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5Sug 10ug 1548
FASRES | 23000AMX00743 | 23000AMX00744 | 23000AMX00745
BRFERAMA 20194E8 H 20194E8 H 20194E8 H
2018 30ug 40pg
FASRES | 23000AMX00746 | 23000AMX00747 | 23000AMX00748
BR5SREME 20194E8 H 20194E8 H 20194E8 H
60ug 120pg 180ug
ARBES | 23000AMX00749 | 23000AMX00750 | 23000AMX00751
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- MR EOTEH O
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) International prognostic scoring system (EEEF#% A
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NRIFY 7L7 7 BEFHEBRZ)E LT, E
1[E5~60ug % FEIRNIE ST %, BE1REES TEIN
WESHERSINTVLAEEICIE. ZORBETOI
EORSEOUEEZHBHARE LT, 28I1C1E
B 5ICEE L, 28IC1E10~ 120ug % BARN S
THIENTE 5,

7B, WITNOBADEMEROEE., FHEICK D EEHE
WY oh. BEASEIR. 1H180ugE T %,

N

6.2 BERSHEENREHEGHERREE
- VIEIFHE
B B, BRAICIYLRELF Y 777 (BIETF

Mz ) & LTy 2812130 ug % B2 R UL ERARN
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Z)v TRIF Y R—=% GEEFHEZ)EF)HA» S50

P 2 PIm &2
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ANE BB, NI AAREIF Y LT 7 BET
MZ) & LT, 2BIC1E10~60ug 2 BT I
RN 59 %,

- MR 2
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(EREFRERECH S AN

BE. BRAICERYNVARRIF Y 7L 7 7 GBIEFHIEZ) &
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FRFICLVEERET 5.
RNIVAF T 7 VE5(CHESEM)

BE. RAICIBIAMRRIF Y 777 GEBEFHEEEL) &
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7.1 AMSEDROEZEIIZEEDOHA FT4 V&, &HTD
BiRE2SEICTHI &,

7.2 INROYIERAZE

7.2.1 MRERES
BEE VNI TEZSZICIULRNRIF Y TILT7 7 (GE
) & LT BLES~20ug Z BRSS9 5,

N

L KA G E
30kg i 5ug
30kgll_E40kg Al 10ug
40kg L 60k g A i 15ug
60kg Lk 20ug

7.2.2 EERBHEENCFEHELBRREE
BHE. NRICIEITREZSEIL, FUWRFIFY TILT 7
GEETHIEZ) & LT, 2BIC1ES~30ug % R I3 # R
W53 5,

(X KA S &
20kg ARt 5ug
20kg Ll _E30kgHi 1018
30kg BA_E40kg A i 15ug
40kgbl 60k g A 20ug
60kg bl | 308

7.3 YIBZYIORAE
DTROBEIZITERZSEIC, UBIRIOZY 20 RTF
VBRI EE D SRR OB EEBR UK GHEZIE L. 1)
NEZ5HZ &,



mB. NRICH U TIEBug/kg 2 B2 THRET 554, E
HIcEET 5 & UMNRICH L TLEBug/kgz B2 5 HH
BRI,
c I ZURIF VEFHE2E D B WIEE3EERS ST
W3 EE
U ARAROTY 2AuRTF L 8FRSE2 &5 L.
TEREZZZIIAFOMEHERREL., BlE»5#%E
%FIET %,
LY A RIF VEFIAELE D B WIZ22EICIEERS S
nTwaiEE
U ARZARO L) AuRTF L 8FRSE 245 L.
TRESZIRFOWEAE ZHRE L. 2BIC1E2 5 #
5 %Miad 5.

ENIEdsN
YIB ZRiER D 2 WX B O
IYAuRIF VBRFHRSEOGE] BA /NR
MRS 2 i 236 )

3,0001U A i 10ug

3,0001U bug 5,

4,500IU 20ug 20ug

6,000IU 30ug 30ug

9,000IU 40ug 40ug

12,000IU 60ug 60ug

7.4 RE5250E
BEDHIIANEZO YV BED S VIEAT N7 ) v MEI
R FRAHRSON NS IEER. MR EHIIATY
O VEBEDLZWVIEAY T Uy MED2EES L CTEEZE
i 5@ L 725/ R E AERABIDEZIGAICIE.
TEZ2SEZBIRSEZEETAZE, 4B, HBET 5L
IZRANE UTIERRET DTS 2 &

