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c-Mpl fa o RARETF B IK (TPO-R)
EC,, 50%7H Zhi
eTPO Endogenous thrombopoietin (AP kr o ARARTF )
hu-Mpl FEAE AR 2 B B c-Mpl
129] P E U SR
IgG Immunogroblin G (& hgE a7 U )
1L-3 Interleukin-3
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MGDF Megakaryocyte growth and development factor (EAZERMEFHAL EIXK 1)
mu-Mpl AEALBR R T/ 2 ~ 7 A c-Mpl
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TMP Thrombopoietin mimetic peptide (F 2> RARTF LI AT ¢ v 7T FK)
TPO Thrombopoietin ( k&2 > ARFRT=F 1)
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- I/ L 2> O B L 7= R E O EE
(O3 E2E A, Week1~12, Weekl1~16, Week1~24, Weekl1~52,
Week1~104, Week1~156)
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k1 JEHEIED AA %2 HIED AA %3 : EIED AA
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A DYt AR A CRE DR O Lo BE

BRI 1A
G551 - w0 4 BRIIAA 10pg/keg OFEEMN&EE L, #@ 1 EEZ k5L, £

D% 0~20pg/kg OFIFHCHEFE L=, HEHMMEIX 26 @A E L, EE
B 5 % LT D WERA (C OV TIEL, Week30 OB T RRRA % ICA
F &G Lz, HREEGHIE Week53 £TE L=, Weekl14 LI 4
TR U CRh e IR (BRI A — e E) #0125 < CR &7
STEEEIE, BEEAZMEFL-EE 2HIC 1 HORGICEETLZ &L
L7z, F7o, PEAEKE LT, 7 XTOMEBRE T, ATG % AHK| D # 55
GHD 5 HIE, 772 CsA % Dayl 7264072 < & ¢ Week26 £ TG L
72o ATG1Z, 1 H 18] 2.5 mg/kg & EBREIR T 5% 7 N v BHEFR
500mL CAR L., 6 B LL B TRARICHEREEHE L, CsAIX, 1 H
5 XL 6mgkg ZBHMEHEE L, 1 H 2REEOHSG Lz, CsAIZOW
TliE. Week26 DL ITIRBREATEMI S SRS LW % £ TR 5 AT6E
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FAEFHE . FaoL— U REWVTEER L7,
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10ng/kg THRE-PiG, HEREIIA T
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(FEERNIEBL L 72 B A TR 2 [ Bili 0 ] Iy —C 38 b 35 RF)
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HE R MBS X 697, TREREE S [ AT O FIT I 5D & S
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- JEENE O EMEESE B U A0 H T b A
- BhRIARAE (Mg - ZERRE, —iMEMAE MPERAE, L) L2Mran
ZENH LB, FRIRMARIE (G MARE & O ZERRAE) OBEIA L <1
BOHEZ AT HEBE, UIA T U —= 2 7 BRAERE A CHUERE A TPt/ M

v4

PERE I TWHEE
« 27 ) —= JBRIART 12 LA IR 252 1) - R
5) 5k 1k

BeH 0515 KA 3.0nglkg £7213 7 7 v AR &2 HE 1 A &5

FEHE  Fio—/LV T M 50,000 ~ 200,000/l (ZHERE S5 K 9 il
R 5 10pg/kg

Fe 50 - 12 8™

JHERE L — v

ff/MkE () PO

< 10,000 1ng/kg Hi &

=10,000, < 50,000 | 2 [FlEGE CA RO M/ MEROEEIC 1Ing/kg & (2 Z L 128 &)

=50,000 . =200,000 | [ U H &%k

> 200,000, =400,000 | 2 [FhEfE TAEFLO M/ MELO S AT 1ng/kg A (2 8 (IR

EOHOEEERIEL, (MM 200,000/pL LA T L7z

> 400,000 BHHERIC, 1ngkg WiE L CHEHR

6) #HimE H
W R H
o MRS (BE5-56 2~13 i B O& B OBUE B IZHIE L7 i/ Mgk s 50,000/l
LB+ 2 2 &) AR bzl



W =72 E R

« R— 25 A B /IR 20,000/pL LA EHEHN L 7- 8RB O EIS
VRIFEMIM ORB O 4 B (%55 10~13 3 H)
DR— AT A I DL &

. J]‘.lld‘*ﬁ%ﬁﬁ 50,000/pL.~200,000/pL T - 721

SpERFATA

ﬁ$$%%jb K OWBURPE A DO F B 4L

T) Hb 5

ZHIE U 7= i SRR D S

) FESIZES L Cid. [@Phase3 Efficacy Set & x5 & L7430 077 )

LD Z L
W EEGfE A

» M ANRBUS 238D & 7

k4

[ﬁl/J *ﬁ}imﬁ)mu O BT ,a:]é& E ZIK%IE-*LT 9.5+3.3 ﬁ

77 B AREET 0.2+0.4

HTHY ., KRFETHE (P<0.0001 : Wilcoxon JIEN.FIFRE) 1ZEEE - 7=,

W 7 B ZE

« XR—2F A UG If/MREDS 20,000/ul LA BRI L - gk ERE O EIE

77 R ARRECIE, 12 B 3 61 (25.0%) T/ IMEER<—A T A > 5 20,000/l
PLE¥EINI U7, — 05, ARFIEECIE 22 B 21 ] (95.5%) T/ ~— 2
FA 5 20,000/ul L BRI L, 7T B ARRE L i L CAHEIC (P<0.0001 :
Fisher O IEfERERIRE) mETdH -7,

- 1/ NS 50,000/uL~200,000/pL T - 728

Pe 555 2~13 # H TIHL/MREA 50,000/uL~200,000/pL (2400 L 7= 8 550
7T B AREET 0.240.4 . AFIRET 6.3£3.23H (W9 b EEIME £ R )
L. ABTHEICHMEZ R Lz (P<0.0001 : Wilcoxon JIEALFIHRE ) o

- IEREMIR ORE O 48 (355 10~13 HH) |

CHHIRE U 7 ifn N oD SRR i

DR—=ZF A b OELE

TR O Fecfs 4 WRIO M/ MO NEHEDO X—2 T A b DEE, 75
Y AREET 2,300+6,500/uL, AFIFET 109,700+88,500/uL (W97 & FH)fE =1
) &, AR CHEICEMEZ TR L= (P=0.0003 : ANCOVA),

W2 VR I H
- AEERFEIVIRN

T RARREO 12 6179 11 B (91.7%) K OARFIFED 22 il 20 1] (90.9%) 1T
AEFGHREBL, ThZi 44 (33.3%) K9 Bl (40.9%) TITIRBREEL
DR RBENEE SN2 ot (FBI),
W & b ICIRRO RIS - 7oA BRI Lo 72,

x ERBERISBEETETLVAEER FHEH (%)
77 AR (n=12) AHIRE (n=22)
BEFLHAEE (%) 4 (33.3) 9 (40.9)
9E 1 (8.3) 5 (22.7)
957 0 (0) 2 (9.1)
Y5z 0 (0) 2 (9.1)




772 REE (n=12) AHIFE (n=22)
8RR 2 (17) 1 (4.5)
B 1 (8.3) 1 (4.5)
B 0 (0) 1 (4.5)
Jiiopra 0 (0) 1 (4.5)
I 0 (0) 1 (4.5)
FFEMED F 0 (0) 1 (4.5)
i, 0 (0) 1 (4.5)
U iz A P 0 (0) 1 (4.5)
CEYIN 0 (0) 1 (4.5)
57 VP R 1 (8.3) 0 (0)
T2 1 (8.3) 0 (0)
TR 1 (8.3) 0 (0)
fHEER Y —7 1 (8.3) 0 (0)
JETE SRR 1 (8.3) 0 (0)
Hg 1 (8.3) 0 (0)
[RIHAPED F 1 (8.3) 0 (0)
IR N

ABHFNED 3HI T, R—=ATA LB a I 7 AT AR NE 2 78 AT A_TTF
Ry ~OREETURBEME TH o7, 26 OWBRE Tk, /AN
L., BEL R 2 FERRIIRBF LR o7, BEBBRZIC, eI 7o xF LKk
O\ 278 AF LRTF NG ~OFEEHUE, WO PRGUAR B CTH - 72
BERFITFRD DLl o Tz,

KDL S SIS &0 R0, (V.3 MIEROM R OBEBET 5%,

@54} 5 MARERPRELER 1

kBT A
Zhiak 7 v MEZEE R YT AR xR iR
AAFEB LT 7 BRBEC 211127 > &7 B0 FHiF
FEHiE - OKE, ®KE, 7T A AT UFBRLOANAS

2) % B

O hEFT « M T O ITP B3 63 5] (ARFIRE 42 1], 77 & REE 21 61)
OMAEARKEST « AT T O ITP B3 62 5l ORAIRE 41 1, 77 B AREE 21

%)

3) 7o e RUIL
< ITP IZHRT 2R D7 &b 1A T L, [AERGRIC 18 Ll Lo B
- WHRNCHE L7e 3 [\l /Mg o SEEIfEAY 80,000/l LLF T, —E b
35,000/uLs % #8 2 72 A

4) F72BRAN L HE
E BRI O R AT D B



- TEEVE O N O B G OB RO & % B
5) ik 7 1k
BH 5 ARAI1.0pgkg 72137 78R & 1 Bk TR
FHEFHE © Fai/L— LTI/ MDY 50,000~200,000/pL \ZHERF S5 & 9 SR
R 55 : 15pglkg
e 5 IR - 24
JHERfEL—v

fi/ME# () PN

I 5H (/A 50,000/mL BBICHIN 5 £ T)

<10,000 i 2pglkg HAH:
> 10,000, =50,000 | 2 [ALERET 50,000/pL LA FOHAIT 2pglkg B (208 2 L I2H &)
> 50,000 [ CH&E Ak L, LA N ORREIDL— 2T

HERFER G (fn/VRCER 2 1 2T % 50,000/pL I HE 0% )

=10,000 fil 1ng/kg ¥ &

> 10,000 , =50,000 | 2 [AREHEE T/ RO M/IMER DS AIZ 1ng/kg M (28 7 L2 &)

> 50,000 . =200,000 | 7 U A& %k

> 200,000, =400,000 | 2 [F[#EGE CAELO M/ MR DS AT 1ng/kg Wi (238 2 & (2B®ER)

TDHDOEGZRIE L if/IMEAY 200,000/l LU FIZE T L7z

> 400,000 BeGBUE BT, 1pg/kg i L CH5-FEBR

6) A E B
W - R H
- PR iOS (B s L TG HIBOR%Z O 8 M D 5 b7 Lt 6
O ARE*) 23788 BT R E OFIE
S/ RO+ /MR ELAS 50,000/pL L EE 72D Z &
W =72 BT H
. /ﬁm@md WS CRefe i IR SO 36 K O /NS (R i IR S
SRO LT, BEE 2~25 M BIZ, /MG 4 BILLE)] RO L
%ﬁ%ﬁ%‘@%
o MRS DSFRED & 7= H ]
. *ﬂ)‘}fﬁ?ﬁiﬁ@ﬁ SNT R OEIE
PERE A IE H
ﬁ%$§% (R R R AE O B ZAB) I L OGURPEAEE B L)
7) it R
) FERICEI L CiX, '@Phase3 Efficacy Set # %[5 & L 7= H 20 O 7 )
LSO L
W =2l
- B MRS D3GR B AL T gRBR T




O hEA T
7°'3JZ‘J:E¥“C“ FNFTHOPERE I T %;PF‘I’*;LE[L/J\WJYTTS RO Lo Tz
. ARFIEETIE 42 B 16 5] (88.1%) (T FEFE ML /MK IR 23 FE D B ATz
(P—0.0013 : Cochran-Mantel-Haenszel #7E) .
QM AN;AT
7R ARRETIE 21 B 1B (4.8%) (T, AFIFETIL 41 Bl 25 41 (61.0%)
WZERGE I MR SR D358D 5 37z (P<0.0001 : Cochran-Mantel-Haenszel f2 7€) ,
W =72 B REHm T 2
« 2RO IS D3 ZR 0 & i 7= g R E
O KT T
7T B AR TIENT ORI W TH 2RO M/ MU SRR D B Ao
7203, ARFIFETIL 42 B 33 #i (78.6%) (TR DI/ MR GNGRD 5T
(p<0.0001 : Cochran-Mantel-Haenszel #&7E),
OMAEAR AT
7T ARRETIR 21 P 341 (14.3%) (T, AHIRETIL 41 #irh 36 5] (87.8%)
W RRO I/ IR AFRD BTz (P<0.0001 : Cochran-Mantel-Haenszel 1
E) o
- /MRS DGR & 7z H]
O hEe T
M/ RESATRD BRI, 77 B ARRET 0.2+0.5 #, AFIRET 12.3£7.9
(WIS FIE AR RE) & AR CBFICHEZ s L7z (P<0.0001 :
Cochran-Mantel-Haenszel £ 7€)
Q@A NS T
MRS TR S8R, 77 2 ARRET 1.3+3.5 #, AAIRET 15.2£7.5
W (WIS E R ) & AR TR IS A EZ 7R L7z (P<0.0001
Cochran-Mantel-Haenszel 7€) .
- BAREIE AT S - R OEIE
O ETT
TRBRSER G- W P IS BERFIE D AT SR E ST, 77 B AREE & bR L C
ARFETHEZ I 7T BARET 21 84 1241 (57.1%) Th o> 7=DiTxt
L., AAIRET 42 i 11 5] (26.2%) ToHY | Ay Xt (KAIIZ 7 ®R) 1%
0.278 ThH 7= (P=0.0175 : Cochran-Mantel-Haenszel & 7€),
O ASAT
TRBRSER G P BERFIE D AT SR E ST, 77 B AREE L iR L C
AHBECHEFIZ D72, 77 BARET 21 B 13 1] (61.9%) Th - 7=DITxf
L, RFFET 4160 76 (171%) THY, Ay Xt (KHIIT7Z2R) 1%
0.143 TH 7= (P=0.0004 : Cochran-Mantel-Haenszel & 7€),
X o TR
- AEFSREIRN
O a1 T
77 R ARED 21 Bl 20 B (95.2%) K OAAIED T X TOHBRE A HFFHS
MFEBLL, ZNETH] (33.3%) K23 6 (54.8%) TITIRERIK L DIKIR
44—




