500
1000 -
500 |

50 _ 100 150
BE®
(4) A EARE

-500 |
-1000 |
-1500 |
-2000 -

Bk

50

@) wHie

100 150

EE)
BESuwv bk
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Fesokok

(5) EEL:

CTD H28 BEAE2 72 7) F—o —4F 10mg
FrE274ESH 81 A
REZzF Vw2 BEGE

SHTRER T R
—A ’

B

HIEELE PP

TR

DYTRE,

| TTER,

PNIRIEME
seibl R e

ELAE

70~130%D 5 AL BIE

BIEF (Bwkk, k)

HEE

70~130%D 3 K¥ET 3 [H

moEL

DHTHRE

LO0%fHLC 2 [EIX6 HE
HByiEL (BHES)

ENBBRE

100%{HT T 2 [EIX6 B[
WmoiEL (BHES),

#ibH

16
14
12

0.8 r
0.6 .
0.4
0.2 r

v — 7L

[5q] sestete

0.004
0.003
0.002
0.001 | .

50 100

(6) EE*E

150
IREE®)
EARE

-0.001 r
-0.002 r
-0.003 |
-0.004 *

[k

50 100

© 150
EBEW)

(5) EEm¥: HE=ETvy b

23
2.3P SMEICBT SHEEREE

B




FAAH

(6) PEEERAER MEWE

CTD B 28 B#INCEy 2 T2 7) PP—of —fE 10mg

FRE 2745 8H 31 B
AFI=F ) v 7 BERBS

ST A
_,_ézh_

i

HIEEE

FER

etk

HZERGT,

SERWE,
Gl XN
T REHE

TR

0.05%~120%% 5 K#EZ
WE

B ([wxk, k)

v

0.05%, 0.2%, 1 0%®D 3K
HE3EHRIEL

TR

0.2%hET 2 ElX6 AWM
&R (HHES6)

ENFEME

0. 2% T 2 BIX6 B
#/VIRL (AHESR)

EERART
RHERSA

0.03%, 0.04%, 0.05%®
3KEL IERREYIEL

i

120000
100000
80000
60000
40000
20000

v — i R

TRE=

0 1 ]
0 0.2 0.4 0.6

0.8 1 1.2

: RE® - o
B (6) FEEERUSR SRR EHARME

6000 r
4000 r
2000

2000 | o o
-4000 |
-6000 |
-8000 L

0 0.2 0.4 0.6
| PE®
Bieee (6) SUERS MBWE
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CTD Z255 ERNEy 2 7y7) ZF—oa —fE 10mg
FH27TEEH 3L H
HEZP =R Y 2 BEGE

2.3P54 v hOH
ABMBOBEAREI Ty hoo y FEES, RERS—A, BEER ERUERERT, o
v MR RO —E &Rk TRT .

i [FomhoTEEMRFOEEA] :
i REREF2#T 5. :
ﬁ%®U/F§%%£ﬁT5(@ﬁ@MF%ﬂmbfwé%AmanoMmﬁbémmﬁ;
Emﬁéiokfé) :

Foekx BEEAREOD » F%vf Bl -, BhEHFH B RUR®S
HEBH : OOOKA&EE OOOLE
REBTT - OOOHKREH OOOWFHBT

WA | B | e ‘ ‘
Lot No. Lot No_‘ RE— HEEHB =B 7S

P-001  [A-001 = |XXF £E FrReXXEXAXA | BUEERE, ?Eﬁ?&%

P-002 | A-002 X5 & TR XFEXAXH | BUERE, TEMHAR

P-003 A-003 XNFm &g&E f?ﬁEXXEEXXHXXEI -
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CTD E 28 BRI T2 7 2»7) P—A —FE 10mg

Wk 2748 5 31 H
AAS=3Y v 2 BEBSE
Fexrk Ty MHTEIR
stma B Lot No.
P-001 P-002 P-003
Co 1 AEODFESE BRAOEE AEOESE
(1 & K 2 ARORE HEDRSE BEOEEE
3 A OFESE BHEaDFESE A OFEEE
1 k1 *1 *1 C
(2) FEERER 2 *1 *1 *1
3 *1 %1 x1
(3) BEB—HHRR 1 XX XX | xx
HEME (%) 2 XX XX XX
3 XX XX XX
% 1 XX~XX XX~XX XX~XX
p %jfm B 2 XX~XX XX~XX XX~XX
3 XX~XX XX~XX XX~XX
: XX

(5) EEE S s o =
=28 (%) 3 X XX XX

(6) PLEERER HEWHE 1 XX XX XX
HamE 1 2 XX XX XX
FemEasE (%) 3 XX X X

(6) MEHAER FRUHA 1 N.D.® N.D: N.D.
m|EYEn 2 N.D. N.D. N.D.
EEMmEEE (%) 3 N.D N.D. N.D.