F7z. ANRICR L TLEBug/kgZ B2 TRET 2154, H
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FRA (B R4 50%) D 5B IRER
B

ENGERdER=
15ug
30ug
60ug
Nug
120pg
180ug

RN (AR 5158 ) B O INR (B2 R SUS ERIR P 50 ) D45
SRR

N U B W N —

Bl KEIH G R
1 Sug
2 10ug
3 15ug
4 20ug
5 30ug
6 40ug
7 S0ug
8 60ug
9 80ug
10 100ug
11 120pg
12 140pg
13 160ug
14 180ug
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7.5.1 RFEOHREREEZEET HEICIE. HE5MREZEET
BHIDNEZ UL VEESHZVIEAT 7Y Y MEDOHER
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5E#1/2& L, %EHEZLEICIED 55E1E D 5\ 4
IR S 2BICIENCEE T 52 &,

(BBEEMRAEIREFICH S &)
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7.7 BED FOBIMER (NEZO YV EETllg/dLiB% B
RETH)EROIIBEE. BESPDELZGEEICIE. 20
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EUCVRENERN LUEESBREE Lo G (NES
OB VRBETIg/dLRTEZBRET 5)ICE. ZORRT
OHREROEEEZERICHEET S &, 2720, mikE
Hix. 1E240ugek 9 5,

7.8 KEIZHELTH. +A2EMBEBEHRITRD 5Nz
S XIITRBOETHFRD S NZEEITIE. sk
OB A 2EEBT AT &, BB, KERSHIBZ6ER
MEHRE LT, RHOBEGMEOBES ZMET 22 &,
[17.1.788]
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BEHIERO
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8. BEEREARNER

GhgesLE)

8.1 KA EIC L DT Y AURLF L HAREE Z S R
WENHDS5HOND I ENHBDT, AAFSEHICEINDE
BV, HEVITELT 25AFIIERREEZERES 2 &,
[11.1.628]

8.2 ARIDMRHARICIHKOFENSERETH D . HIRZEFIC
BHAI DG 2T 2 &

(BMHEIm)

8.3 vav /%R ETHETALO T ARMBZET S
Lo BEICBLTIZ, BTy 3 v r7EIcnd aHE0BD
ENBEfFE L THELZE, Ty BEHEBIOBREKT
BET, BELPRETREICE-E. +ORBEE2TH S
Lo B, BREMAERIIERFEIHET AL, &8,
BERGRD 5 W IIAREZROTEBRSHICIE. AFloLE
ZEIRND 2 WIEFERICEAL. BERIGOFEE L 2N
L ATERB 2B EBRET A EAEE LW [11.1.581]

8.4 AFEEFRIANET UL VEBEDSLZVIEAT RNy ME
ZEMMICBE L, 2207 A FIA1 V%, BHOERE2S
FZ LT, BED oI R (MEENTBEICB WL TIEAN
/U VBETR2g/dLEBH S W0IEAT 7Y Y MET36%
BErEHRETZ)PHODONEZVESITFREET S &
BEHEMOBEICBITANE/ OV EEICHBEL T, L
TOEKRBRBIENRE SN TV 5,

DAL EmMEERE MY A MBETEEICBWL
T. BEAE o yEEx4g/dL(NT R 7Y v b
E42%) IZHER L7z BETlE. 10g/dL(AN~ b7 Y » ME
30%) RIS HERE U 7o BEIC LN TR R A E W ERA AR
ENTEORENH BV,

- REEESERERE OB 2 BHEIC T %R MmER
WIS R FHANC K HBBICOVWT, BEAE 0Y
VIBE#13.5g/dLICERE L7z BE Tk, 11.3g/dLICE
FEURBEFICHEL T, ARICEEROLMLE RBEED
HIBEPBN EWRSNTZEDRENH 5,

< QBIREPROR CEMEE I 2 A0 L TV B R TERNE M B R
BHEIIBWT, BEAES/ O VEE#13.0g/dLICER
E U CRIMBRE AR FJF S REShiBEE TS
L ROPBESNBE (NEF O VEEHI . 0g/dL%E
Rl 5 723501 A% IMERE I8 R 7 34550 % % 5.) % Lok
Liz& 2 A, ARIMERE MRS E 7 8FIBE Tl 7T L RBE
ICHE L TAERICHMATOFRBSHEEN BN EDREN
T OBENH DY,