BRI B E SN Do Te, FRNTIE, 77 BREETIT 80, NHEHEAE
il RO TESHAC AL 234 161 (4.8%) (ZREBLLT-, AFIEETIE 56
il Db < 116 (26.2%) (TR L=, WWT, TR 2 76 (16.7%) .
NREIED EV ) KON Y BENEI, 461 (9.5%) FBLLT,
BBROPILICE ST A EFGEDBARARET 1] (2.4%) ITHH LT,
QM A ST

77/ AEED 20 B 19 Bl (95.0%) K OAKRHFIEED T X TOMERF 1A FFER
DEBL, ZRZEh 46 (20.0%) KON11 6 (26.2%) TILIRHRIE & O KR EE
BN E SN2 o T, FHRINIE, 77 BAREETIE TR b < 24
(10.0%) (ZRH L., oM FEFEAAEIm . M5 KO TR Sob
BT HELRNRL 1 (5.0%) IZHBL LT, AARETIE T8 RbH < 541
(11.9%) (ZFBL LTz, T, TBIEDRE) ROY EFE NI AEnZEn
3B (7.1%) KO 24 (4.8%) IZFBLL T,
BBROFILICE S T2AEFELN T T 2RRET 1 (%), AFIRET 241 (5%)
WZRB LT,
- U

O 1T

BHBMGEIC R X 7 e AT AEEHURDBGNE & 72 o 7o 85RE 723 2 i, TPO
BPURDE & 72 o ToBBRE DY 1 BRSO BT, W o b hRnpiig
XMt cdh o7,

QM ANAT

5BRIAIC, 62 Bt 4 T 2 7 u AF AFEAHUAREME T, 56T TPO
FEAPURDBEBSIET 5 7228, WP OHEERE TS hfndiii a7~ - -,

@Phase3 Efficacy Set # x5 & L =& shtE o 514 2
AFNOFHHEZHDNT, ENAOFENARRER T T > 4 2ME S 72T X TOHERE )
HiERK 242 Phase 3 Efficacy Set & %5277 &R & O #RIZ &0 3 L 7=,
W IAH R O B 46 513 Bngrkg, MBAMEE MIAHRER O BR 4 H & 13 1pg/kg ThH o
7o EIPNER AR SR CIaMiiel T X ORI T O BE 25t & Liooloxt L, e
AR CII M 2 hiadT U 72 3 & R T DB & 2Rl 2 1T 5 & L TWnieie
. Phase 3 Efficacy Set (Z351F AN E MAHRERI T Z 1 6 %2 0F & L TRENT L 7=,
E7o. EWNEBIHHE ﬁ%ﬁ@?ﬁ’%ﬂﬁf‘sﬁ (12 B 1%, WA AR O &% G5 (24
W) & HA_TED - 772, WS TERBROFANIZ X, ENE TFERERIC S
BTEEG% 12 ETCOT—2 %2 Az, 728, KEEIEIE% 4 B O M/
BOT—2IIAHRHAE Lz,
1) ENENAERRO X ZFMIER
(1) /MR A3 R 8D B AT 5K

[E NSO B AR RER T 5-56 2~13 I8 B I fi/ MR EOS (T MicEeas 50,000/pL

PLECHEMT 252 &) BB b lEE XITR L,

45—



P55 2~13 # B i/ MRS 23580 b izl 3k, BN T, RBIRET
9.5+3.3 1 (LAF, “FEEAEHERAE) . 77 BAREET 02404 0 & . KHFIFET
HEIZ (P<0.0001) @ETH-7=, £z, WA TH, AFEET6.8+3.9 1,
TEREETO05£1.4 &, AAFETEHMBE TH T,

m/MrRRENESD S f-E%k (Phase 3 Efficacy Set, FE+HZ#RE)

EAE IEER priizg 8 JIE A ]
P<0.0001
(Wilcoxon IRfZAIRRTEE)
T - P<0.0001 gy gowgs
&) 95+33 &) (ANOVA)
12— 12_
1511 o ]% ] 8. e+3 9
FiLY — i o |
B O
-3 a i3 7
B B 1
0 A O -
#A 5 MW 5
&, &
] 0.240.4 ]
0 | [N e o M 0 1
O3 70RF4 Z5h# AZ7ORFA FS5+t#
n=22 n—=12 n=83 n—42

2) EME IR OEIXRETEIEE

(1) =R T A 25 /MY 20,000/pl BL_EESIN U 7= 46k & 0 E1&

EINA O MARFRER TH 555 2~13 1 B O I/ MEEDS 1 ETHR—R T A )
5 20,000/l LA EBEIN U 7= 9B oEI& L, BN TIR, AFIEET 22 #ild 21 5
(95.5%) . 77 REET 12 Bt 3 1] (25.0%) & . AFIRECTHEIZ (P<0.0001)
EECTH o7, £z, W CTH, ARFIEET 83 B 74 1 (89.2%) ., 77 & AREE
T 42 5 10 B (28.8%) &, AAIRECEME TH -T2,

(2) 555 10~13 B IZHIE L 72 i/ IMREL D EED R— R T A b D2 &
[E A O 5 TAHFAER CH 555 10~13 3 B IZHIE L 7= fn/ Mgk o S84 o~ —
AT A b OEEIR, EN T, AFIFET 109,700+88,500/pL (LI,
Pl AR ) . T B ARBET 2,30046,500/pL & . AFIFETEMETH - 72,
T/, WAL TH . AFIRET 81,800+68,600/uL, 77 EARRET 8,500+28,500/uL
L AERHECHEMBE TH ST,

(3) I/ MEEAY 50,00~200,000/nL T&H - 7= %k
EIPNAF O 25 AR R ER Cif /M2 2s 50,000/pL LL_E 200,000/l LA F T - 723
Bk, EINTIE, AFIBET6.3:3.208 (LT, FHMEEERERZE) . 77 B REE
T0.240.4 &, AFFECTHEIC (P<0.0001) @ETH-7, £z, #HT
., AFIRET6.03.8, YT HARFETO05£1.2 e, AFRECTEMTH 7=,

(4) BABIRIE ZAT - TR OEIS
[E N4 0 55 A RRBR CRUBIRIE 21T - B Sk, BN Tk, AFIRE T 22
BIF 2 6] (9.1%), 77 EBREET12401F 2 6] (16.7%) &, WiEEE DT
HO, WREOEIGICHEERETRD N -72 (P=0.6015), S TIE
AFIHET 83 Bl 13 B (15.7%). 77 L REET 42 il 22 ] (52.4%) &



AFFEL AT T EARHETHETHY | KBS BIZENICHETEET
Holm,

3) ZDhEHEIEE

(1) /MR B ED3 588D B T- R E D EIA
ENA O S MARFRER TR 5.2 2~13 3 B IZ I/ MRS 23588 AL 7= R D F|
A, ENTIER, AFIEET 22 Bt 21 4 (95.5%) . 77 EAREET 12 filH 2 4
(16.7%) &, AREBECEMETHoT-, Fo, WA TH ., AFIRET 83 il 73 f1
(88.0%), 77 &ARFET A2 4l 74 (16.7%) &, ARAMETHEE TH T,

sl /MR SOS : R555 2~13 3 3 o ifn/Mi2s 50,000/pL LA EICHEINT 5 Z &

M/MRRIGH GRS 5N -#KEREDEIE (Phase 3 Efficacy Set)

B P55 I HHRARR oty ANk
95.5%
(%) (%) 88.0%
100 — (21/22) 100 (73/83)
80 | " 80 |
§ 80 2 60
ﬂ @
Bao 16.7% 407 16.7%
i (2/12) i (7/42)
20 20
0 —
OXFORFL Tttt OX7ORFL TSt

(2) /IR B D3FE 8D B4 5 & T O
M/ MRBOEAZ8 S B0 £ TOMM (FofE) X, ENOARFRECREG% 18
H. W ORFBETHRG% 3SHE ThoTo, B, BRSO T T REETIL,
MRS B VTR D3 224 12 il 2 451 (16.7%) . 42 il 7 4]
(16.7%) L WTI b 50%IZEIEE L7 n- o2 OHEERRETH - 72,

M/NRRIGH RS 51D FE TOHIE D Kaplan-Meier 70y k

0.0 - H O37O0AFLAR PERSE: 1pe/ke)
0.8 | W 75tk

Proportion
o
i -9
|

JeABM) 42 42 42 42 40 39 38 38 37 36 36 36 35
DS7ORFAE(M 83 B3 68 43 27 23 20 17 15 18 12 11 1

[ [ [ [ [ [ [ [ [ [ [ [ 1

0 1 2 3 4 5 8 7 8 9 10 11 12 ;%

2) REeMEER
O E AR EAME AR 72



1) RBRT A
FEWiikee it 54— 7 iR

2)%f %
ENTHEHE L 7= OARA| ORERIZS N L 72k A ITP B3 44 5
3) iR L YE

- DATZ TITP Zxt4t & UCH AR CTHEM L - ARAIERARRER) 258 T LIcBE
« A7 U —= 2 ZHIBNCHNE U7 i RS 50,000/l A 0 g
4) E7pBrANILAUE
« DLATOARFN OVEERTE T AR B B Al A 2L OVE B PRI O 38 % . & 0F
FESUFBEE R I R e B ks 4 b LT B
- UHTOAFOIEBR COFEBE T, v I 7 1 2AF ATk 5 TRHUARFEL L
-
5) ik 7 ik
B 551k L ARKIE 1R TS
WIEl G- &« AR ORI P i MR — 2 7 A v 5 20,000/pL LA
N CRRIE A, 4 NI <) L-#BRa 1 3aratBric 1 2 ik
AETHREGZBMGT 5, AR TORKEEH NS 1222 T
AFRBRI B G S TR & 72 1R BR O TR I 2 ifn R CER)S
1\ _R—=RF A 5 20,000/pL VA BN L 72 o T2 g5 BRE 1%
3ng/kg THEG- &GS 5,
FERE « WEL—/L T/ MR 2y 50,000~200,000/pL (ZHER S b X9 d
E B E & 10ng/kg
W R JERE © 10pg/kg 245 L7220 b 59, 4 [AlEe: Tl Migk2s 20,000/l
LUFO#BRE ClIsrz ik L <, #BlssEds e L,

FEREL—

(1) 200841 31 HET

M/R#E (/uL) xS
=10,000 2nglkg ¥ (f IR &)
> 10,000 , =50,000 | 2 [E[HEfEC/EFLO M/ MEEOSE T 2pg/kg R (2 1 Z & 12 #)
> 50,000 . 200,000 igﬁig%ﬁm%@ﬂ&ﬁf Ing/kg BRI L TH LV2s, 2 LI
> 200,000, =400,000 | 2 [A#EC/EFEO M/ MELOE I Tng/kg WAL (23 2 & 12hE:

DO HOEEEZRFE L, (i IMEAY 200,000/l LLFITET L7z

> 400,000 BE5HERIC, 1ngkg W U< 55

(2) 2008 4F2 1 HLIKE




/g (ful) xR

< 10,000 Ing/kg & (&)

=10,000 ., < 50,000 | 2 [ELE#RECA RO M/ IMEROE AT 1nglkg HR (2 Z & I2H &)

Al U R 2 ik, ek, TRBRIEREANSE OHIWT T 1ng/kg # L
250,000 , =200,000 | TH LW, ABRZEHEEAEL TIbay (Dadid 2@
(XA CH R Z k9 %) o

> 200,000, =400,000 | 2 [EE#G CAETLO M AMEE DA 1nglkg W& (2 2 & (2 E

D HOEEEZRFE L, (v IMEDY 200,000/l LUFITET L7
BHHUERIZ, 1pg/kg B L TR 575

* o o> ITP FRIEDBRAA £ 7213 5 K o TV IMEEANEN U 728513, v M 200,000/pL
DITFIIET L72BRC, RCHETAAlORGZ2HETLZ L L LT,

6) AT H
W =
- HEFES (WRRAEO Bhxate) OFBYERELK
W = 7R F KRG EE H
s MRS (=2 T A MR D 2 {5753 50,000/pl BL EI 0, ~—
AT A MIENIARRER OFHZ SN LT B TOR—2F7 4 EEH WD)
DFRD B AT HeBRE DEIE
c AT ) —= U P EROMH ITP EE RIBREAT oA R, 7THFF
TV EFL T A ORO#E) BT SILCOAHERE 2 5HT, Zh
b OFEEE P IEE XM EATRETH - - BRE OF S
7) i R
W=
- AEFES ERBEEOREEB L Gie) ORBIPERF I
AR Tl 44 17 40 1511 (90.9%) ITHEFEZRNFHELL, £D 55 25 4 (56.8%)
TR L OREBERNEE SN Lotz (RBM), HEICEST-HEHR
GUIRBLL 2o Tz, ZOMOEELAEFEFLRIL6 6] (18.6%) IZRELLED
DO, WTIHIRBRIKE OREBERITIEE Sz, o, IBROFILIZE ST
HEFERLRI L2 o T,

> 400,000*




* HARBEBEPEE TS RVAHFFES

RBEE (%)
(n=44) FHEE (%)
(n=44)
AEFEZRFEIEK 25 (56.9)

BV 13 (29.5) D T BR AN 1 (2.3)
sV 5 (11.4) 1EFTH 1 (2.3)
HHEW 4 (9.1) B i MR AR 1 (2.3)
[ElAME D F 3 (6.8) f T 1 (2.3)
B iR 2 (4.5) i R M 1 (2.3)
1 R A 2 (4.5) RIMEIE 1 (2.3)
L 2 (4.5) Vu g 1 (2.3)
JEFL A PR 1 (2.3) Eufes 1 (2.3)
FIPypE 1 (2.3) RIRTEER A2 1 (2.3)
B B R 4% 1 (2.3) FEEN 1 (2.3)
T2z 1 (2.3) W T A2 1 (2.3)