(6) BMEHER HEHE 1 N.D N.D. N.D.
HEWEN 2 N.D N.D N.D
HEVHESE (%) 3 N.D N.D. N.D

(6) SupFaE: MGWHE 1 N.D N.D N.D
FxpsoBe oy —2 2 N.D N.D N.D
EAXERDHEE (%) 3 N.D. N.D. N.D.

(6) #UfERER FimHE 1 XX XX XX

. _ 2 XX XX X
BEZYESE (%) 3 XX XX

) ND. RHlEeT

%1 P XA~XX nm, XX~XX nm lCWRIN 48K %R,

2.3.P.5.5 FHipOFHE
(1) BE&vE

AEAORERERVHFEALEERRICAEORN SR L LIEREMHO-EROREN I 1<

b 75 % T (RE#IZ T,

FEH BV THED bNEERWER T~ TRERROLOTHY, BWETRTTERENE
SRAERYR OCRGERPIED bnikhot. ERMEOD v MAFEERITERSATRT,
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CTD E 25 BRI(Tr2F7y7) P—o —42 10mg
: FRHETHFEH 31 H
AZEZc 3 Y v HEHS

Ferrk VA~ ROREIWED ik

i i | B
P — o . w0
HgWHE 1 | : A' XX gigg
HEME I _ ' X . ﬁi;ﬁ
HEHEV 7 X gﬁzg
%% [ /l AR / P / s

0026 |- ,

gg;: : BRUWHIV

S 0.020 | .

0,018 . ﬁﬁ%’ﬁﬂ .

DO.OIG - .

Sl

0010 | ’

0008

0.006 |

0.004 F

0.002 |

0.000 }

0002 G— N

0.00 200 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00 22.00 2400 26.00 28.00 30.00

mmn
Rkx FEBHEOEIu< 5 A

L [ omOREROEEA)
5 HEESNIFEEDE 2S£ TET, T oBHIRMEZRBREG THIMHHATS.
HRWEOZ a<w b7 AR, V—70RE (KORBYENIIAHES) FiE#T 5.
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,‘ : CTD #2% ;?Eﬁ‘ﬁ’(-‘éyffyﬁ | o —4F 10mg
’ Fk 27485 31 H
R HEZcF Y v 2 BEGE

(2) FREBIRIY
AR OBLE TRICESWTELER LTy,

g[%omwﬂﬁﬁoﬁiﬁ} :
: BETRPICTHEESZEAL, » oRBEORBRFEOREZ L2n0Thhil, 2.3.P52;
~23P6 AT, —EORE - FUHEITOWTTFRT. ’ ;
MELELTm$$%%JMMﬁEﬁ(Eiﬁﬁ)K%%@%ﬁl&khﬁ%$ﬁ%%ﬁﬁg
7 3. WMﬁEﬁﬂ“ﬁ%h%hmﬁénfwéﬁ¢mmk&?&ﬁéhimé LR,
STWBEE)

2.3P56 HERURBzEORLE
SRR L 7 SREVE B W ONC RN BT 2 7o S BUHTERA L e oo T URTEH (MIEERAR 252
®) 0)%’-%‘11‘%15&:’3%'(@, BUFIc % DR#E R

(1] #Ea% Ebtﬁﬁﬁﬁ
(1) Mk '
¢§Hﬁw¢n@nzb%aér&ot XoT, Bk TERORETHD. ) ERELE.

" (2) FERREER
D= —RINRICRINEE T 5 2 e D, BAFREEERAERE Y ERERRE LTRELE.
ABENL, BERE X~Xnn &R X~ [ZRINOBAZR L. Lo THEE MER X~XXm
B O KX~Kenm (R OBARZRT. | ERELIL.

(3) ®APBS—E SEH—ERAR

FRRDEDRIERITLLEHEY 10ng THDHZ P bEEN—MHRREBR UL,
ARBINTH S HER X~XX % T, AFERFONERETHDS 15 0% U TITHEE Lic.
EoT, Bk BEY—ERRETILE, BETH. ) ERELL.