8.5 KA EHGR R UCHEEERICIE. NEJ OV BEE
HBNEAT N7y MEPBEHEICEREL. BET S
FTIGAELIRBA S2BEICIEREEANE O VIBED 2 W0
AT M7y MEZTERT BT &, BEL EoEIMIER %
ROIGEE, REZEOBEY MBS L,

8.6 KA EICXVIMELRZZDZIBENHD. £/ &
MEEMESRESNTVADT, MFE. ANEZOb Vi
B, AT Uy MEZOHEBICHAER LA SBRET
BIEMITATTULVEE AT MY Yy MEIRKRA
WK ERESEAEITETHI &, Tz, AANIHH RIS
THY. TV ATRTTF VBIF L g U COEMER A R
R d 5, BERRBRICBWLWT, HE5H g AT O
VEBEDHHNEIAT N7 Uy MEOKRICERZET SE
BIBEDENTWVWEIENSH, NETJUEL VEEDH VI
AT N7 Y Y MEDPEET 2 THEZ HDIITO &,
[9.1.2, 11.1.4%HR]

8.7 AEIREICEVEN Y T LMIEZDDBBENH 5D
T, BEEHEZHETICTY L,

8.8 MEBHTEREICBVWTIX, AFHKRSICED Y v > bOMH
ELMBITEBENDORIMZ RO HIGEDVHHDT, Vv
Y MR MEENEENOMREICIEHFAERT S L, &
DX BEEICEY v > POEBR. HREFOEESZD
BYILMEEZEZ &,

8.9 RIS ERES IO LAKI 259 2541213,
UTRoE%2EET 5 &

KD OFEHHIHETH HD T, KIBEBMBEONE R

OBHEE NICMEZEOBIEZ 1T 2 &,

- BHEBREROERICEVL. AEIOE MBS R AT T

AN H SO T, AR ESHIME I/ L7 F= VB

ERIZLVLTF 7T I AEOR B EEBREL,

HMED 2 VWIREBEETIEEOE LB Z 5 &,
(BBEEEERECHSAMm)

8.10 AANX. MKFEBOBEICH LTHoLH - Bz
FOEMOD & Ty RAOMHLPEE &K s h b EBEIC
DHEETH &,

8.11 Yav/FEoRR%=THT 200 kMiEgEsd 5
Lo BEICEBELTIE,. B9 Y3y 7T s HEa0ED
ENBHfiEEZ L TBL T &, /-, HEGHBY» SRERT
BET, BEZLEEHLTREBICHR-E, TR BEE2TOC
Lo BT, BERRERIERFECHEETS L, 1B,
BESRERD 2 WISKREZ ORISR IX. RFlODE
BREMAICEAL, BERISOREBR LA WS & 2iERE. £
BEHE5TH5IENEE LW, [11.1.58H]

8.12 AFFESHIINE/ O VEELZEHNICEEL, BE
Dl Eo@EmEmA(~NEruE v iEETllg/dLiBzELET
B)DHEDONEVEDITTAERT S &, [17.1.7517]

8.13 RAIE S MBI R UCHEBEERICIE, NE/OE VB
ENZETHETIHEIRREENE /0 VEEL2ERT
b &, BEM EOBMERZREDIGEE. KESOHE
Vg2 E5Z &,

8.14 RAREICEDINE LR 2RO2BENHD . Tz,
EMEEBESRESNTVWAOT, ME. NEZOb
BESOWBICTFIERLEF6HE5T S E, [9.1.2,
11.1.4208]

RIVAF T 7 VRSICHESED)

*8.15 Y av 7/ EORIEETFHT 270+ zM2%Ed 52
Lo BEICBLTIR. B9 Y3y 7%Icud s HEa0ED
ENDHEfFEEZLTEBLLZE, £z, BEHB» SBREKT
BET, BELPREDREBICR-E., +ORBEE2ITSC
Lo B, BERBERIFRFECHET S L, 4B,
BERBRICIE. RAIOVEZENICEAL. BEEREO
FHRPL W EZHERBR EERZERETHZENET LU,

[11.1.52H8]

16 AFIBEHIIANE/OE vV EESERAICBEL, +
DEEMBENR (NEZ 0LV EETI0g/dLELE) 258
DA HEE2HIET A &,

17 REHBZEICEVME LR ZRBO2EE55HD. T/,
EMEEMESBESNTVWAOT, ME. NEZOb
BESOHBICTFIERLZF K535, [9.1.2,
11.1.42M8]
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9. HEDERZEITSHFEICHTIER