W AR FREEA 2R H

o M/ NG DS 38D B 7= BB 4%
AFNINBEEH ST E 44 BT 42 B (95.5%. 95% (5 4EH X[ : 84.5~
99.4%) T/ IMIEEAZED BTz, ZD 95 41 1] (93.2%) K X 36 5] (81.8%)
T/ MRELAY 100,000 KO8 150,000/l LLEIZHIN L7=, 7235, 13 1] (29.5%)
TIE i/ MR AY 400,000/ BLEIZEIIN L 72,

- OFH ITP SRIED R UE I ATRE T & - 7= #iBR
AIRBRBAAAIF X, WBRE 44 B 24 1 (54.5%) M3 OFA ITP Wik %2 %17,
19 5 (43.2%) 1% 1FEHE, 541 (11.4%) 1% 2 FE ORI Z 521 Tz, KAl
B 5-BAtA. 11 6 (45.8%) TIL 25%HE S, D5 H 74 (29.2%) T
I 50% B E SN, F7=. 561 (20.8%) TILHEAH ITP #EiEITH1E iz,

(5) B - FAEAIBAH -
LR L

(6) AMAIMER -

1) ERARERE (—REAKGRAE. FRECRARGERAE. ERARELERRET) . 8E
RERT —FN—ARE. RERTRERABROAR



(IEMER R/ MR D 1 B
HERTRATFOME
(FEEARERZEOME)

BECARERE (RAERICEYT S5HE)

AHNOMEERE T TO 1) REOREWER OB, 2) BIVERZFEARBL O
. 3) ZEMROHNECHEL KITT LB 2 N0 EEROLE, 4)

H A TR AR L. BN (240 (B Btk Ao
WZHOWTCHERRT 5,
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W LTROE (7 > MBI D HAERTR AR OF AN NS RHAREIZEE T 53
BR) MO LN TNWAHTDERE LT,

(6) 129157 :
96 1275
T LA ISR O R DA I L, HERL ORI I AR
5Tk,
(BB

AHIOE MHH T ~OBITIIHRGF S TWARWA, b b IgG ITHiticBitT+s 2
ENFBN TS, AFIOMEE L LT IgG @ Fe AN G £ TR Y It ~0B1T
TREBICIIEETERVWI ENHRE LT,
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1. 8I{ERA

WROBEWER D BN D Z LR D DT, BEZ H3IATV., REDPRO bNIGE
(I3 G2 PR 5 7 R R AEEZIT O Z &,

(1) EXREIER & HEK -

1.1 EXTEIER
11.1.1 MARYE - MAREIRLE™

112 BHLFV ) UEE (1.6%)

11.1.3 Hm (BEEAR)

MiZEResE (0.8%) . R EFIRMASIE (0.8%). LHFEIE (0.6%) . IfAelE
Blk% (0.5%) ZEndH bbb ZEnbh 5, [8.4, 9.1.1, 15.1.3 2]
TE) FEEAEAE 1T, B VERE R A MR PE SR BESR O F) R GRIE & C O AR

Brlci—S<,

BREL T 27V VBARRDLND I ERH Y BN D 5 i d AlhE
PR ® 5, MERROTERERE LBk 258 -6 1%, AFlo# L %4
T2, 70, BHCREOMERO - D EBEER « ket S0 £l %
EETH L, [8.3 5]

AENOEGPIERICHLZAE LD Z 803 H 5, (8.2, 9.1.2 ]

(FRER)

1111 1B PR RV R PSR BET BB 2 k5 & U7z [P M OIS R IRRRBR 12 s

VNT L AR SE SR i AR FE AR IS B T S A AR, AKIEE 6563 5 39 il
(6.0%) 12 69 138D B, [KIFEBIRNEE TE WA ERES IE N IR RR
IZBWTROD bR >Teb DD, WARKRERIZIBWT 19 61 (2.9%) 1
2T B LT, ZDH b, FEBEFREGE CERWEERAHEFLGIL 20 14
T, ZOWNFIL TEEFIRMARE] LY TIiZERNAE ] 234 5 4, DO
DS AR THARSE] . TR 38 E) . RIS 28k . TPIRIARAE ). TRER
AR mARSE | e Y TERARIMARSE | 234 11T, ECICE T HFEFEHFGL [
tEZE)] 11 CTh oo, —MRICM/IMREDS IEF #iPH o EFR (400,000/pL) %
Mz 25 & MARTE X IXMARFERRIED ) A7 BRKT L ENBETERNT &
Fio. AKAEE ORFEIRDEE T E o0 fARAE T AR ZE R E I BE 3 5
EELOTID ) HLEERAERERIT 0 HRESN TR, BCICESTH
EHEON 1 HREINLTNDI I ENHRE LT,

2B, AR CORA 0B AR B MAF 255 & Lizis kO
BRI EER R RBR IRV T, MARERIEICEET 2 A EFROBIITBO L
TV, SR RIERIGE O AR R MAFH 2 x5 & Uz [ERR I R
PREABR CIE, AR ZEE 12 BE 3 2 BIPE I 41 il 2 Bl (4.9%) I8 5
. NaRIE TR OARFEZE ] KON THNFEZE ] N4 1Bl CTh o7y, Wihb
AFE ORBEEHMRIITE SN TS [IVIL5.] DOESM]

<JBFC : 2024 & 11 HS&GTRE>
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J OV R AEMER SN Z L ITfE, fFEROBRE R O 21T > 7=,
P P R M L SRR PR SR BE R R A b B & U T [N K OIS ER R AR I 35
W, BT 7 U AT, RFIEE 653 Bl 12 1] (1.8%) 123 b AL,
WFRLIESNERRBR CTORIATH 72, TDOIH 116 (1.7%) TIEAH
EOREBMRITIEE SN -, 2D H, BEEREEERIISITHY .
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2]
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WIS BN FAEIND Z ENDERE LTz,

USSN %ﬁ%%f%%?+\EEETE%EE$%%ﬁ%&Lt@%&UE
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BRICEERIR BRI IV T, Al & ORRBFENEE TE AWV HIMBEEDHH
TN 3B 16 (8.2%) (25D HALTH, HEG-H LR O I/ M S
I ORBUIFE D LI TWR, SR EARTGR O B AN BRI A
Xt & Uz EER SRR ERBR IO X, T/ ) 1334 (7.3%) .
HIMIC BE T 2 A EFELRIL 144 (34.1%) ([ZERO LN, WFhoESE
AHIE ORBEERITIEE SN TN D, [IVIL5.], [VIL6.(1)] DIEEH]
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(fRER)

PRI L NP SR B R 2 )R & U 7o [EIN R OVES R IRRRR . PR AR AR BV

BB A xf G & Ui gEsh K OVE BRI R R R SBR I ds W COR B L 7 BITERIC D &

FLE L7z,

<JBFC : 2025 4E 8 HikETHE (H EGET) >

11.2 CCDS*IZRidk &N TV 5 [HURIE] DORIERIZOWT, ERNIZE T 2RI1EH

WEILRW B OO, WS TIEIAA & ORSEBIRO G 72 ATREME 2 SXFF 2
JEGIS 1 HlfE SN TWD 2 &b, 111.2 ZOfMoORIEH ] OHEITERT L,
HEMETSZ &L LT,
3% Company Core Data Sheet (CCDS) : REIC L > TED BN L R B HEMME, L4
MEOERE E & DI EEERD CE,



SEBEERAERMER VBERREEREE &
AHNDOERNAOERRRBRIZ B 2RIER (FARAER T 2 5Te) X, TiLo@Eh ThH D,
O SR R M/ MR A 14 K BER

OHRFERETOERN - BIERRER

e = HEERFE CTOEMN - EIERREER
G EMER KRR s R &
22 A PERIA 5 S 4514 46 607 653
RIEMBEBUEGIE (%) 29 (63.0) 296 (48.8) 325 (49.8)
FEBFE 66 854 920
- = SEBBI (%) o
7% BEMERA4% E—— o—— & & (%)
MEH LV VIREE 0 39(6.4) 39(6.0)
2 ifn. 0 5(0.8) 5(0.8)
FRAEAR R I 0 1(0.2) 1(0.2)
BRI E 0 1(0.2) 1(0.2)
R 0 10(1.6) 10(1.5)
SERTERIR i 0 1(0.2) 1(0.2)
B, 0 1(0.2) 1(0.2)
R AL SRR PSR B 0 2(0.3) 2(0.3)
4 Bk 0 2(0.3) 2(0.3)
1 BRIE A E 0 1(0.2) 1(0.2)
B TP BRI S 0 2(0.3) 2(0.3)
JIoR 0 2(0.3) 2(0.3)
MV g 0 8(1.3) 8(1.2)
I/ IR i 0 7(1.2) 7(1.1)
DEREE 1(2.2) 10(1.6) 11(1.7)
RLE B LE 0 2(0.3) 2(0.3)
9 o P4 0 1(0.2) 1(0.2)
Do B 0 1(0.2) 1(0.2)
DT ZE 0 4(0.7) 4(0.6)
B 1(2.2) 2(0.3) 3(0.5)
Bk 0 1(0.2) 1(0.2)
EB S UREBEE 3(6.5) 7(1.2) 10(1.5)
[mlfiEyE D F 3(6.5) 5(0.8) 8(1.2)
RITRE R 0 2(0.3) 2(0.3)
ERpEE 1(2.2) 15(2.5) 16(2.5)
Eais 0 1(0.2) 1(0.2)
]! 0 1(0.2) 1(0.2)
FIPIRE 1(2.2) 0 1(0.2)




RBEGIE (%)

7% BElMERA4% e —, g & & (%)
FE B 1. 0 1(0.2) 1(0.2)
IROfEE 0 2(0.3) 2(0.3)
AR il 0 1(0.2) 1(0.2)
IR 5 FEAE 0 1(0.2) 1(0.2)
RN 0 2(0.3) 2(0.3)
B4R PR 0 1(0.2) 1(0.2)
W 0 1(0.2) 1(0.2)
JEHUE 0 1(0.2) 1(0.2)
PRI A 0 1(0.2) 1(0.2)
FLIRIE AT 0 1(0.2) 1(0.2)
T 0 1(0.2) 1(0.2)
Bk 0 2(0.3) 2(0.3)
BaEE 3(6.5) 62(10.2) 65(10.0)
T A R J 1(2.2) 4(0.7) 5(0.8)
[i-201) 0 11(1.8) 11(1.7)
REERIE 0 4(0.7) 4(0.6)
PR 0 1(0.2) 1(0.2)
fEfi 0 3(0.5) 3(0.5)
T 1(2.2) 12(2.0) 13(2.0)
H Pz 0 1(0.2) 1(0.2)
LR R 0 4(0.7) 4(0.6)
W i 0 1(0.2) 1(0.2)
TR R R AR 0 1(0.2) 1(0.2)
7 PA] H i, 0 1(0.2) 1(0.2)
I AEH 0 1(0.2) 1(0.2)
3 i 0 1(0.2) 1(0.2)
O PEPN H 0 2(0.3) 2(0.3)
LTI 3(6.5) 25(4.1) 28(4.3)
H O FEIA, 0 1(0.2) 1(0.2)
TEL 5 . 0 1(0.2) 1(0.2)
LyFr s 0 1(0.2) 1(0.2)
BIAPS 0 1(0.2) 1(0.2)
UNEN 0 1(0.2) 1(0.2)
A 0 6(1.0) 6(0.9)
£ HBEEL L UREHAHkRE 11(23.9) 117(19.3) 128(19.6)
T IIE 0 8(1.3) 8(1.2)
F T AN R 0 2(0.3) 2(0.3)
s 1(2.2) 2(0.3) 3(0.5)
GRS 0 8(1.3) 8(1.2)




RBEGIE (%)

7% BElMERA4% e —, g & & (%)
ERESEi 0 1(0.2) 1(0.2)
57 3(6.5) 48(7.9) 51(7.8)
L 0 1(0.2) 1(0.2)
7 0 2(0.3) 2(0.3)
Bk 0 2(0.3) 2(0.3)
O O K 0 1(0.2) 1(0.2)
A B PR 0 1(0.2) 1(0.2)
A T o PRRIR 0 10(1.6) 10(1.5)
TESHBALALBE 0 3(0.5) 3(0.5)
TSR AL L 0 14(2.3) 14(2.1)
TEESFRAL H if 0 2(0.3) 2(0.3)
RGBT 0 4(0.7) 4(0.6)
TESHBALZ SR 0 16(2.6) 16(2.5)
TR 2 0 2(0.3) 2(0.3)
TEEHBAL SRS 0 3(0.5) 3(0.5)
TSRO AR 0 4(0.7) 4(0.6)
Sl 0 1(0.2) 1(0.2)
1B & 6(13.0) 5(0.8) 11(1.7)
e 0 1(0.2) 1(0.2)
KMV 1(2.2) 13(2.1) 14(2.1)
FE I 0 12(2.0) 12(1.8)
FEN 1(2.2) 12(2.0) 13(2.0)
FFREEREE 0 2(0.3) 2(0.3)
A 0 1(0.2) 1(0.2)
FH AR ifn A2 g7 0 1(0.2) 1(0.2)
RBEES L UFERE 0 13(2.1) 13(2.0)
KR 0 1(0.2) 1(0.2)
WA e 0 1(0.2) 1(0.2)
A 7T 0 3(0.5) 3(0.5)
TRFE S 0 1(0.2) 1(0.2)
SHATE S 0 4(0.7) 4(0.6)
WHEH 7% 0 1(0.2) 1(0.2)
RIS 0 1(0.2) 1(0.2)
LR i e # AR 2% 0 1(0.2) 1(0.2)
ERGE R 0 1(0.2) 1(0.2)
BE. PESJUVLBEHE 0 10(1.6) 10(1.5)
P4 0 9(1.5) 9(1.4)
B4 0 1(0.2) 1(0.2)
ERPRARE 1(2.2) 20(3.3) 21(3.2)




RBEGIE (%)