(4) FHIME

- ARROBHEBRBRORERIY, NBREEAN, PR X EENED e Y FEOZEER]
LT WRERIE THD LIl Eniziod, BHEROLEFL LTEALE. ZoRBRELGTRR
BRI X %17 OS%LA O FEREMEL R Lic ), XX Ho2RRER & Lk,

. ARANIE OBHE X~ % Thotlz. £, MERBRICBWTHERRN & 2R
L7 (2.3.P.8.3 Fokek~Firr), L-oT, FHEL FBRECHEREXL 2, ARkl
D, F5 XX EETRBET ) L&, RRO W QMOBMFI XX %L | LBELE.

(5) BEIE _ ) : .
AR OESEIE, WThb X~XX % (EBEE30  XXEX%) Thofe. i, MERARIC
BOTLEERRNZ L 2R L72(2.3.P.8.3 Foeek~Fweek). LoT, HER IARREET
BLE, RRED XX~ X BITRETHV—A—%2EL. | LRELE.

[2] BRIEHREL - -RRER

(6) #iERER (BEHH)

xﬂﬂﬂﬁﬁoaﬁkkwrﬁﬁ%%Elm%b&hn EIERRIEBONTHEREWHE 1
DL L, BIMIRD bhiipof. , _
s A LRH S EEDE L, BEEOEOEEME I ThY, MAITHEROBERY S
BhhofZ bbb, HAOREEUCRABRGTHRIIRE L 2ot

L [EDhOERFOEEA]
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CTD 28 B#bl ey 27 »7) P—if —4F 10mg
. FeE 2748 H 31 A
REVnR Y » & BEGL

FRMECRERES, RRELESHEERELR»-oRHERDH AT, RFICRE !
Ligho B bEDCREATS. . :
FEICRBT ARARESHICT —F (2 Modr, REERBRER, %%#@7—¢%)%§
BRTHRE L THMICHIT 5. :

2.3.P6 @iﬁuumﬂ?ﬁ% (—A —§F 10mg, FEsE)
&ﬁ@ﬁﬁfﬁﬁTéﬁaﬁ/~4~ﬁﬂ?®ﬁ%&6ﬁﬁﬁ%hﬁATé%@T%é M
R HEKICORT FE TR 5.

] wRFE : '
. THERAL, BREBETD.

(2] MR URBAE
ABIIERTBHEE, U—A— (CHNO: XX} XX~XX %&air.

etk :
Adh iiB@.@#aaﬁ@#ﬁ?E“C’%é

TERRRER
(1) Flzo%, 5?5’“52@%’\’/" F)WF']"R:’YECD%{E?? Vo AEERIBIC LV RBRPITO LS, &
XX em?, XX ml, XX om?, XX em? BRUKX em? FHRICERIN #3889 5.

(2) AEOEMBER (1-XX) 2%, BREELBAL FARBRTZ FFATFAL T %
NFEEDE L U TERSERANZ "ABIEECL Y RMREET S L &, § XX ppn fHEK T
BFEROVIFAARVCE—BOI Y /VB %, X pm fHER=ZERDZ7 N C %, §XXppn
FHEIRE—BOI 7 FAD 2FRL, §¥7FVOEKBELA B C:D IEE XX - XX X : XX
Thb.

MERE EHEWH - A

A5 XX mg ZEEEXY ol CHEPL, REEKRE TS, ZoE XN ol ZERCEY, HARS
MxCEMIZ X ol 35, ZOHK Kol ZEFEICEY, NENEZHITIXnl &L, WAEERL
5. REEREEERK XX s LT o2 ERCE Y, ROFHECHRE I uv /7 10k
VREEITH. THLTNOBOEL OV —7 B2 HBESEC L VR T L L&, HBERD
© P =LA DE & O — 7 FREE, BERROV—A — O — 7 mHEO XX LD RE .
Tz, REAROBRRLAO Y —7 OSFERNL, BEREOC Y —( —O v —7 BfO XXX
T KD REL RN

BB

wBiEE o SEAUEYeER (MERE : XX nn) :
HFA AR m, REX cmDAT X VAFITXX umd){&ﬁE&uv NS4~
MR NG VETRIETS.

BT ABE . XX CHHEDO—ERE

BEPFE A: MEEX ¢ ZPHENRXY ol (22 CTHEAL, ARR (X)) 22 TpH XX I
HETSD, ZOWX ol KHEEMEEX g ZMATHEML, NEEX ol 2502 5.