9.1 BHHE - BIFREEDH D EE

9.1.1 AR, MEE. NEEZEDEE. NEFZTNSDEE
FREEZEUMEEREERLRCITHBZNDGHIESE
BRE2+DIUTO &, MBMAEDN LR T 5 E0MED
HO., MBEREZEELLVIERTEIBENNH 5,
[11.1.1. 11.1.7&8]

9.1.2 SIMEENEE
MmEFFEZERDHGEVH V. iz, SIMEEMEND 5
bhBrBENINDH S, [8.6. 8.14. 8.17. 11.1.45M]

9.1.3 EYBHEDEEREDH DEE

9.1.4 7UILF—xADH 2 EE

9.5 {Ti®
HERIIIEIR L T W AR O » A tEic iz, WELOE
A e EE S EHRF SN BIBEICOARRET S
Lo BER(S Y FROYYX) TR - BEROEED
BIEFHESN TV S,

9.6 R
WELOAREROCBAFEOAEREZEZE L. BAOM
BXIFRIE 2 e 5 2 & BIERR (S v b)) THRHHRA
OBITHPME SN T VS,

9.7 INR

(BHEm)

9.7.1 BHAAKER. #HAER. LRI EHEDOL R % >t
RELAMEROLRE2E 2 IEE E U BERRER X SE M L
TV,

(BRETMEREICHSAI. NIVAF T 7 ViR5(CH#S
&rm)

%9.7.2 NREZWRE L7-AMERUOLLEZEIZEE L2

FREBRITFEM L T2,

9.8 StnE
BEOHEGIZBE L TRIMERTANEI O VEBEDH S0
AT MYy MEEZHERICEE L., #E5E XRS5 ERE
HHAMT A&, —RICERE CIIEIEKENMETLT
B E-BIMEEEOBRINREEREEGNHT HIEDZ 0,

1. &R
WOBHWERDNH 5 bN B ENHHDT BEZ+DITiT0,
BENRD SNIBE IS 2HIET 5% E@EY) 2 LB %
o5&,

1.1 EXGEIEA

11.1.1 BXAEZE(0.8%)

[9.1.1=88]

11.1.2 B¥HIN(0.1%)

11.1.3 FFgaErEE. &/E(0.1%)

AST. ALT. v-GTP®D LF%% > FHHEREREE, &ED
HobONDZENH S,
11.1.4 SIMEMERE (0. 19%RiH)

[8.61 8.14, 8.17, 9.1.2%H]

MNA1.5v3avd, PFI45FEY— (TN L EERE)
Yavy,. 7F747F—(CAWE. HIRKNE, O
TPIE, IHEERIESS) A S5 bNDd I ENH S, [8.3. 8.11.
8. 152M]

11.1.6 FREFEREE (BHEEARER)

MIT) AaRIF VHUEEEZ D REFRE S H S DN
BAEIIT AR OB S 2 1E U GEY B Z1TH 2 &
IY AURIF VBFIAOYIBZ LT B2 &, [8.120]
11.1.7 DEBEE. FEE (K0, 1%KiH™)

[9.1.128]
) FEBEE IR E R R EE I D <,
11.2 ZOfDEHER
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(16.0%)
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FRERE EEAY — 7
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WPl |F. ASTE
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AR AR L7F=
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- 8. BER - B,
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| R WE . RRE. B
REHER | BN, R
i R TR, RS
AN B R I | B - (3
fo - PZE. BRE. vy MER|TOR
Z i |LDH. R A, R, BIER
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R

14. BALOZER

14.1 FRIFHEFOFR

A & DRFIXIThRVWT &)

14.2 FERIZSHOEER
T Vv —uy NOERELGEEILZWI &, Ny
JANY I BEKTRETHS RV &,

15. ZDDE=

15.1 ERERERICE D IER

15.1.1 DAL E S ST I K 2 B IMBHED IR
IMERE MRS A 87 2 5 5.9 2 2 & X D AR O
MED RO ON-EDWEN H 59,

15.1.2 SRR R & B B 1 5k Bk i s R+
AN E®RETHI LI, BEERXIIFHREHKDOY A
IBEMUT EOWEDH 207,

15.1.3 7S R Z2H G SNLDPALEBEREICE S EME
FHINZ A TR IMERE MA R T 2A 0B E2 2\ - B
TIREREOHKEHENT VL EDEIRRABICTREN
=L DWMEND BY,