VAY = () 0,
248 BIER% —— prp———— & & (%)
225 vt D77 0 1(0.2) 100.2)
;i;ffgi{.&%? S/ hTe 0 100.2) 100.2)
Mz L7 =8 0 2(0.3) 2(0.3)
I LA K SR RESR N 0 1(0.2) 1(0.2)
I E 5 0 2(0.3) 2(0.3)
RE E5- 0 1(0.2) 1(0.2)
DX 0 1(0.2) 1(0.2)
L ERERE O IN 1(2.2) 0 1(0.2)
WS iEE=Epill 0 1(0.2) 1(0.2)
DA 0 1(0.2) 1(0.2)
TSR 5 0 1(0.2) 1(0.2)
FAZERHE N 0 1(0.2) 1(0.2)
ML N 0 1(0.2) 1(0.2)
1 NREE N 0 3(0.5) 3(0.5)
PR HVEE F B 0 1(0.2) 1(0.2)
ik Ui 0 1(0.2) 1(0.2)
kAR = 0 1(0.2) 1(0.2)
R 0 3(0.5) 3(0.5)
RN 0 2(0.3) 2(0.3)
REBBLUREES 0 14(2.3) 14(2.1)
7V 3 — LA 0 1(0.2) 1(0.2)
BRI 0 7(1.2) 7(1.1)
FBRIRGE 0 4(0.7) 4(0.6)
.7k 0 1(0.2) 1(0.2)
i ) 0 1(0.2) 1(0.2)
e DRI I 0 1(0.2) 1(0.2)
KB U v L fE 0 2(0.3) 2(0.3)
BERRS L UEEHEBES 15(32.6) 101(16.6) 116(17.8)
ESIEpLA 4(8.7) 37(6.1) 41(6.3)
ESIIPN 0 1(0.2) 1(0.2)
I 5(10.9) 6(1.0) 11(1.7)
e 0 6(1.0) 6(0.9)
34 0 2(0.3) 2(0.3)
RAH R 1(2.2) 0 1(0.2)
DU A e 1(2.2) 0(0.0) 1(0.2)
FEEH PR T 0 1(0.2) 1(0.2)
pE 0 13(2.1) 13(2.0)
i B OR 1(2.2) 1(0.2) 2(0.3)




RBEGIE (%)

VAY = [ 0,

248 BIER% —— prp———— & & (%)
s e 0 1(0.2) 1(0.2)
GPAKISES 1(2.2) 4(0.7) 5(0.8)
i A R 1(2.2) 4(0.7) 5(0.8)
i A& IR 0 11(1.8) 11(1.7)
53 R AR [ 2(4.3) 1(0.2) 3(0.5)
1 PR 0 27(4.4) 27(4.1)
I F8F— 0 1(0.2) 1(0.2)
FHHIE 0 1(0.2) 1(0.2)
BRI 0 1(0.2) 1(0.2)
utlisara 2(4.3) 15(2.5) 17(2.6)
JideSeA 0 1(0.2) 1(0.2)
i el D S 12.2) 2(0.3) 3(0.5)
E2 kg L 0 1(0.2) 1(0.2)
BB AR 0 1(0.2) 1(0.2)
W R HT AR 1(2.2) 0 1(0.2)

MREREE 17(37.0) 132(21.7) 149(22.8)
= 0 1(0.2) 1(0.2)
AR R 0 1(0.2) 1(0.2)
i . A AR 0 1(0.2) 1(0.2)
R 0 1(0.2) 1(0.2)
FEMED F 1(2.2) 15(2.5) 16(2.5)
TR L 0 3(0.5) 3(0.5)

ﬁEF 17(37.0) 95(15.7) 112(17.2)
4 PR 0 1(0.2) 1(0.2)
RIS 0 6(1.0) 6(0.9)
%ﬁﬁa& 0 1(0.2) 1(0.2)
HE R 0 5(0.8) 5(0.8)
JT R 0 5(0.8) 5(0.8)
K= 2 —m F— 0 4(0.7) 4(0.6)
BEIRC 0 14(2.3) 14(2.1)
MRS BRI 0 1(0.2) 1(0.2)
TR R AR SE 0 1(0.2) 1(0.2)
R 0 1(0.2) 1(0.2)
EEES 0 17(2.8) 17(2.6)
BN 2 0 1(0.2) 1(0.2)
o5 SRSy 0 1(0.2) 1(0.2)
oReY 0 4(0.7) 4(0.6)
T B 0 1(0.2) 1(0.2)
AHRE 0 10(1.6) 10(1.5)

86—




RBEGIE (%)

248 EMER4% —— prp———— & & (%)
EWLlia 0 1(0.2) 1(0.2)
Ry 0 1(0.2) 1(0.2)
BH L UREES 0 2(0.3) 2(0.3)
AR 0 1(0.2) 1(0.2)
PRA A i 0 1(0.2) 1(0.2)
EERB L VIEES 0 4(0.7) 4(0.6)
FLEER 0 1(0.2) 1(0.2)
i 0 3(0.5) 3(0.5)
EIRER. MIERE & UHERRIES 1(2.2) 20(3.3) 21(3.2)
N 0 4(0.7) 4(0.6)
RNz Bz 5 0 1(0.2) 1(0.2)
IR K] 0 4(0.7) 4(0.6)
5 VP PR K] 0 1(0.2) 1(0.2)
S 1(2.2) 2(0.3) 3(0.5)
! 0 2(0.3) 2(0.3)
1 SN S 7K I8 R 0 1(0.2) 1(0.2)
1 PN SER 0 2(0.3) 2(0.3)
JifiZEAR S 0 5(0.8) 5(0.8)
SR 0 1(0.2) 1(0.2)
BEHS LUK THBES 2(4.3) 61(10.0) 63(9.6)
B 0 1(0.2) 1(0.2)
it A 0 6(1.0) 6(0.9)
IV 0 1(0.2) 1(0.2)
DS 0 1(0.2) 1(0.2)
T UNAF MG 0 1(0.2) 1(0.2)
PR R S 1(2.2) 0 1(0.2)
i B2 g 9% 0 1(0.2) 1(0.2)
P2 i W p5 0 1(0.2) 1(0.2)
BEIR H i, 0 5(0.8) 5(0.8)
HTe S 1(2.2) 2(0.3) 3(0.5)
HLBE 0 1(0.2) 1(0.2)
HIirk 2 0 1(0.2) 1(0.2)
MR R 0 1(0.2) 1(0.2)
E2ARE 0 3(0.5) 3(0.5)
BT 0 1(0.2) 1(0.2)
SR H 0 4(0.7) 4(0.6)
AR S 0 2(0.3) 2(0.3)
FEE 0 1(0.2) 1(0.2)
Z 9 0 15(2.5) 15(2.3)

|
(0]
J
|




v = HBEHIE (%) X
7% BElMERA4% e —, g & & (%)
BHZ D FEE 0 1(0.2) 1(0.2)
SRERE 0 2(0.3) 2(0.3)
% 0 14(2.3) 14(2.1)
HLBEVER 35 0 1(0.2) 1(0.2)
BEIR 2B 0 2(0.3) 2(0.3)
3% 0 2(0.3) 2(0.3)
Z 9 EEMEEE 0 4(0.7) 4(0.6)
by 0 1(0.2) 1(0.2)
B /N Ei 0 1(0.2) 1(0.2)
B B R 0 1(0.2) 1(0.2)
BRI PR 0 1(0.2) 1(0.2)
WL 0 1(0.2) 1(0.2)
EAR 0 1(0.2) 1(0.2)
A BT 0 1(0.2) 1(0.2)
87 BE 0 1(0.2) 1(0.2)
mEREE 2(4.3) 21(3.5) 23(3.5)
TR AR ML AR E 0 5(0.8) 5(0.8)
JHAL 1(2.2) 3(0.5) 4(0.6)
1 0 1(0.2) 1(0.2)
ETY 1(2.2) 4(0.7) 5(0.8)
T I 0 1(0.2) 1(0.2)
AR 1f 0 1(0.2) 1(0.2)
RABEER A4 1(2.2) 0 1(0.2)
A A8 FERRE 0 1(0.2) 1(0.2)
FRCTiasAl 0 1(0.2) 1(0.2)
RAEMERRIRS 0 1(0.2) 1(0.2)
AR F AR5 0 2(0.3) 2(0.3)
RIEVEMARPEFR RS 0 2(0.3) 2(0.3)
[ AE 0 2(0.3) 2(0.3)
F AR IR S 0 1(0.2) 1(0.2)
EIERIZ DWW TIE, MedDRA/J /N—7 = 2 12.0 FiAGE (PT) %A L CHE5H L7,
Fio. VREGITR—EIWER PT) »EHEH %561, 16I1& LTHERH Lk,
Q¥ EFEAMERE (REERICEAT %)
BERFTHRAETZFDKR
LR NERRAT R B 1775
RIE 45 D BURE Bl 469
RIER S DR BHIE 26.42%




Bl 1F RS D2 1R A R BAE 51 24

EMEREDESE (RIBEA%)

BAEH L UFERE 44(2.48)
* mEES 1(0.06)

B SR 4(0.23)
KRS 4(0.23)
* H ik 3(0.17)
s B~ L~ A 1(0.06)
kAL AT A L AR 1(0.06)
* iRyt 1(0.06)
* ke 4(0.23)
kA TN UH 1(0.06)

MHEEZE 5(0.28)
kAE D VA E 1(0.06)
* e o S hE 2(0.11)
* RN 1(0.06)

WHEH 7% 2(0.11)
* flige 6(0.34)
* LS 1(0.06)
*BUMSEME S 2 v 7 1(0.06)
* i s g 1(0.06)
* BAUERYY 1(0.06)
* PR kY 3(0.17)
* RIS 1(0.06)
I R T/ 1(0.06)
* I MER 2% 1(0.06)
k[ e B e 1(0.06)
* MR~ LA 1(0.06)
* AL A% R YL 1(0.06)

SRR Yt Bz i FENE 1(0.06)
* BT — T R BN 5 1(0.06)
* A I RS 1(0.06)
ko2 —FVRAF A - A BT A S 2(0.11)
* T AAYL KL A R Y 1(0.06)
B, EESLUHETHOFEY (ERELUR)—-TEED) 13(0.73)
Ak B i 1(0.06)
k BRI b i 1(0.06)

* B BE ST RUE R 6(0.34)

B BERRAEE 3(0.17)
* JEE AR M B R 1(0.06)
kE IR AR R E DAL 1(0.06)




SR DI EIH’ﬁJﬁ%(%E%E@%EEM&

MEH LV VIRREE 67(3.77)

2 ifn. 28(1.58)
sk R AR 1(0.06)
* PR B M 1(0.06)
s U 1f. S 1(0.06)
s FRFEE (M PNEE 1(0.06)
sk LB ERHE IIE 3(0.17)
k FEEMEAT BRI E 1(0.06)
k PRI ER R 1(0.06)
sk VA I I 2(0.11)

R Z M 2(0.11)
K [ i BRHE ANE 2(0.11)
* [ i ERR D 1(0.06)

ANERVER 1. 1(0.06)
k G R BRI 1(0.06)
st AR I R B N 2(0.11)

M/ iE 11(0.62)
sk I/ SRS 1(0.06)

i/ NFRCHE I 3(0.17)

Hi i PESE A 1(0.06)

FHEELTF 7 U U RRHEE 1(0.06)
[ O AR PRV PR - I 3(0.17)
sk S g ML/ R E 1(0.06)
REREE 1(0.06)
* S BUE 1(0.06)
MLy 7 v 7Y s E 1(0.06)
N5 BES 2(0.11)
* FLR AR AR REAR T i 2(0.11)
REBLURERES 25(1.41)
* PiAK 1(0.06)
* BE IR 6(0.34)
* 5 Bk 1(0.06)
kEH Y T A SE 3(0.17)
k@ MU 27U R Y RIE 1(0.06)
* i PR 2 ML A 5(0.28)
$AKH L AL 1(0.06)
$ {57 o — LI 1(0.06)
#AKH VU 7 AfSE 1(0.06)
LT N U T A fSE 1(0.06)
* I 1(0.06)




SR DI EIWﬁJﬁ%(%E%E@%EEM&
* JIR ' 5 1(0.06)
kT NH VN RAT 7 B —F MIE 2(0.11)
Extelo Bl 3(0.17)
* AT A NBER 1(0.06)
HHlES 13(0.73)
kAR 1(0.06)
5O 1(0.06)
* CIH 1(0.06)
ANRAE 9(0.51)
KEHHEEDRS 1(0.06)
MEREE 78(4.39)
/)N HE 1(0.06)
Jisd 4 i 2(0.11)
k¢ fibd HH 1fn. 8(0.45)
fivifE 2 11(0.62)
K JI A 1 1(0.06)
sk R E R AR R 1(0.06)
* FRAVE 2(0.11)
* TV oA = —BIERAE 1(0.06)
kPRI = 2 — 1 T — 1(0.06)
FFEMED F 15(0.85)
* TADA 2(0.11)
BIECT) 31(1.75)
SRR SRR 2(0.11)
K= 2 —m 8 F— 2(0.11)
BEIRCT 1(0.06)
TR 1(0.06)
* HES Eh IR 28 1(0.06)
AR E 1(0.06)
BRpEE 7(0.39)
* PR 4(0.23)
* 7 L L F—PERERE 1(0.06)
* RTA4T7A 1(0.06)
* MBIk A 2 1(0.06)
k¢ A H 1. 1(0.06)
AR B e 1(0.06)
* bR e 1(0.06)
EB L UREEE 3(0.17)
* HE 1(0.06)
AR D F 1(0.06)




SR DI EIH’EJﬁ%(%E%E@%EEM&
sk ZEFE I 1(0.06)
DEREE 16(0.90)
AR RS 1(0.06)
* PUE 2(0.11)
* R TERLIE 1(0.06)
* AR 1(0.06)
*EERET R 1(0.06)
kA4 5(0.28)
WU 2(0.11)
Eufes 1(0.06)
k U LY A K VBREME 1(0.06)
s LS HISMIAE 1(0.06)
mEREE 42(2.37)
W i e R L A 1(0.06)
AL 2(0.11)
T I 16(0.90)
AR M FEIR S 1(0.06)
I E 1(0.06)
K MARSE 2(0.11)
* ME R 1(0.06)
B T IR AR 1(0.06)
TRER IR A E 10(0.56)
% M 1(0.06)
k ARAHED IR 2E 1(0.06)
1ETH 1(0.06)
IO PR e R L A 2(0.11)
BNREA N R 1(0.06)
s PN L 1(0.06)
FEIRER. MIZRE & UHtRRIES 28(1.58)
Sk RPERER R4 1(0.06)
S 2(0.11)
BN 3(0.17)
1% A 1(0.06)
LASTiih 5(0.28)
* 1M i 1(0.06)
sk WVRLPER B 2(0.11)
* fa 7k 3(0.17)
sk fifi i H 1. 1(0.06)
i ZE R i 1(0.06)
* fili SE A2 E 1(0.06)