BEE B MMM ¢ Z NN MXX ol (22 CEAL, HRE (XXX 22T pH XX i
FAETD., ZoOEXX ol iCHEEXX g N TEML, HRAMX ol 202 5.

BEHOXK : BEHA RUOBEHEB ORAREZRO L5 TELX TREARKET 5.
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CTD B 288 BRONE 2775 5) et —5E 10mg

it 2745 8 7 31 A
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TEABE DR BHEH A BEAE B '
(43 : (vol%) : (vol%)
~XX XX h 44
~XX B—XX XX
~XX XX : o
e ﬁﬁ XX ml
ﬁﬁ@ﬂﬁﬁlﬂ C BT —I0ENSTEARE XXﬁi'C
AT AEEATE

BHOMES - EEFE X ol PEREICED, INNENE CERIE X ol 245, Z0W®
XplL PoE-MAMEOC—7 TS, EEFERONMNOE—7 WHEO XX~XX %i:vzt
BT ERERT S

AT LAOMER - BEREK XpliZo%, EROSEFCHRIETS L, ‘/—4‘-—031: V4
OMBEBB RV A P —FET, s X BUE, X LLTFTHAB.

AT AOERM: . EEEE XX pl 0E, LRoEHTHEY 6 BRVETEE, B
HEOC— 7 mEOHMEEREIL XX %LLTTHS.
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X %LT (X g lllﬂi)

ERA
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EAEBRNEESRE (%)

PR R

RERRYESE (%)
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ERE
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- ) Lot No.
For 2 [=12% Se-001
1 *1
K 2 *1
3 *1
1 %2
HRRB (1) 2 %2
3 %2
1 %3
FERRRER (2) 2 %3
' 3 *3
FERR HEmE 1
FEME 1 2
| ERpEEE (%) 3
MRS HEWE 11
HixpE 2
EapEsE (%) 3
MERR ERE 1
FRHEN 2
FhpHEaE (%) 3
MRS BERME 1
FROENV 2
HahEZE (%) 3
FIEESER WBYE 1
2
3
1
2
5
1
2
3
1
2
3

+
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HEREREEE R N R RN SR e EEE

%1 HaokkatEnEk

CTD F 25 ERO(Ey 2T 27} SP—a —4F I0mg

27485 31 H
Hiy:*ﬂy?ﬂ%gf—‘

%2 WHE X w1, X n-l, XX cml, XX eml BORXY el fHEICIRREZED 5. .

%3 §XX ppn fHRICZERO V7V A ROBE—ROT 7 F/VB %, §X ppm fHEI=E#R
D¥TINC &, XX ppn FHRICE—BOY 7TV D 27RL, FV7FAORERELA:B:
C:DIXIFIE XX XX KX XX CH 5.
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FEhiA - mEN-
FTREBO XX ~XXX %
=P s BIAH—N & RS RT3 — A —%
' : Eie.
BRI a7 4—
, HIEHE « RS
REHE AEERE : XX mn —
H5h: AER
BEhH - mEE

:nbmaﬁﬁﬁtomrﬁ,Zﬁmzﬁﬁﬁ%(ﬁﬁﬁﬁ)K%ﬁ@ﬁﬁé%wt

§I%®&®£ﬁﬁ@& =gy |

BROQENIEET 5801, FEMRRAKRE LCRR L ORI 2T 5

EHICFDERBILEZTEERTS. P
SERVORBASRHD, ﬁ&ﬁ%(?7#/7{/?% 7%)#//?%)%LTD6§

WEE, R,

FUEFRRTS.
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Haﬁyxiy‘/"fﬂlﬁﬁé

2) #EER )
IERBROER, @ TOEE THRRICESLE. i, SEOETER, BHOBEEMTE
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CTD £28 E#(Ty 2727 P—1—§ 10mg
Pk 2784 31 B
HEVzF Y v 8BS

Forer  IMEERRR » : : :

(PTP @BELTNI=TA - RIZFULUYTIF— 74428V (KEE) vy M
B . P-001 ’ ' :

HEg E% | Initial 1+ H 3rA 67 A
1 HE e bikay k=
(1) ¥ 4k* 2 EHE b=y WE ik
3 BE | &E Pk k=
1 BHE e by e
(2) FEZREAY 2 - BE HWE e BE
BE BE BE gy HE .