15.1.4 D AALEEE I BEHRBEE 2 Z T TR VWA AL
£E> B R E 1R MERYE MRS R 7545 2 % 5 L 72 R R
HEET, T RE2HRELU-BEICHARTHETRIFN
ERENTEOHENH B,

E)RNVRAF 7 7 VESICESEIMICR L TRET 558
fRE. TNODEBEANDEEIL. REBTIIAZNTH S,

16. EYEpRE

16.1 MoEE

16.1.1 BOkS

(1) IBHBRREE (RA) NDEIRNIRS
BT B ICAAI0~ 180ug % BEEMRNIRS L7z & & ollliEh
EEHER R OEMFESS X —F B TOEBY TH -7, ik
FEEIR. BERICIEFRALTEL 2. 2RI ZHED
HEZR U, £72. AUCIKERSEICIZITHAIL THEmL 100,

336

288

) W Hi
MFENT & (B ERIRNR S Lic e E 0
IR RS (P19 {E + 2R Z2)

MGENT BE ICHERIRNR G L7z & 2 OFEMFHRIST A —5

58 AUCo- t12 CL Vss
(ug) |PBER (o mL) | () (mL/h) | (mL)
10 9 125.2+£39.3 |38.59+18.48|87.49+28.32 | 3970 £ 826
20 10 268.2+56.8 | 34.54+£6.42 | 77.21£14.15| 3330+£593
40 10 602.8+159 | 32.11+5.44 |70.13+16.50 | 2851 =476
60 10 817.6+£133.3 | 32.58+5.33 |75.17+12.28 | 3184+592
90 10% | 1465.94335.4|45.37+13.23| 64.07+13.22 | 2947 +623
120 10%  ]2075.2+419.9 |48.67+10.02|59.85+11.33| 2962 +560
180 10®  13540.94+694.2 | 47.02+6.31 |52.69+10.83 | 2785+545

T £

) Al — B

(2) BB REREE (MA) NDE RS
RFHE S R EFICAF20~ 180ugz O "G L& &
O MEFREHERE KR EDFENT A=Y I TOEBDTH -
Too MEHEEX. HREBICIZITHHFAILTER L. AUCIIKEREE
IIEITHAI LT L 7212,

100 —0— 20pg(n=8
—o— 40 g(n=8
—— 90,.g(n=8
—4— 180 g(n=8

)
)
)
)

2
= 10
£
jj;i(
b
=
g
g 1 I
0.14 . . . . . . - —
0 48 96 144 192 240 288 336 504
I (h)

REEHBEEHREE CHEE RS LI L&D
M AR HERS (PR + R fR2E)

PRAFIMBIE B R R (C B R NG U7 & 2 OFEEIST A —5

&5% tmax Cmax AUCU*DO tl/Z
(ug) |PRER ) | (g/mL) | (mg-b/ml) | ()
20 8 45.0+£5.5(0.882+0.276 | 137.7%+41.3 {95.61£31.13
40 8 52.5+16.9| 1.521+£0.866 | 247.2+104.9 | 98.28+26.86
90 8 46.5+4.2 | 4.356+1.964 | 651.6+262.6 | 77.09+34.30
180 8 52.5+18.1[11.641+4.657|1675.4+668.0|82.82+16.27
T

() 1BHEREREE (\R) DR EK TS

BT Ky O REREE AT 28 RIS AR B BT A5 ~ 20 g 2 B [EIBRAR Y
BE BUBENT K O PR IR 1 B B R R AR E R RIS ~ 20ug
Z B NG L7z & & 0P REHER K OEM B N5 X —

FELTOEBYTH,
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10

ML (ng/mL)

—o— fIRMTES (n=7)
—A— 5 (n=8)

0.1
0

24

48 72

5 (h)

96

120

144

168

BB AR R IS B RIE R S TS Lz e &0
MiEFIRE RS (P9 (E L AR (R )

MBI R R R IC B ERIRAR G L & OEMERIIT A -5

AUCo-= t12 CL Vss
B (ng - h/mL) (h) (mL/h/kg) (mL/kg)
7 263.7+118.2 | 26.25+9.14 1.77+0.74 50.7+9.3
P E + IR (R
TR BRI AR TG L & EOEYERE/ ST A —F
tmax Chmax AUCo- ti
BRER | () (ng/mL) | (ng-t/mL) | (h)
8 24.47+£19.72 | 1.704£0.755 | 141.1%£33.4 | 46.73£19.74
S ME + IR R