SR DI EIH’FJﬁ'—i‘?(%E%E@%EEM&

* JitiAg e 1(0.06)
* ERGEDORIE 7(0.39)
* [ EnH SR 1(0.06)
BlaEE 65(3.66)

JE BB A PR 1(0.06)
* B 1(0.06)

REERIE 1(0.06)
B PEE % 1(0.06)
AN 53 1(0.06)

(X5 9(0.51)

T 9(0.51)
e PR 1(0.06)
* H AW A 2(0.11)
B 5 H I 6(0.34)
kL E S 1(0.06)
sk B A HE 1(0.06)
* H DI 1(0.06)
*ER 1(0.06)
* 5 1(0.06)
sk 1fn 5 R 1(0.06)
kPR 1(0.06)
* KHG 2 AL 1(0.06)
* A LS 5(0.28)
sk gy T IS h R PF 28 1(0.06)

17PN H 2(0.11)
sk [ PN H afi 7(0.39)

L 8(0.45)
* NS 3(0.17)
* P 1(0.06)
* FERIH AL H i 4(0.23)

Mgt 2(0.11)
sk FTFH o, 1(0.06)

TERHALE H . 1(0.06)
* THERH AL H i 1(0.06)
* BE 1(0.06)
FFREEREE 36(2.03)
* fRZES 2(0.11)
sk fRATE 1(0.06)
*THERE S A 12(0.68)
*k R IAIF 1(0.06)




S EEDIES EII#FJ%%(%E%E@%EEEM&
* FPRER 1(0.06)
* FRE M RE 1(0.06)
* PR 17(0.96)
A U e 1(0.06)
* SR PERTIRE 1(0.06)
RES LUK FHBES 49(2.76)
it A 7(0.39)
* IKIE 1(0.06)
* i e 1(0.06)
* B 4% 1(0.06)
HUEE 2(0.11)
* Bz T H L 2(0.11)
FUIR H o 1(0.06)
FEZ 2(0.11)
Z D FEIE 6(0.34)
* WL 1(0.06)
ES7 8(0.45)
% 17(0.96)
B FI Wi 1(0.06)
ZERRIE 6(0.34)
* BE R ZAE 1(0.06)
BEERRS L UHEEHEBES 42(2.37)
B i 12(0.68)
GRS 12(0.68)
PR 2(0.11)
MR T 2(0.11)
i A& IR 2(0.11)
i PR 6(0.34)
kAT 1(0.06)
k E LRI 1(0.06)
utlisara 5(0.28)
sk [ P 2% 1(0.06)
* U U~ F LI 1(0.06)
* B O g 1(0.06)
DU FR A e 1(0.06)
BH L UREES 16(0.90)
s 1M JR 2(0.11)
* 7K BHE 1(0.06)
sk JL— 7 AR 1(0.06)
* PP 3(0.17)




SR DI EIJWH%(%E%E%%@EM&
kR4 2(0.11)
* AR MR 6(0.34)
kMR R 1(0.06)
iR, EES S UEAESDIKE 1(0.06)
KR AR END 1(0.06)
*JRIRFEE R 1(0.06)
EERB L VIEES 3(0.17)
s FLVERT SRR KO 1(0.06)
* H ki 1(0.06)
A 25 A 1(0.06)
—f% - £2HEES L UERSHLOKE 56(3.15)
sk Jifa A P 1(0.06)
s 2(0.11)
kTS 6(0.34)
iy 1(0.06)
%57 1(0.06)
B 1(0.06)
A 7 HER R 1(0.06)
TESHFBALALEE 1(0.06)
TESHBAL i 1(0.06)
TS R 1(0.06)
(N 22(1.24)
VI 2(0.11)
A M V7 e 5(0.28)
FE 9(0.51)
%k Z25R5E 1(0.06)
L RIE SOIE S D 1(0.06)
* 118 1(0.06)
ZERIRBAL L i 1(0.06)
TESFBALIENR 2(0.11)
* LI RE R 2 NE AR 1(0.06)
ERRIRE 164(9.24)
kT T2 T I N TUAT 2T BRI 8(0.45)
*7 17 —EH 2(0.11)
kT ARG XUERT I ) N T VAT =T —EEN 7(0.39)
s I HE FEER AN 1(0.06)
(A E VL E M 1(0.06)
LT E Y L E N 3(0.17)
kML A LS A BN 1(0.06)
kL7 L7 F R AR FF—EHIN 2(0.11)




SR DI EIH’FJﬁ'—i‘?(%E%E@%EEM&
kI L7 F = B 2(0.11)
ki 47U 7 1(0.06)
ifiL D 1(0.06)
sk 1. L ik SERE SR H N 14(0.79)
kAU o AR 1(0.06)
I U oo AN 3(0.17)
E NG AN RV %) 1(0.06)
s ML H R RGN 1(0.06)
* I PR EE N 2(0.11)
* C — RSP [N 3(0.17)
kAR EREEE M 9(0.51)
ky— A IV NT AT =T —BHIN 4(0.23)
~<v b7 Uy Mg 1(0.06)
Y =R o2 %) 2(0.11)
s U o SERER D 4(0.23)
s SR RS FEEE N 1(0.06)
* EARZERIE 2(0.11)
* ELZ BRI 1(0.06)
* ELRZERIE N 1(0.06)
k HLEREHN 5(0.28)
* A EREOR D 9(0.51)
* i ERE A N 20(1.13)
IR 1(0.06)
ML N 23(1.30)
* 1f/ SRR 6(0.34)
NIk e % 1(0.06)
K MEPRAR M EREHE N 1(0.06)
* REHN 2(0.11)
* [ 1 BRI 7(0.39)
* [ EREEE M 54(3.04)
LT U BN 3(0.17)
B REER A 1(0.06)
1/ NS N 14(0.79)
kI B—D — 70 N 1(0.06)
kA HER E Ay SN 2(0.11)
k ARFEEREE M 1(0.06)
* IRFERA T 1(0.06)
kAT VA Y RAT 7 2 —BHN 4(0.23)
* PUZHURI 1(0.06)
* JFEESR L5 1(0.06)




SR DI ﬂﬁm%gﬁggﬁﬁﬁﬂ&
* JHERE SR SN 1(0.06)
* BRIl Em 1(0.06)
* B HEERAEAE 1(0.06)
*HL A~—75— A 1(0.06)
kT AL L XA 1(0.06)
* AR A 1 5 1(0.06)
BE. PES I VLEEHE 6(0.34)
* FEEAE T 1(0.06)
sk RBR-EE 4 1(0.06)
kRIS I i 2(0.11)
*k BIE H 1(0.06)
FALEIC L DR 1(0.06)

BIEFNC DWW TIX, MedDRA/J N—3 5 0 23.0 HoAGE (PT) M L THEE LT,
F7o, F—EFNCBW TR OFESENEEEEE L TV AGEIE, 1HlE UTHEH L,
ko MEA EOEE)] MO FRITE 2RVEIER - YYE



OB F AR THRFA A LGBESTRMEEM

[ZhAEE AR ]
68 - HEES : : ﬁ%ﬁif@@m-ﬁﬂmﬁﬁﬁ :
B ERR R ER (EI R £ R B PR AL BR & &t
22 A MERIA o S 4514 35 31 66
RIVEFIZE BUEG IS (%) 3 (8.6) 17 (54.8) 20 (30.3)
FBUEL 6 35 41
= HEHIR (%) o
A% Bl BAGERR | EERcRmRRR | C O
BRlEE 0 3 (9.7) 3 (4.5)
R REE 0 1 (3.2) 1 (1.5)
T 0 1 (3.2) 1 (1.5)
B 0 1 (3.2) 1 (1.5)
—i% - £HEERVESEHLOIKE 2 (5.7) 5 (16.1) 7 (10.6)
W TT 2 (5.7) 0 2 (3.0)
R 0 2 (6.5) 2 (3.0)
A 0 1 (3.2) 1 (1.5)
TR 0 1 (3.2) 1 (1.5)
TR SR 0 1 (3.2) 1 (1.5)
FREEREE 0 1 (3.2) 1 (1.5)
iR e 0 1 (3.2) 1 (1.5)
RBEERUFERE 0 1 (3.2) 1 (1.5)
MHEEZE 0 1 (3.2) 1 (1.5)
BE. PERUVLEAHHE 0 1 (3.2) 1 (1.5)
B ifi i 0 1 (3.2) 1 (1.5)
ERRRE 0 6 (19.4) 6 (9.1)
223 a7 0 2 (65) 2 (3.0)
T4 7V D FA~—H 0 2 (6.5) 2 (3.0)
T?igigégyx 0 1 (3.2) 1 (1.5)
i/ INEGE N 0 1 (3.2) 1 (1.5)
REBRUXERES 0 1 (3.2) 1 (1.5)
e PR IfLE 0 1 (3.2) 1 (1.5)
BHERRRUESHEBES 3 (8.6) 5 (16.1) 8 (12.1)
i A 0 4 (12.9) 4 (6.1)
1 A e 3 (8.6) 0 3 (4.5)
04 0 2 (6.5) 2 (3.0)
SRR 0 1 (3.2) 1 (1.5)
R 0 1 (3.2) 1 (1.5)
MEREE 1 (2.9 6 (19.4) 7 (10.6)




RBEGIE (%)

AR ElfERS mnERER | Emcmmram | C o 0
GV 0 4 (12.9) 4 (6.1)
FEED 1 (2.9 1 (3.2) 2 (3.0)
FEERANPRLIER 0 1 (3.2) 1 (1.5)
BERURBES 0 2 (6.5) 2 (3.0)
ARTBEIR 0 1 (3.2) 1 (1.5)
R RE PR 0 1 (3.2) 1 (1.5)
MEIRER. MR UHiEfRIE S 0 1 (3.2) 1 (1.5)
1 R SE g 0 1 (3.2) 1 (1.5)
BIEANC DL TIE, MedDRA/ /N—2 5 2 20.1 JAGE (PT) Zff A L CTHEHLT,
F7o. VESICR—EWER (PT) AE¥d 55613, 181 LTHE LT,
@ R EIGEERGECHEFREEM
[ZhREE AR ]
S8 - HEES _ﬁ%ﬂ#i'ca)lilm - ﬁﬂﬁﬁﬁa‘z\iﬁﬁ i
EFE££R 003 HER | EFX[F 004 5XER & &t
LA MR R S 45155 17 24 41
RIEMFEBUEGIE (%) 5 (29.4) 3 (12.5) 8 (19.5)
FBUF4K 9 4 13
- = HEBIE (%) o
AR BlERS ERE 003 5 | ERER o E®m | ©
BaES 0 1 (4.2) 1 (2.4)
IV 0 1 (4.2) 1 (2.4)
RBEFER UFERE 1 (5.9) 0 1 (2.4)
SN 1 (5.9 0 1 (24)
FRIRIEE 3 (17.6) 2 (8.3) 5 (12.2)
Y‘?’;gigtg;n‘/x 2 (11.8) 0 2 (4.9)
722 St 1 (5.9 0 1 (2.4)
(Saraits. (ATdEdde 1 (5.9 0 1 (2.4)
Jii TRl I R = =Y 1 (5.9) 0 1 (2.4)
TR REAR A L 0 1 (4.2) 1 (24)
fE g~ —H — k5 1 (5.9) 0 1 (2.4)
LF 7 U HEN 1 (5.9) 0 1 (2.4)
UGE [ A A S 0 1 (4.2) 1 (2.4)
HERRRUESHEBES 1 (5.9) 0 1 (24)
B i 1 (5.9) 0 1 (2.4)
HIEREE 0 1 (4.2) 1 (2.4)
FEED 0 1 (4.2) 1 (2.4)




BIEFICOWTIE, MedDRA/J /N—2 = o 24.1 HoksE (PT) %45/ L CERH LT,
T/, VEGITHE—RIER (PT) 28D 2561, 1H1E LTHE LA,

OB ERRICRIZTZE
BREIN TV

10.8ERE

13. 85
13.1 JEIR
MRS\ ENZHIN U, ARGE X AR EARE DS OHEZ £ L2 BZNRH 5,
13.2 JLE
AFOFG 2 IE L, /M EE=42—325 2 &, /MR EIE Lz #%IT,
M7 RER O EICEET AR ISV, AAIOEBEZBEET 2 &,

(fRER)

AFN O B GIZEAT D EHRITD 72N b DO, WER G XD M/ MESE NI S AefE
AT MARZERRFED Y A 7 38 DT ORRIE LT, 7035, BMERERE ML MR MR B B
RIS L LIZENEERBRICBWO T, 10pg/kg £ TORGEE K FH G L TORM & b
LTCWD, ZENEiEZ 5FGEOMMARERIT2R VY, AR ki 5Bk Tk, &% KT
23nglkg NG INT=0, BEMEICEEE R A2 FEUTRD e o7,

Flo. BAERBMERGMEE 25 & Uoigsh R O EBRILFE R T, 20pg/kg £ TO
BehEEZ R TR L CHARMEZHER L TCVDEN, TNElx 58580 BRI,

MNBERALEDEE

14. BALDEE
141 EXFRARBOIE
14.1.1 AFNX, 1EEENEID O T ATHY | EHHAKOT2ZMLIZLVIEMEL, 1IE
Wl Y & 572912 0.01mL X1 0.1mL ARV HEHEREE WD, EEH K
PSSO DT LN L, AFIOGZHRIZLLTDO LB L2250, 131
T TE L RAKREIL0.5mL ThHho, [14.2.2 5]

KHFND G A R
. EH K 0.72mL TEME L 7= .
L =R R X = 1815
1/ ATAROEE VisifE 0.5mL ICE END & AR
375pg 2501g/0.5mL 500pg/mL