(3) SEH MRS 1 XX ‘XX XX X
YIEMHE (%) 2 XX ¥X XX XX
HEL - 15. 0% T 3 XX XX XX XX
;—:&f% 1 X~XX XX~XX XX~3XX XX~XX
B Bk) 2 XX~XX XX~XX XE~EX | XR~X
$EHK < XXOALLE 3 XX~XX W~XX XX~XX | XX~XX

1 XX XX XX | xx
[ F :  |x X X Xt
= ° 3 XX XX XX X
A XXNXX-A ¥y [ XX XX X XX

(6) PLEEEAER HHEME 1 XX XX XX XX
BREME1 2 XX X XX XX
EEhEEE (%) 3 XX - XX XX XX

(6) HWiEFRER FBRWHE 1 N.D. ™ N.D. N.D. [ N.D.
WEHEI , 2 N. D. N.D. N. D. N. D.
BEHEEE (%) 3 N.D. N.D. N.D. N.D.

(6) MiEERER HigWH 1 N. D. N.D. N.D. N.D.
FEHmEl 2 N. D. N.D N.D. N.D
BEhEeE (%) 3 N.D N.D N.D. N.D

(6) FIEERAER FHixinE 1 N.D N.D N.D N.D
FRUADELE DY — 2 N.D N.D N.D N.D

| BREEHEER (%) 3 N.D. N.D. N.D. N.D.

(6) FiErak WmEmE 1 XX XX XX XX

2 ) o4 XX XX XX
wrEgmESE (%) 3 )64 XX XX XX

) ND.  :igeT

#*1 HERIEBHZESNE (HEAORETHH.1 THB.
*2 FENERBICBITAESE ERE X~ m, X~XX m ZBROBRXETRT.] THS.
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CTD B 28 BRI Ty 27 27

SF—f —4E [0mg

Fe274FBF 3T H
BA xR Y w2 BE S
Sk R |
(PTP A LT AI = b - RYF LTI Rx— b7 g AE LR XX E)
a2 v MEE : P-002 ' :
REA Ei#k | Initial 148 35 H 6 7 A
_ 1 BE A HE e
(1) ¥ ¥ 2 by b= BE e
3 wE e BE e
, _ 1 gy CES Pk Ha
(2) BEERRBR*? 2° HE e Tk b=y
3 gy VA e k=
(3) &Ytk 1 )44 XX XX XX
HIEME (%) 2 XX XX XX XX
HIE - 15 0%LLT 3 XX )4 XX )94
% 1 E~XX XX~XX XX~XX XX~XX
" %fm a0 2 K~XX | KK~XX XE~XX | XE~XX
- %’_ OBLE 3 XA~XX XX~XX XX~XX X~XX
o 1 XX XX XX XX
_6) ER& 2 XX XX XX XX
Ei _( X/;) X% /3 XX XX XX XX
' ° Ty | X XX XX XX
(6) PR HMEHE . 11 XX XX XX XX
BEWEI 2 XX XX XX XX
HehEaE (%) 3 XX X XX XX
(6) BB WEHE 1 N.D. ® N.D. N.D. N.D.
HEHEL ' 2 N.D. N.D. N.D. N.D.
TeHEEE (%) 3 N.D. N.D. N.D. N.D.
(6) HEEHAE IWEHHE 1 N.D. N.D. N.D. "IN.D
HEHEN 2 N.D. N.D N.D N.D
mEMEEE (%) 3 N.D. N.D N.D N.D
(6) PLEEHARR: HEWE 1 N.D. N.D N.D N.D
tERUADE L DE— 2 N.D. N.D N.D N.D
EXEHBPEEE (%) 3 N.D. N.D. N.D. N.D.
(6) PLEERAER FEHE 1 XX XX XX XX
2 XX po e XX XX
BEgwEsE (%) 3 XX XX XX XX

) N.D.  :RHET

1 MRICBH PEGHE BAOFRETHS.) ThHH.
*2 ﬁ%%@?ﬁ&iﬁsb‘é:ﬁ%}i MR XX~XX nm, XX~XX nm (BRI OBREZRT.I TH5D.
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CTD #2228 BRINEy 2T 7)) P—o—4 10mg