(4) BEETBERSFRENDE MRS
HA N Os [E & B 2R BUE IR B B 1T ARAI60 ~ 240ug 2 1658
BIRER R %5 Uz & & ORI 5 o M iR B HERS K Y%
@j%/€§ A—% LiLX—F@ EBDTH-7, Cmax&ZﬁAUCOftLi&g‘
BRICHBI LMz RS L7221,

1004 —O0— 60.ug(n=8 : HA An=4, #[E An=4)
—A— 1204 (n=10 : HA An=5, #[E An=5)
s —— 240ug(n=9 : HA& An=5. ®[E An=4)
-
£
2 104
b
B
S
g 14
0.1

0 24 48 72 96 120 144 168

5 (h)
HA AR O E N B SRR R 1
MER TG U7 & & O Mg iR HER (PR fE + R RE)

HAR N OS85 A\ B B ST RUE R & ICHIE B R G Lz & & D%k
MBI ST X —%

&5‘? *&%%‘%ﬁl tmax Chnax AUCo-+
(ug) |(HEAN, #EA) (h) (ng/mL) | (ng-h/mL)
60 (484) 82.84+58.18 | 7.044%5.149 | 712.7+£515.9
120 (51%) 73.36£52.87 | 5.061+2.271 | 483.8+301.2
240 (594) 60.84+27.42 |11.730+4.116|1309.8+543.3
FEE + R (RS

16.1.2 REERS

(1) 1BHBEREE (BA) NDEIRAX (3K g5

M BN B IS AF0~60ug % 28 B R B BRI S U 725 5L,
B 5RO BRI ARG RICHANELZRO s nar -
oo BATHELT HH O B E I AR T, OMRAF 18 1 B i 3 L AR A
10~ 180ug% KEFIRNIE S L7- & EOIMES b T 7 BEICIZHE
EREHIRD SN0,

FEREEAT FRE & OIRAF B B R FR 8 1T ARAI 15 ~ 180 g % KR
BET#HEG L E0MER N7 7BEICIEELEHEIRD SN
"o,

(2) 1BHEBEREE (NE) NDEIRAIX (3K g5

1B B R IR IS ARAIS ~ 180 g % 248 R BRI SIS T 5 L
oL EOMEP b T 7EEICIHEREZBIIRD sz o7,
(3) BRI MERBERENDE M5

HA AT OR8] A\ 3 52 T8 BRORE B B R 1O AR A60 ~ 240 g % 165
BIRER M5 Ui & EOMEF b T 78I 8 HEIEIER

5NT. WTNOBICBLTHL G AHE U CHEZE LA X
OoNnEhP-o71,

16.2 ORIN

16.2.1 NAAT7RASEUFT o
TRIFHMB ML B R B H IS ARHI20~ 180ug 2 BBl R G Li- & &
DNAFTRATEY T 1 1347.7% TH - 7219,

16.3 £

16.3.1 fE#RITHE

(1) BBIRAIR S
Ty MIP-FURKRTF Y 7IVT 70.5ug/kg % BRIEARA
BE5 L&, BRI, IR, ME. S8, BE. BB XROME
ICE WS RED RS 577,

QET’S
WS v MSPT-FUANRIF > 7T 70.5ug/kg % BRI T
L&, BRI ME. MK, &8, B8, Bl BEROB
BEIC R WS REDTRED & iz,

7. BRPRALAR

17.1 BUERULZLMEICET 555
(B4Em)
17.1.1 BRI/ MEER (KRS EE)

M BT EZ 1216 (RF6LE. TARIF> T 77604l %55

12y AHIGEIE0~60ug) XIETRLF > 77 7 (B2~3E750~

4,5001U) 2 B B U 72 4% 6 28 B R ARPIE 5 U RIS 2 3k L 7z,

ZOFER, BWHEFHEERICB VLT, ABIOBEIERSIETRTF >

TILT 7 D2~ 5 EFEOMBEET S Enmsniz,

EIVEFSEBUSEE 1 AR AR 5 RET21.3% (13/614) . TARZF> 7

V7 7B EEETLIL.9%(7/5961) TH - 120 KEIRSRTHRILL

FoEER . mIMEEES. 2% (5/6161) M LA, BERIREER

PEPHER O HEEER T £3.3%(2/6161) TH > 7.