14.1.2 A TVEERNTIRF L, B IR 2 2 &, RED LT
Eo WH L ARFNT 2 pUNICIEFT 5, IWMRERITECENTH L, BEAD
FHE KOASA TV E EN TORWDEIRR ISR 2 BRBRET S
T L, PRI FEAPRBO DN LanZ &,

—100—




14.1.3 BRI, SRRk (26°C) ImEfRF (2~8C) L. 24 KfILAINIZ
BH 2T 5 2 &, WIRRERITEDL T TRIET D 2 &,

14.1.4 1 34 75 2 [FILL EOFRERBUIITDRNZ &,

14.1.5 IR SNl 2 OBEO 1 [FEGE) 23png KiHO%A . EMEICHID & 5729
12, 14111 1 A TS D EFHKO0.72mLIC X VIE L%, &6
(AR 2.25mL 22 CHIRT 5, 2 OFF, AFIORKIRET 125pg/mL
L%, MRITITABRBERIANADOEDZEH LN &,

14.1.6 AFRFITIESCHITHER T2 2 &, ARBESDEGETRET 2561F. M 70
THWEMRTE (2~8C) L. 4 BHLINICER G 28T 2 2 &, FIREIERITE
HTFThRFTLHZ L,

14.2 ZRIREHOEE

1421 REIOEGIZEE L T EE (mL) Z3ET 572012, T4 0BED 114
BhH5E (pg) % T6.HIEKOHE] ITEWEHT 5, filxiX, KE 55kg DfE
FHPEIEEG-E 1ngkg TR EGZ AT 256, LEREED 1 %R 581X 55png
Thbd, TNEBERBERKOBERE (500pg/mlL) THIS &, BEICEET
NREpFE (mL) PEHIND, ZOEAE, LEEIT 55 (ng) /500 (pg/mL)
=0.11mL & 725, 72ds, R I EHAx OEFO 1 R EG &) 23ng Kl O
A 1141 FHHFRRRRO TR ) ITEWAIRR IR O RASEE (125pg/mL) & H
WTHEE (mL) ZHHTLZ L,

14.2.2 1 [RIFEEH-E0 250pg # B2 255121E, 1 3 Tvbic b T 5 R KikE
EEE L, BHOANAL T AP EELHERT L2 L, [14.1.1 ]

(fRER)

141 AFIPEYNFRHR SN D L OF%E Lz, [VIL11. AR EREORE ] OEBH]
<JEFL : 2024 11 H BGTHRE>
2024 4 11 A 22 AT, /NRIEMERRFRE M M MR ERBR IS 2 TRE ROV
& BRI NI Z LIV, THFROBR K QG 21T o 72,

14.2 AR EYNCEG S5 X H8%E Lz, [IVIL11. AR O 3:E ] OHESHE]
<HBFED : 2024 4F 11 H GETHRE>
2024 £ 11 A 22 HAFC, /N MERE M MRS PSR B 2532 THTE R OVH
] PMBIVKR IS N Z LIV, F OB & O EE R 21T - 72,

12.ZDhDEE

(1) BREREAICE D C1EHR

15.1 ERERERAIZE D < 1B

15.1.1 2 PR I B SEBENR O RN BT & %15 & U T i/ R BR I ds 0
T, 291 B 2 61 (0.7%) (2. AFNKST 2 HPRFURDFED LA, #
D% DBHFAAE TIIWTILOIES S FATURITEED HIL TV 2RV, 7236, [H
PEEIREBRIZ BN T, AFNSKTT 2 PRPURITEE D T2,

—101—




P R L IR PR SR B D /N R B b B & U T s R AR AR BRI 2 B
T, 2824 8 i (2.8%) TAFNI ST 2 PFHUELFE O i,
FAERBMERMABE 2t 5 & U7y s AR R M OVERR L FIERAGBR I 3 )
T, FANZ S 2 FAHURITFED BTV R,

15.1.2 12 MERERE M M MO PSRBT 2 )R & U TN AR IC BV T i

MARIES DR BB LT,
B UE BERERRETY CIE, EABOEATIZ WA E BN B s~ AT
THZEBMONT WD, BRI SIEEREBE 255 & U io AR R
IZRWWTC, —E8EOIEROBEME | AR B A R ~OBITHED bl
EOWMENH S Y,

15.1.3 ML M/ MR PESRBE I AN BB 2 & kb5 & L 72 [ENAF O BRI R O ff
BN T, MARSE - MARTEARIE DR BUSERE 1L, B ARMARIE 1.4%.
JHFEARIE 1.2%., LHEZE 0.8% CThH-7=, [8.4, 11.1.1 BH]

1) BRI RAIEGERERE ~O® 513, ENIMIBW TGN TH D,
1 2) 1@ PR RERE R L/ MR PE SR B LIS & B e GRIR S 7= 2hie - 2hiRi3E
PHEARRFE M I/ IR A PSR BERS )

(fRER)

15.1.1 THEFIR3L 8.5) DIAIZHB W THRMPURDOEAIZES L CTHEEME 217> T\ 5
T EESE . BRI OB TSR B R A 8 & LT N O
MR ERER . PR B MRS 2 %5 & Ui s K OVE BRI R R R 3Rk
BT 2 FFHURDFBLR DU DV TREH L 72,
<JBEC : 2024 4F 11 H oG TR >
2024 4 11 A 22 AT, /NRABPERRFS M MR MEERBER I3 2 TS
LOHE] BRI N Z LI, OB OGLEER 21T - 72,

15.1.2 2 VERFRS M i/ IRl P SR B R & x4 & L 7 [EN K QA ER R BRI 2 35
WO, & M gR S X% MDS IZBIE T 5 A HEERIL, ARFIEE 653 B 5 4
(0.8%) . HKLHHE 138 irf 2 ] (1.4%) (3B L, ARHFIEE L RBEERECE
WTRBRICEERETRD b hoTlz, —F ., BREREREER (MDS)
&, AFNOAEGRMEISE Tlx7e < . ARER O LRI LTy, MDS
BEZXISR L UTNEIRRERIC T, BRI A O WHO 4358 2 % v T
FHE L= & 2 A, 2MEEHMEafE (AML) ~OBIT2 3 i, —ilfEoHFEk
ARG INAS 4 B, 12 VEEBE BLERME B i 23 1 BIZER D BTz oY,
PLEDZ &pne, EEEE K O MDS @ AML ~DOBATIC B 5118 2 5%
ELT,

15.1.3 <iBFC : 2025 4F 8 A iThe (B EWET) >
A Global Safety Database fRfi % T % K[E Amgen fLi%, BN IEVEFF
S AL/ PSR B R A e R & U T [E N AR ER R RRER O OF B AT A SR L
Hox | X0 KRR ENICKE T 2EIERASEE ZHH L, Company Core
Data Sheet (CCDS) *&HHr L7z, 72ds, [MARSE - MARTERRIE] 1T
Eo 1111 ERAREWER ] OBIZBECRHE I TV A2, 4 1E0 Amgen tHiZ
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(2) IERS

X 2EfEN T — 2z E 2. [15. TOMOEE] OHEIZHEBRLT 54
TERHD LR L7, YEEBEEUGET L,

3% Company Core Data Sheet (CCDS) : REIC L > CED LT &R D HME, 224
MSOWERE T & DT MEER O,

<% HlARE [EEREREEL/MURDEEBR] >

WG PR AR (OB Gk S L. AFIDN &G ST 537 Bl OWRERE (2 B\ CTHUAR A & Elifi
Uiz, ZORER, WINEGRER O 2 FlOMERE T, RANTK T 5 PFPLER T

O AT,

ZOHH 1HITIE, &G 36 B LE, RANT T 28U Har (FRENE
72L) . 85 79 BIZIEAAN ﬂ¢é¢ﬁ#%# O B AR Z I L7223, H
1k 4 » A% OBHRE CIEHmiRIEBo o hirolz, o 16Tk, 558
117 H BAZARFNT 3T D LR35 wghtﬁ 4 5 A% OBHFEA TIXHRbt
KIFHD BN hoTe, Zihn 2 61TH TPO HURITFRD biviriroT-,

¥, ENOBEKRREBR CIE, RSN 2 PRPURIEEED it T,

Fio, BRI ERDT, ie 2 7 e 2T APUHAR X O TPO HuikoiEA 1 B4
HEERGIIRBL L) o7,

HERICEDIER -

BRE I LTV
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X. JEEREREBRICEEI SR E

1. R

(1) EnFEHER -
(VI SEHEHBUCBET 0 THE | OHEM

(2) TEMEFEIREAER ) .

DIDMERICHT HFHE (Hh=U4HF)L)
ARHICT LA R — R T A v X —% DA =7 A L (bR 2~
3 ki) (2. BRI 500, 1,000 KO 5,000pg/kg DAH 245 3 PTIZ B[] HR N 4%
H L, DEXST A—% (RR, PR, QRS X' QT k&) . IME FRaEd, IUhE L
ONZFEIME) e OMRIR 2 SR o~ T 5% 10 A & CHIE L7,

fH1E QT MiBg OO HE HIZIE Fridericia O (QTc=QT/(RR)"?) % FHv 7= 500pg/kg
PO 1HITHRYE 1 A% D 3 Ats £ TERIED EF LD OB A B 6
N, BT TH Y | KA E L OEHRITRN LD EEZ BT, T
DARFNEHFAZ IO CIE, AP AREIHE & el 9 2 e, DA% ORIR 213852
SNZ2hole, LDERRETIE. WTNOARBESHICEWTHLERER, O
K OLEX T A — X T EF#BEANOMEEZ R LTz,

2) FIRARRICHT HELE (T b)
e D Sprague-Dawley 52D 7 > & (BGEHY 7 ) 12, BHAIX 10, 30 KO
100pg/kg DA 445 8 PRICHLEIE T 5- L, — IR &Uﬁ%ﬁﬁ R, BEREMEL
SRETHNE, BREDHEICKTTEBII OV TRE L,
— OB R OMTENE b, (RIR, FEREBIZSRGIHME, ARES ROFBILEHEIZE N
T, ARG ORBIIBE SN2 o T2,

RIS HEE (h=U 1))
T =7 AP 26 M RE K T REGFERRICIB W T, B4R IE 500, 1,000 &Y
5,000pg/kg DAFNZIE 1 IR Tieh L, &IEFILOES 1, 10, 83 H#ZIZMLIK
HA (BFDIELOIRIEH A3IE) K OMERE DA E R Uiz, EORES, iR
A R O EN AR AN O BIT B S o 7z,

(3) ZDith D EIBEKES -
BIRHEERER (SEF®W
DNDOZERICHT 2$EE T T 74)L (invitro )
TRLCRT 63 HEHOZFIEE LU 4 v F v xR DA MHRBRICB W T, 0.2
BLO2.0pmol/L w7 u ZF AE, WTFNOZHKBIOA A F v L&D
AT LTS 50% L EDOMHEMR 2R SR 0o 7,
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HRMTEYEEE

Adenosine, Non-selective
Adrenergic, Alpha 1, Non-selective
Adrenergic, Alpha 2, Non-selective
Adrenergic, Beta, Non-selective
Dopamine, Transporter

Dopamine, Non-selective

GABA A, Agonist Site

GABA A, Benzodiazepine, Central
GABA-B

Glutamate, AMPA Site

Glutamate, Kainate Site

Glutamate, NMDA Agonist Site
Glutamate, NMDA, Glycine (Stry-insens Site)
Glycine, Strychnine-sensitive
Histamine, H1

Histamine, H2

Histamine, H3

Melatonin

Muscarinic, M1 (Human Recombinant)
Muscarinic, M2 (Human Recombinant)
Muscarinic, Non-selective, Central
Muscarinic, Non-selective, Peripheral
Nicotinic (a-bungarotoxin insensitive)
Norepinephrine Transporter

Opiate, Non-selective

Serotonin Transporter

Serotonin, Non-selective

Sigma, Non-selective

ATFAA R

Estrogen

Testosterone

LA FvrIL

Calcium Channel, Type L (Dihydropyridine Site)
Calcium Channel, Type N

Potassium Channel, ATP-Sensitive
Potassium Channel, Ca2 + Act., VI
Potassium Channel, Ca2 + Act., VS
Sodium, Site 1

Sodium, Site 2

thU Ayt Dv—

NOS (Neuronal-Binding)

TaREGS oDy

Leukotriene B4, LTB4

Leukotriene D4, LTD4

Thromboxane A2 (Human)
BRERAF/HRILEY

Corticotropin Releasing Factor, CRF
Oxytocin

Platelet Activating Factor, PAF
Thyrotropin Releasing Hormone, TRH
R/EERTF K

Angiotensin II, AT1 (Human)
Angiotensin II, AT2

Bradykinin, BK2 (Human recombinant)
Cholecystokinin, CCK1 (CCKA)
Cholecystokinin, CCK2 (CCKB)
Endothelin, ET-A (Human recombinant)
Endothelin, ET-B (Human recombinant)
Galanin

Neurokinin,NK1

Neurokinin,NK2 (NKA)(Human recombinant)
Neurokinin, NK3 (NKB)

Vasoactive Intestinal Peptide, Non-selective
Vasopressin 1

=1

Acetylcholinesterase

Choline Acetyltransferase

Glutamic Acid Decarboxylase
Monoamine Oxidase A, MAO-A
Monoamine Oxidase B, MAO-B

F 72 BlAcore® (i~ 7 X RN ERE) 2 AW —RIEEER X 4 7 1A
N A BRI T DREAERBRICB VT, B 7 v 2AF Ak, TPO-RIZH L
AREE R LN, = AR F /R, JBREK 2 n = — ROl R - 80K, Bk
BEFRNVEVSFERBLOT 0T 7 FUZRZE (3T MR ICX LEEAREZ /RS
2oz,

2) Mm/pMrOEE (I/MMREERER) BL VST FILnERER (invitro)
I/ MEEEERRBR OFE RIZLL TIOR8 Y Th o7,
F7-. Ipng/mL OREEICE VT, b MEEROIM/MMED TPO Z %A (TPO-R) BLW
Janus kinase 2 (JAK2) OF vV b2 &R LT,
TPO-R B L O JAK2 DF v U VEE{EA TPO-R T D ¥ 7 /UBZEIZIB W TH
DR EEI A D Z EDRRE SN TS Z &b, v FuaxF AL, TPO &[H
BIC, b FEEDREROBWHER KD TPO-R 2/ LT, TRy 7/ F A 2iniET 5
ENEZBNT,
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A JOXRFLHEATTOE U/MRESED ADP RERIGHE