EE 278 A 31 R
BhS=2 Y 2 BEGS
Fraer  IEEER
(PTPEARELT7AI=TA - BYVZF LU T IX— P74V LR XX &)
vy FEE : P-003 : ‘
R ' E# | Initial - 124 37 A 6 A8
1 e BE BE b iy
1 # ®* 2 e e b=y | A
3 HE A | EE e
o 1 A iz ey EE WA
(2) FERABR*? 2 e wE Pich=y W
: 3 e WE Be e
(3) EEH— R 1 XX XX XX XX
HIEHE (%) 2 XX XX XX XX
AR ;15 0%LLTF 3 XX XX XX XX
% 1 XX~XX XX~XX XX~XX XX~XX
N~ 2 XX~XX XN~XX ~XX XX~XX
s XX LLE 3 XX~XX XX~XX XX~xX XX~3XX
N 1 XX XX XX XX
(5) EEH: 2 XX XX X X%
gi (;/;Lxx " 3 XX XX XX XX
) ° FH | xx XX XX XX
(6) FLEREE W|BYMWE 1 XX XX XX XX
wEHE I 2 XX XX XX XX
BEpEaE (%) 3 XX o XX XX
(6) PLEERAER BWEWH 1 N.D.® N.D. |ND. . N.D.
BRPEI 2 N.D. N.D.- N.D. N.D.
B HEAER (%) 3 N.D. N.D. N.D. N.D.
(6) PiFERER HHE 1 N.D. N.D. N.D. N.D.
HEMENL 2 N.D. N.D. N.D. N.D.
HEMEER (%) 13 N.D. N. D. N.D. N.D.
_(6) BuEERER EEWE i N. D. N. D. N.D. N. D.
Ao DY — 2 N.D. N.D. N.D. N.D. .
RAXERNEER (%) 3 N.D. N. D. N.D. N.D.
(6) MhpERAB: Hig'E 1 XX XX XX XX
A 2. ot XX XX XX
REEDEEE (%) 3 XX XX XX - XX

&) ND. o RHEET _
*1 MERICBT 3EEE TARORETHS.1 TH3. , ‘
%2 HEFERRICBITAEAE [ERE XN~XX m, X~XX om KRNOEAERT.] ThHd.
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CTD B 238 B> 27 »>7) y—zf—ﬁ 10mg

FeE27E8 A 31 B
’ AEZ=F Y v BERS
Fowlk  IMERER
(Gl (Y HFN) FEOR) =F LB ARERE XXEE)
a v hEE : P-001
RERA E# | Initial |1+ H 358 6 » A
| 1 A e e e
(1) # fp¥ 2 HA Ha plick=y HE
3 e e HE &
1 EA bliiiay e EA
(2) FERFER* 2 EE STy ke HwE -
3 e bl ke = WA
(3) SEH—HER 1 X XX XX XX
HIEE (%) 2 X XX ot XX
ke - 15.0%LLF 3 XX )44 XX XX
;%%?%% 1 XX~XX. XX~XX AX~XX XX~XX
R 2 XX~XX XX~XX XX~XX XX~XX
ﬁ%:n%ut 3 XX~XX XX~XX ~XX X~XX
(5 mE® S o ﬁ o -
giﬂgluv 3 XX ot XX XX
o 0 T | X XX XX X
(6) #iprais: HEMHY 1 XX XX XX XX
HiemE 1 2 ) o' XX )4 XX
BiEmEEE (%) . 3 XX XX XX )44
(6) BUEEAER FMBHE 1 N.p. ® N.D. N.D N.D
HEpEL 2 N.D N.D. N.D N.D
EEWEEE (%) 3 N.D N.D. N.D N.D
(6) fEEERAER $EEME 1 N.D N.D. N.D N.D
HEMEN 2 N.D N.D. N.D N.D
HEOEEE (%) 3 N.D N.D. N.D N.D
(6) PLERAR BHEYY 1 N.D N.D. N.D N.D
kA DB DE—T 2 N.D N.D. N.D N.D
BAERDESE (%) 3 N.D N.D. N.D N.D
(6) MUEFRAER HEME 1 XX XX XX XX
2 XX XX XX XX
HiIEZOEEE (%) 3 XX XX XX XX

) N.D. .- BHET

*1 MR 2EEE TBAOKETHDS.] THD.
*2 FERARICRIT 3EA Nk X~XX nm, XX~XX nmidﬂl!la)ilﬁ)‘(%‘r‘ﬂ“ 1 TH3D.
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CTD 28 F#oNT 27 v 7)) P—oA —&F 10mg