17.1.2 BRI SHR (LREREE)

M BT BES136 2 3R, ARHF &8 1 [E ~ 28121 [E 10~ 120ug

O 2H I CHEEE L RIABRAZS Lz, Z0HE. wih

OBEHEICBVWTHREHHMFOANE /O VEEIX11.0g/dL

A EHEE LY,

BIVE R RSARE1332.4% (166/51361) TH > 7z FREIEAIZ. &

ME10.3%(53/51361) « IfE EFS5.5% (28/51341) . BhEARBELEE

PADHES. 7% (24/5131) . BhERARBERAZE2. 7% (14/51361) . SEJE

1.8%(9/513f) K Ot 2E1 . 2% (6/513f) TH > 7z,

17.1.3 EREE NEHER (REHEMBRRERE)

IR HHB B IR O B E MEF 1006 (KR KT ZRZF > 7L

7 7 %&5061) 23R, AF (2812 1\ 34811 E 15~ 180ug) X

BIRIF Y 7IL7 7 GALEIIZ2EIZ1[E3,000~12,0001U) 2 5E

BB L2526~ 28 MEZ TS5 L, FAEEEFIELz. 0

FESR. AXMMEREESC B VT A28 18 S Id 481 1 [E

THREZIRIFY 777 OBEIESUI2EICIEE RS & EH

EOWREET B ENRENTY,

BIVE R FIRE S I AHR 5B T16.0% (8/5061) TH - 7zo AFHIH

SRHTRALZELEERIZ. EEFRROCERE %6.0%(3/50

B TH -7

17.1.4 BNE IERRRSHER (REHEMSRRES)

PF BB R OB EMBF 16162 MRIC. ARA% 28 11[E

4B 1[E146 ~ 48 R 5 L7z, 581X, 60 90, 120

180ug CHEIEIR L7z, ZOMR, AT/ VIBEILRSH

it B U, 14EDIEIZI31312.0g/dLTHERE L7122,

FlVE SR 1320.5% (33/16161) TH > 720 ERBEUERIZ. &

ME6.8% (11/16141) K O'MLE EF5.0% (8/16141) TH - 7z,

17.1.5 EREE ME5R RIEEITERE)

MEREERT R 146M1 % WHRIC, RN % 23812 18] U348 12 1 [E]26 ~ 28

SERIRE T %5 I EIRIIR S L7z, 581, 30, 60, 90. 120%

F180pug CHEMER L7z, ZORER. NEVO LV REERSH

It R U, 14EDIEIZI31312.0g/dLTHER L7122,

BRBOBERFETEEILUTOEBY Th o7z,

- EIEE MAHGER (F2 N5 OB FBUBEE 1224, 0% (23/96f51)
THolzo ERBIWERIZ. BILELL.5%(11/9661) . IiE EF &%
OFBREREUEN %2.1% (2/966) TdH - 7=

- E P A ERBR (R AR 3% 5:) O BIVE FIFEBRAEE1220.0% (10/50
B TH-7. EREEAIZ. ME EF6.0% (3/504) K O I
J£4.0% (2/5061) TH - 7z