(%}
70
] *
60 * *
1 ﬁi 1 BBAMEADP
50—: i 2 BMAREADP
40 3 MBACREADP+OIZOAFA 1ng/mL
~ B 4 BEXBEADPHOZZOAFAL 10ng/mL
§ 30+ 5 MESCREADP+OIZ/OAF A 100ng/mL
3 6 ERAMEADP+PEG-rHUMGDF 100ng/mL
20 7 WBMEADP-+HFc-Leptin 1,000ng/mL
104 8 MMREEADP+TMP 100ne/mL
3 TifE-HREEE, n=10
0 1 T 1 *P<0.05 {vs ERAMEADPHEMIRIN. One-way
i 2 3 4 5 & 7 8 ANOVA by Dunnett's test)
(%}
70—
—O— AR
60— —e— O3I70AF 4 1ng/mL
—a— O370AF 4 10ng/mL
50 —a— OE7OAFA 100ns/mL
; 40 RS E. n=T~10
¥ 30
20
10
G T T T T T TTTT T T T TTT1
0.1 1 10
ADP {(umol/L)

3)TPO-R 2RI 9 S IES MK ICxT I HBFEER (in vitro )
7 I 7'u AF AOBEEBEIT HHEERMO A EAZB O T 5 T, ZRET
{Z RT-PCR 752 X » TPO-R ® mRNA DIk H & T2 ME— oD [E T BRI Am
P Td %5 Hep3B (b MiFhg2I A HIN) 69 12kl 2 HEFEIE M & Gt L7z,
Hep3B Ml Cr 2 7o AF A8 L O TPO (2 X Z2HIEEMEITED Do Tz,

2. FMHHER

(1) BEE 5 HMHRAR

Z v b OHE R TG EMERER (%58 100, 300 &8 1,000ng/ke) (BT, W
NOBEGFHZB W THRECITERO LT, —HREBROREIC S ARG L 58X
BOLNRN-oT2, o, WTHORSEHIZENTYH, f/MKRPLD O &ENE 9 A

TROLIL, FH 16 HICHEE Lz, £, Rk 37 2 —2% 024 (FRiEERBC),
~EZrECHD)EK O~ 7 Uy NHOEOEME, FHRIMEREFEMCV) & OV
FRinER M AFEMCH O EE) 25, METIX 100pg/kg PLE, #ETi 300pg/kg UL Lo m

IR ATF LAEERETH 9 BIZRO b, Mg TIE, M ERE ((REKL) ORMEN

1,000pg/kg BEORETIR D v, #hEM A 300pg/kg OIENF TN 1,000pg/kg O M1
TRO LN,
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D ESRIC KT DRI OW T ORI & L CEES = =7 4 PO A
FRIRIN 5B (& 58 : 500, 1,000 } ) 5,000pg/kg) 1BV T, WFo&GREC
BOWTHRECITERD 6T, —HOREBROMEREIC b AFIE 510 X BTG b7 h
> 7z, PLT @&z QNS 4 i/ MREFEMPV) OAAEE R 23, W O ARF B 5L
BOWTHHETKO10 HTRD NI,

L7=moT, AFDOZ v b OHEIRZ T 512 X 2 OB &1 1,000pg/kg % EFRIY |
71 =7 A PO HRIERIRN 512 K 2B O BB RIS 5,000pg/kg % EAD &5 2 bz,

(2) REEHRESEHER -
Ty b TATFNROT =7 A PN % T BG4 e L7z, Ehi L7z
g G- mtE RO — B A2 RITRT,
TRTOEBPYREICEDNTAF O G LY PLT OEfEsB0 bivic, £7o. M/ od
MAEAICBE T 5 & B X BN DR MERR ST A= D2, Ml O RKBUE R OBES &
i, WONHHEIZI T D ERZERINARD bz, 7 v MIBWTI ERROZEITNA
T, KE&E K O E Ot B iE T B BARHEL 25580 HAVIZA3, 4 W ORFEHF % (21X

[FEMEZ 7~ LTz,
S e 5 AR O — 5

B RRE PG5 W58
L - LU oy s W Lk (ngfke)
Sk 4 JEH B, B#RAY | 10 mM FRRE | 1 B F:0,10, 30, 100
7 i 3l FRU A, FHIRIN : 100
5wiv% YL e
4 A B, Bk | =L 0.321 & F : 0,500, 1000
T AT ¥ 3 [ pH5.0 5000
AR : 0,5000
T YL 4 3H B 0.321 0, 100, 300, 500, 5000*
H=7 A% 1 3 e
_ . 13#MM | BT 0.25 0, 100, 300, 500, 5000
A= ATV e | E 1

k 0 W=7 A PILiE 0 KO 5000pg/kg

7 v MO 4 ERKER G EERBRIC I W TARAIB G T 14 ITEOFR BN GRD i
7o 2D 55 10pg/kg BEORE 1 FHIBRIEDK LT TH - 7203, TSN IAF OG-
WCEEL TWS EE X b, SETEMIC OV TORFERE CIIERITHE TE 2o
7oy, B OL 13ROV T 74 MECII M BERTED 3~4 %512
ML TEY, £2, MEDOTO ORIMZIZHETNRBO LTS, Len-> T, KA
B GAZ L AWED M/ MG, BRIMFFOLREIZ L BT 5 A b L A KOO
ErlRZEH) (MLEHRE) DNIEEOFER & > TWAREMENE 2 bz, 2B, FBLENR
DO HBICBW T, BMEERZEK DS L7 HA I3 T 8AE L TRy, £z,
THTFNR O =T A FAZBNTIE, AFEGEY TOIRTILRD bR o1z,

(3) BinEMAER -
027 AF LI, A ERGLTHDH720, 8E OBEGEMERBRITER S L Tuzewn,
B, BT RAFAIT I ) BOARTHERINTEY, AEEREY 10X VX7
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553

L CIEAZ/EH4 % Al HE?

LMo T, 2271 AF A7 DNA B L WL AR % ko512 %t
RiX7pnEE 26D,

R A YNGRV AN

(4) BNATRIEEER

= X

R TR AT LI FEERLETH D720, @H O AJRPERER X505 S LTV,

BB, v ITOAF LT IV BROBTHERSNTEY , ARG F0EF 1T

K% G TR, L7zi-> T, 1 7' 1m AF A5 DNA B L Ot ARk oy 2kt
L CHESEEAT 2 MERIT Vv EB 265,
(5) EEHRAESMHHER -
AEFERSAETERBRIZIE T v N, v U AKX R, AR A RO
—BERT
F A ERER A TERBR O —E
I WRE | SR g | DR T
(ng/kg)
OZREERVERETO | 7 b | M ACHECAT 4 BB ~FHET | 0, 10, F, 1 : 10pg/kg/ml
W AT 5 (HMEDTIRAE T 12) 30, 100 | F, it : 10pg/ke/lal
R M+ ZPLRT 2 3 ] ~ SRR e 0 A AR RE K OV
13, 14 & 15 A& T WIRRE  100pg/kg/lAl
H 3 [H
O - JRIERAICBET 2 | 9% | 1R 7, 9, 11, 13, 15, 17, 0, 10, F, it : 60ng/kg/[Hl
?ﬁﬁﬁ@t&)@)ﬂ%&“ﬁ? 19 H 30, 60, F ﬂﬁ‘ : ]_OODg/kg/IEI
BV 100
OFF - JRIERAEICHETS | 7> b | 1EIET7,9,11,13,15,17, | 0, 10, F, I : 100pg/kg/M]
HRERO T2 D D FH B E 19 H 30, 60, | F, k)2 : 100pg/kg/[l
i 100
OFF - JRERAECETS | 7 b | 827,911, 13,15,17, | 0, 10, F, i : 100pg/kg/[nl
AR 19H 30,100 | F, iz - 100pg/kg/ml
O - JRIRFEAEICET D | ~ 7 A | iF8£6,9,12,15 H 0, 3, 10, | F, i : 30 pg/kg/ll
LA 30, 100 | F, kY2 : 30pg/kg/Inl
OHAERMEUCHAROR | 7 v b | iR 6 H~F3L 20 Xix 21 | 0, 10, F, R
AN RHEDOERRIC HoM. RAICEE 30,100 | #5209 ; 30pg/ke/lHl
B 53R RHAHRE ; 100pg/kg/[A]
F, 0 - 30pg/kg/lE|
F, I : 30ng/kg/In]
@ : BB O AFERERE K OIS A~ D ARAFR 5O BIXRO bivie o7,
@ : BRI A K OEKFICAFI DR S v, BEBITT D22 DR Eanz, £7-.

) S OV V2 D I/ MRER D i E 3788 B A7 23,
o NoY A WA/ RECN
@ @ AFNOFBEH T H 5 M/ A IERITEM TH 72 2 L b,

B 5. D

TN LISMT BBV K OMR VRIS AH

S\ 72 5

Yot &Il U ARUBRIT SN L 72 o 7, REED) M OVIG VRIS A B - D 52 381358

Y AWAVIEESY
@ : BEE R ORIRL

NV NUESSEAD) 7 1
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® : BERBIERFE O & ORENMIZ 31T D AR EH NI 233780 Tz,
® : AFEGEEO Fy BEW) CHERMB O b T RIERENRO biviz, -, F,#H4R
Tid, AR O ROHEMNN 100ng/keg #ETRRO L,

(6) BFTRIEEEAER -
JRPTRITEIERRBRI TSN L 72 o7, T B ROV D RCT R OBRIRIN # G-I #5¢ 5wtk
RBRIZ BT 285 R OWREMBTFIMAE TIE, m I 7 e A F L TREENE L &G
L7e 2 SIS KD RBERIEA &5 2 b D EBMERIEVEZAL2SF80 Bz iy, MlafsEic
£ D SRR 2R 2 At IR0 b e o 7z,

(7) ZDHthD4EHEH -

DR T REREHR (TVX)
AAFNZ B L TRE Lz~ 2 TlE, B 70 AT LEAFUROEA TR 5% 1~2
BETHRD L, EASNEFURIL e U RARZF AT F RIMP)ICREST 5 H D
MEERTHoT, o, B I TR AT AEEGHENELESNTH, BABOERE
T PLT O¥EINCEEBIIZRO o Tz, — 5, ARH RS Tl /o8N 53
59 L7,
L b, REP G X DHURPEAEN KB ER AT S5 Z RGN E o7, M
IR C B o To~ 7 AFFEO BT, AAlIZEICER S Licga . WEN: TPO I
T BHFIHURITEA SN W EE X BT,

2) $AE R ZE R MEEER (in vitro )
b MBI =7 A PUERE L O b EAZER B SRRk & T R A o kR
LREDO SRR OO DR E FEM L= & 2 A, & MRk CEBE. RAM,
v 7 4 —a— k. g, BRI, M) BLOh =2 A4 PRI TRICE N THAR
R OFEE IR CTE o7z,

IEFNFONCIEEME B NS AR B L T D TPO 28K 1 /a4 729 50~2,500
ThDEREINTNDD T GG IR K 2P0 RE I 1 AR
720 10,000 LA EOFEAEINMLE L SN TWDHZ & L0, M/ MECERER FIZ38H
L TV D ARANO#E G L M L PR E TN ARETH D & B 2 b, Bk
ST, RBIOMBA RS E R T 5 Z L IIARFEETH D LT iz,
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X. BEEMEIEICEY 5IEH

1. 385X 5
B H TR

) EE-EMEOLTZEICIVENTLZ L
ARG 7 L

2. 55N EARS
AN : 36 i H

S EENRETHIE
Jrik © 2~8°CITIRAF

4 RN EDEE

20. BRIk EDEFE
AFEPAEMZ IO L TIRAFT 5 2 &,

) VL1 @ EoEE)] oBELBRoZ L

5. BB ITEHM

BEMERLTA R /el

XTOoLEY bV (HAGE - J5E)

Z DO B ANTER
- I — METEEZEGINTODEE S A~ (BYERRRYE fL/ MR8 P SR B9 )
s L— MR FEERGE SN TOWDEERE S A~ (FAERBMEEIM)
[XT.2. =DM OBEEE ] DOHESM

6.F—Hi5 - FRHE
ERERS . — P AFORBILR,

7 ERRREFAE
2008 7 H
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8 BLERTARFABKRVEARES. EMALRFEFAB. RxkMIKFEAR

W5e4 RS e AR A H TR FEAG AR R AE A A WoeBintE A H
T 201141 H 21 H 22300AMX00437000 | 201143 A 11 H 201144 4 18 H
250pg R

OMEER FHBEM, FAARVABEEENEDOERBRFZONE

HOH

FEHH

eI

ZhRE X205

MEX O &

201946 A 18 H

BEAFIBRIR CRRA 0 e PR AR R 1

(BEARCHEFR T+ EHBERRMERM]
WHEL. AR, v 7 r2F A (BEEAEZ) & LTk
58 10pglkg # TR 595, &5Rm%, BEHEOREIZIE T T
BehEAZEEEm L, #81EE TG 5,
F72. EESEITE 18] 20png/ke &5,

BRE X35

LK O &

202349 H 25 H

FHAEAR BLE#
—BEHO TBEARE TR 5720 ZHIBR

[(BEFBRMAM]

WHEL. AR, v 7 2F A GBEGEFEZ) & LTk
58 10pglkg # TR 595, &5Hm%, BEHEOREIZIE T T
BehEAZmEEEm L., 1 EE TG 5,

F72, EESEITE 18] 20png/ke &5,

—HEEO [BEFRECHRAR70 2B

MEX O &

2024 4F 11 H 22 H

(IS M4 F M /D ARE D T R TR

W, AL LU Eo/NRIZIE, v 2 FuxF A GlElaH
Wiz) & L CHlafes i Inglkg %/ FHe5-9 5, 5B,
IR, ERIZIS U TG a4 M Eigm L, 1 EE T R5
bo Fio. EFRE5ETE 1 10pgkg &9 5,

— TR A 1B R

10.5EERE. BHIBRRARFABRUVEDOAE

[ M4 Rt M/ MRB A 14 KBS ]

A FWmMEN A 2022412 H 21 H

FEAAER  TERY, EREREONE.,
KE2QHEFEIFAMOBAETOVNTIICHREY L) t@mEi, [4hE
SUTEh R THEROHE] ICEE TR )o 7,

M. BEEHME

AN N OV 2VE DO TR SFIZ B D 1A R 14

121 FE M /AR A 52 BER

10 4= (A i B2 3K )
201141 A 21 H~20214F1 7 20 H

BEFRMAMN

5410 # H
201946 H 18 H~2025 44 A 17 H
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BAROANA

13. &% 1—F
I 0 A I .
e = | WIERRS TR gorepmms | 7 NERS
\__.]\“
7T — b
T 3999430D1024 3999430D1024 120480301 622048001
250ng AR
14 RigfEF LDIE
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RERMFXE (NPLATE® : 2025 £ 3 A)

B EESYES

1 INDICATIONS AND USAGE

1.1 Patients with Immune Thrombocytopenia (ITP)
Nplate is indicated for the treatment of thrombocytopenia in:
+ Adult patients with immune thrombocytopenia (ITP) who have had an
insufficient response to corticosteroids, immunoglobulins, or splenectomy.
- Pediatric patients 1 year of age and older with ITP for at least 6 months
who have had an insufficient response to corticosteroids, immunoglobulins,
or splenectomy.