27485 31 A
AP R Y 2 BIEHR
i '
(EEH (Y50 2R cF LRIt AhERE (X&)

oy hEE P-002 -

B E#% | Initial 128 348 6+ H
: 1 e Ry e HE
(1) # JR*? 2 BE BE & wE

3 e e BE by

1 HE e Siizhiy | EA
(2) FesEABR™? 2 oA iy ik BE

3 ey e e &
(3) EEH—HHE 1 XX X XX XX

HIERE (%) , 2 XX XX 6. XX

- 15. 0% LT 3 XX XX XX XX

#% 1‘ E~XX E~XK [ X~XX XX~XX

BB A 2 X~KX | KK~XX XX~XX XY~IX

ﬁz L 3 XE~XX KX~XX XX~XX XY ~3X

T 1 XX XX XX XX

B EBE | 2 |xx . XX XX XX
;;é .( X/}"{) - 3 XX XX XX XX
B ’ T XX XX XX X

(6) #iFFEER WBRUWHE 1 XX X XX XX

HEWEL o 2 XX XX XX XX

EebhEsE (%) 3 XX XX XX XX
(6) PUECPAER SHEME 1 N.D.® N.D. N.D. N.D

EEHED 2 N.D N.D. N.D. N.D

BEmEEE (%) 3 N.D N.D. N.D. N.D
(6) BEEFRAER WD HE 1 N.D N.D. N.D. N.D

HEpEN 2 N.D N.D. N.D N.D

BRYEEE (%) 3 N.D N.D. N.D N.D
(6) PEEERAER JEEME 1 N.D N.D.- N.D N.D

rFRUAOEcDE— 7 2 N.D N.D. . N.D N.D

| BRERBEERE (%) 3 N.D N.D. N.D. N.D
(6) #IEERER FEHHE 1 X XX XX XX

2 XX XX XX XX

BERYE=E (%) 3 XX XX XX XX

#) N.D. B

%1 HRICBITBEA (HAOEETHS. | Thb.
k2 . FESERRERIZBIT A E AT NEE XX~XX mn, XX~XX mn iZBRIROEBRESRT. ) TH5.
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CTD B288 BBy 2 7>7) P—a—FF I0mg

EE27E8HF 3T A
ATV » o BFEHE
Sewkx  JINEFAER
(lRE (Y BFN) FEORY F LRI AR (XX 88)
2y FES : P-003 . :
et o B | Initial 128 37 A 6 > H
1 e A EE BE ke
(U ¥ fR*! 2 BWE e bk ks
3 By | EE A &
1 gy HE HE A
(2) FESERABR*? 2 HE BE He Pk
' ) 3 HE | BE ey B
(3) SRS HAR 1 o XX XX XX
HIEE (%) 2 XX XX XX XX
R - 15. 0%LL T 3 XX XX XX XX
% 1 XX~ KRR KRR | XERX
BB 2 XX~XX XR~XX XX~XX XX~XX
S8 - KROLLLE 3 XX~XX XX~XX XX~XX K~TX
) 1 XX XX XX XX
_5) i 2 XX XX XX XX
;&l% -(x/)ixxv 2 X ' s X X
: ° T | XX XX XX XX
(6) PiAERAER My 1 XX XX XX XX
|EWE L 2 XX XX XX XX
|EmEEE (%) 3 XX XX XX XX
(6) PIEFAARR MBMWHE 1 N.D.® N.D. N.D N.D
MEME N 2 N.D N.D. N.D N.D
mEwEEE (%) 3 N.D N.D. N.D N.D
(6) Plipraiss FEHHE 1 N.D N.D. N.D N.D
wamE I 2 N.D N.D. N.D N.D
mEwEsE (%) 3 N.D N.D. N.D N.D
(6) HERE HEEHE 1 N.D N.D. N.D N.D
ERSADfEEeDE—2 2 N.D N.D. N.D N.D
BEREEDEEE (%) 3 N.D N.D. N.D N.D
(6) PHEFRA%R JERWHE 1 XX XX XX XX
' 2 X XX XX XX
wazyEsE (%) 3 XX XX 1xx XX

E) ND. REET

1 fRICBIT3EAE TBAOKRETHDS.] THD.
%2 ﬁ%ﬁﬁi*kﬁéﬁ%ﬁ [#R XX~XX mm, XX~XX nmwﬂwaﬁk%frfj Ths.
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