1.2 Patients with Hematopoietic Syndrome of Acute Radiation Syndrome
Nplate is indicated to increase survival in adults and in pediatric patients
(including term neonates) acutely exposed to myelosuppressive doses of
radiation /see Clinical Studies (14.3)].

Limitations of Use:

- Nplate is not indicated for the treatment of thrombocytopenia due to
myelodysplastic syndrome (MDS) or any cause of thrombocytopenia other
than ITP /see Warnings and Precautions (5.1)].

- Nplate should be used only in patients with ITP whose degree of
thrombocytopenia and clinical condition increases the risk for bleeding.

+ Nplate should not be used in an attempt to normalize platelet counts /see
Warnings and Precautions (5.2)].

RERUVAE

2 DOSAGE AND ADMINISTRATION

2.1 Patients with Immune Thrombocytopenia (ITP)

Use the lowest dose of Nplate to achieve and maintain a platelet count > 50 X
10%L as necessary to reduce the risk for bleeding. Administer Nplate as a
weekly subcutaneous injection with dose adjustments based upon the platelet
count response.

The prescribed Nplate dose may consist of a very small volume (e.g., 0.15 mL).
Administer Nplate only with a syringe that contains 0.01 mL graduations.
Discontinue Nplate if the platelet count does not increase to a level sufficient
to avoid clinically important bleeding after 4 weeks of Nplate therapy at the
maximum weekly dose of 10 mcg/kg [see Warnings and Precautions (5.3)].
Obtain complete blood counts (CBCs), including platelet counts, weekly during
the dose adjustment phase of Nplate therapy and then monthly following
establishment of a stable Nplate dose. Obtain CBCs, including platelet counts,
weekly for at least 2 weeks following discontinuation of Nplate.
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For Adult Patients with ITP

The initial dose of Nplate is 1 mcg/kg. Actual body weight at initiation of
treatment should always be used when calculating the initial dose. In adults,
future dose adjustments are based on changes in platelet counts only.

Adjust the weekly dose of Nplate by increments of 1 mcg/kg until the patient
achieves a platelet count > 50 X 10%L as necessary to reduce the risk for
bleeding; do not exceed a maximum weekly dose of 10 mecg/kg. In clinical
studies, most adult patients who responded to Nplate achieved and maintained
platelet counts > 50 x 10%L with a median dose of 2-3 mcg/kg.

Adjust the dose as follows for adult patients:
- If the platelet count is < 50 X 10%L, increase the dose by 1 mcg/kg.
- If platelet count is > 200 x 10%L and < 400 X 10%L for 2 consecutive weeks,
reduce the dose by 1 mecg/kg.
- If platelet count is > 400 x 10%/L, do not dose. Continue to assess the platelet
count weekly. After the platelet count has fallen to < 200 x 10%L, resume
Nplate at a dose reduced by 1 meg/kg.

For Pediatric Patients with ITP

The initial dose of Nplate is 1 mcg/kg. Actual body weight at initiation of
treatment should always be used when calculating initial dose. In pediatric
patients, future dose adjustments are based on changes in platelet counts and
changes in body weight. Reassessment of body weight is recommended every
12 weeks.

Adjust the weekly dose of Nplate by increments of 1 meg/kg until the patient
achieves a platelet count > 50 X 10%L as necessary to reduce the risk for
bleeding; do not exceed a maximum weekly dose of 10 mcg/kg. In a pediatric
placebo—controlled clinical study, the median of the most frequent dose of
Nplate received by patients during weeks 17 through 24 was 5.5 mcg/kg.

Adjust the dose as follows for pediatric patients:
- If the platelet count is < 50 X 10%L, increase the dose by 1 mcg/kg.
- If platelet count is > 200 X 10%L and <400 X 10%L for 2 consecutive weeks,
reduce the dose by 1 mecg/kg.
- If platelet count is > 400 x 10%L, do not dose. Continue to assess the platelet
count weekly. After the platelet count has fallen to < 200 x 10%L, resume
Nplate at a dose reduced by 1 mcg/kg.

2.2 Patients with Hematopoietic Syndrome of Acute Radiation Syndrome

For Adult and Pediatric Patients (including term neonates)

The recommended dose of Nplate is 10 mcg/kg administered once as a
subcutaneous injection. Administer the dose as soon as possible after suspected
or confirmed exposure to radiation levels greater than 2 gray (Gy).
Administer Nplate regardless of whether a complete blood count (CBC) can be
obtained. Estimate a patient's absorbed whole body radiation dose (.e., level of
radiation exposure) based on information from public health authorities,
biodosimetry if available, or clinical findings such as time to onset of vomiting
or lymphocyte depletion kinetics.
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2.3 Preparation and Administration

To mitigate against medication errors (both overdose and underdose), ensure
that these preparation and administration instructions are followed. Use
aseptic technique. Only administer subcutaneously /see Overdosage (10)].
Nplate is supplied in single-dose vials as a sterile, preservative—free, white
lyophilized powder that must be reconstituted as outlined in Table 1 and
administered using a syringe with 0.01 mL graduations.

Calculation of Patient Dose
Multiply the patient's weight (kg) by the prescribed dose to obtain the
Calculated Patient Dose.

Calculated Patient Dose (mcg) = Weight (kg) x Prescribed dose (mcg/kg)

Reconstitution and Dilution of Nplate Single-Dose Vials

Reconstitute Nplate with Sterile Water for Injection, USP. Do not reconstitute
or dilute with Bacteriostatic Water for Injection, USP or dilute with
Bacteriostatic Sodium Chloride Injection, USP. If the Calculated Patient Dose
is less than 23 mcg, dilution with 0.9% Sodium Chloride Injection, USP is
required to reduce the concentration of Nplate (see Table 1).This reduced
concentration allows for low-doses to be accurately calculated, and consistently
measured with a 0.01 mL graduated syringe.

Table 1. Reconstitution and Dilution of Nplate Single-Dose Vials

Calculated Patient Strength* Reconstitute with Dilute with Normal Final Concentration
Dose Sterile Water** Saline***

125 mcg 0.44 mL Not Required 500 meg/mL
Calculated Dose
greater than or equal to | 250 mcg 0.72 mLi Not Required
23 mcg

500 mcg 1.2 mL Not Required

125 mcg 0.44 mL, 1.38 mLL 125 meg/mL
Calculated Dose less
than 23 mcg 250 mcg 0.72 mLi 2.25 mL

500 mcg 1.2 mL 3.75 mLL

* Vial contains overfill to ensure delivery of labeled vial strength.
** Add Sterile Water for Injection, USP directly to the vial.
**% Add 0.9% Sodium Chloride Injection, USP directly to the vial.
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Gently swirl and invert the vial to reconstitute. Avoid excess or vigorous
agitation: DO NOT SHAKE. Generally, dissolution of Nplate takes less than 2
minutes. The reconstituted Nplate solution should be clear and colorless.
Visually inspect the reconstituted solution for particulate matter and/or
discoloration. Do not administer Nplate if particulate matter and/or
discoloration is observed.

Calculate Volume to Administer by dividing the Calculated Patient Dose (mcg)
by the final concentration of prepared solution. See Table 2 for final
concentrations.

Table 2. Administration of Prepared Nplate Solution

Calculated Patient Dose Final Concentration Volume to Administer (mL)

Calculated Dose greater than or

500 meg/mL = Calculated Patient Dose / 500 mcg/mL
equal to 23 mcg

Calculated Dose less than 23 mcg 125 meg/mL = Calculated Patient Dose / 125 mcg/mL

Administration of Prepared Nplate Solution

Administer Nplate only using a syringe with 0.01 mL graduations for accurate
dosage. Round volume to the nearest hundredth mL. Verify that the syringe
contains the correct dosage.

Discard any unused portion. Do not pool unused portions from the vials. Do not
administer more than one dose from a vial.

Storage of Reconstituted Solution

Reconstituted product with Sterile Water for Injection, USP that has not been
further diluted can remain in the original vial at room temperature 25°C (77°F)
or be refrigerated at 2°C to 8°C (36°F to 46°F) for up to 24 hours following
reconstitution. Reconstituted product with Sterile Water for Injection, USP
may be held in a syringe at room temperature 25°C (77°F) for a maximum of 4
hours following reconstitution. Protect product from light. Do not shake.

Storage of Diluted solution (after initial reconstitution)

Reconstituted and further diluted product with 0.9% Sodium Chloride
Injection, USP can be held in a syringe at room temperature 25°C (77°F) or in
the original vial refrigerated at 2°C to 8°C (36°F to 46°F) for no longer than 4
hours prior to administration. Protect product from light. Do not shake.

KEWRMSCE (NPLATE® : 2025 45 3 A%G]) OFEMITZ TRRaSMoZ &
https!//www.pi.amgen.com/~/media/Project/Amgen/Repository/pi-amgen-com/Nplate/nplate_pi_hcp_english.pdf

SmPC (NPLATE®) OiffliZ FitzzMoZ &
https://www.ema.europa.eu/en/documents/product-information/nplate—epar-product-information _en.pdf
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2E RO

j‘~2 N7 U7 @535 : ( An Australian categorisation of risk of drug use in pregnancy)

B3 : Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or indirect
harmful effects on the human fetus having been observed.

Studies in animals have shown evidence of an increased occurrence of fetal damage, the significance
of which is considered uncertain in humans.

<% KEFAXBIZHETLHEH>
Hig FLHANA

8.1 Pregnancy

Risk Summary
Based on findings from animal reproduction studies, Nplate may cause

fetal harm when administered to a pregnant woman. Available data
with Nplate use in pregnant women are insufficient to draw conclusions
about any drug-associated risk for major birth defects, miscarriage, or
adverse maternal or fetal outcomes. In animal reproduction and
developmental toxicity studies, romiplostim crossed the placenta, and
adverse fetal effects included thrombocytosis, postimplantation loss,
and an increase in pup mortality (see Data).

The estimated background risk of major birth defects and miscarriage
for the indicated population is unknown. All pregnancies have a
background risk of birth defect, loss, or other adverse outcomes. In the

R NN SO U.S. general population, the estimated background risks of major birth
(2025 4 3 1) defects and miscarriage in clinically recognized pregnancies is 2-4% and

15-20%, respectively.

Data

Animal Data

Inrat and rabbit embryo—fetal development toxicity studies, no evidence
of fetal harm was observed at romiplostim doses up to 11 times (rats)
and 82 times (rabbits) the maximum human dose (MHD) based on
systemic exposure (AUC). In mice at doses 5 times the MHD, reductions
in maternal body weight and increased postimplantation loss occurred.
In a prenatal and postnatal development study in rats, at doses 11 times
the MHD, there was an increase in perinatal pup mortality. Romiplostim
crossed the placental barrier in rats and increased fetal platelet counts
at clinically equivalent and higher doses.
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8.2 Lactation

Risk Summary
There is no information regarding the presence of romiplostim in human

R ERAESCE milk, the effects on the breastfed child, or the effects on milk production.
(2025 43 A7) Maternal IgG is known to be present in human milk. The effects of local
gastrointestinal exposure and limited systemic exposure in the
breastfed child to romiplostim are unknown. Due to the potential for
serious adverse reactions in a breastfed child from Nplate, advise
women not to breastfeed during treatment with Nplate.
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H i LA
KE D s fF S 8.4 Pediatric Use
(2025 43 A)

Safety and effectiveness of Nplate have been established in pediatric
patients age 1 year and older with ITP for at least 6 months evaluated
in two randomized, placebo—controlled studies. Long-term safety in
the same population using Nplate for a median duration of 3 years was
also evaluated in a single arm, open-label study /see Adverse
Reactions (6.1), Clinical Studies (14.2)].

The pharmacokinetics of romiplostim have been evaluated in pediatric
patients 1 year and older with ITP /see Clinical Pharmacology (12.5)].
See Dosage and Administration (2.1) for dosing recommendations for
pediatric patients 1 year and older.

The safety and efficacy of Nplate in pediatric patients younger than 1
year with ITP have not been established. Serum concentrations of
romiplostim in pediatric patients with ITP were within the range
observed in adult patients with ITP receiving the same dose range of
romiplostim.

The use of Nplate to increase survival in pediatric patients (including
term neonates) acutely exposed to myelosuppressive doses of radiation
is based on efficacy studies conducted in adult animals. Efficacy
studies of Nplate could not be conducted in humans with acute
radiation syndrome for ethical and feasibility reasons. A similar
response to Nplate is expected in the pediatric and adult patients
based on the mechanism of action of the drug and pharmacokinetics of
Nplate in pediatric patients 1 year and older with ITP /see Dosage and
Administration (2.2) and Clinical Pharmacology (12.3)].
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