17.1.6 EREE MR (NRIBHERREE)

NIRRT R R 3L & e RIC . ARHI &5 ~ 180ug o HiFH N T

HIAE L., (RSB IEE B R OE RSN B E T2 1|

F4EIC1E], 248 NS AT ERFI S . SN RE TIE

1EIIE23 1], 24EMEIRNES Lz, ZOFR. NEZuE

RIS AR ER L. SELIREZIZIEI2.0g/dLTHER LY,

%8B, BWEFRORRIIED 5N D -7z,



(BRERRAEIRECHE S B
17.1.7 EEHERES 11855 (BHERREREERE)
IPSSIC&L %) A7 DK A7 dHRI-1) 2 7 1B E .
MEPT) 20 RIF 2 EEAS00mIU (EEHAL) /mLI R 2R
MR A7 ™Y O B B BRI B E 5200 (HA AL 2 RRICA
160, 12013240ug 21, 48ERTH R TF#5 L. AFIRE5H
T 1A OB 2 M L2, ZORR. A FHmREG
506105 5. 60ugBED 17HIFR11H](64.7%)  120ughé D 1861H84]
(44.4%) . 240ugBED 15F1H 1061 (66.7%) I AR MER X ¥ v — K
RIGARMER= A F— RIS B3R 517219,
BIVE RIS 1325.0% (13/526) TH - 7z, FEABIERIZ. HEB
RZ3.8%(2/526) TH o720 [5.4. 7.8, 8.12%I8]
EDBELZHBE T, 8l (NEZ O BEN9.0g/dLEBZ T
FEhE S N 728l %R <) LTz WRRARK 256 H AR
H2)240ugBHC BV T, RESHEHRIGER R THEDENIRD
SENED o B EREESHIE, ZOMOBESERICELTIIE
L%
H3) BEAE /0 CVBEE. MERMAIOBRES (SUER) (B
A S BRI AR IR SRER . 20054F) 225%1210.0g/dL
EREL. 9.0~11.0g/dLEHMRT 2 &2 HMIZ, 11.0g/
dLZ#B A -5 AT IR
HA) ARSI IC, EES6HMD Eicbiz 0, FRIMBRE %
HEEET, YFHBOBREANE I 0 EE DA 5H
TREAE 7T VIR TL.0g/dLEL 880
TE5) ASF% 54 5 vh o 8556 H R o0 B 18 A8 A H % 5 B A BT 56 B
R e RT50% DL BB
RIVRF T 7 VR SICHESEI)

*17.1.8 ERHESE DE5E (BiHiaEss)
PD-1/PD-LIHEAI R OVEGFZAAF 1 ¥ > %+ —YHEA I
& BB D B B RIGVIBRARE AT R 1 o Y B A B4 B A g
BEEZWRIC, HIF20ERTHEINVAF 7 7 »OBMER O
B2 RET A L2 ENE L EENBEERRABRICBLT,
NIVRFT7 7 BREIES BN L TARBID R E S HARA
2100 & R, ARFI360ug R LOME%E H TR TS L
oL FOBEMEROREEEBE Uiz, ZOMRR, FHEHIR$IC
BUSAESOEVBEDON—ZF A > h50ELEH].0g/
AL ETH - - BEHOEE1376.2% (16/216]. 95%(SHHK R :
52.8, 91.8). 2.0g/dLLL ETH - 7z & DEIE1333.3% (7/2141.
95%IEREXE : 14.6, 57.0) TH -7z FHEARFICBIT HAES
0 vy EEORIEMEOR/IMENT.0g/dLY ETH - - BEOEIE
1385.7% (1872141, 95%IEHEX R : 63.7, 97.0). H/MHEA8.0g/
AL ETH - - BHOEIAE1371.4% (15/2161. 95%(EHEX R :
47.8, 88.7)Td o 7zo F 7. Bl [A1BE DAL EI A E71376.2% (16/21
Bl 95% AR : 52.8, 91.8) T - 7=,
BIERIZ9.5% (272161 I8 5. HIERRKRUHEE £4.8%
(172161) Td - 72 (202356 H13HBF =¥ H v b4 7). [5.62H]
HEO)NR—ZAT A V&, ARBRGEMOPIEME TR L7z, FHEH

RME. ARWEZESEERD? S 128B%. XLVAFT7 7 0%

G E B SR MBRE I % 2 7B 0 D 5| d B OEEE
DORIEFTEEHE LT,

TN ARDERER D S5RIVAF T 7 > OEH IEE TICHRIMBK
Il 2% T ELWEHEOEIGEER L,

8. Fapzm

18.1 {EFER
AANZ. TYAURIF UZHEEIHES L. & B HEE aETER A
Rzt U TR EER BT M AL (CFU-E) & ORTHA TR 2B R AT
EXAAE (BFU-E) F3R D 2 10 = — LR # MEREN IC (G S & 5%
(in vitro) »

18.2 EMM{ER
KEZEEYTAKROT Y MCERAZS L& &, TRTF >
TIILT 7 EHEE LT XD RN AR MBS ER (NEZ O e Vi
FE R O R MBREL DO BEIN) a8 Tz, T BHEMET LS
v MZBWT. ARIOBEIRNEORE R 512 & 0 BEE 2 EIndE
MWRD 5Nz, OB v MIBWT, AFIIZ. TRZFV 7
V7 7 KOSV EHE TRZOEMBEMRE R LIZBD,

Q%Eﬁﬁﬁtﬁﬁéﬁm$WﬂE

FURRIF > 7T 7 BIZTFHIEZ)
(Darbepoetin Alfa (Genetical Recombination))

NFE
#936,000

N
b MFERO LY ZAaRTF L OSEFOT I BEEEEE
THEIOIEESEIZcDNAZF v 4 = —ANLAY — I
WA UEESE165E D7 I BiEE (CsooHizoN2sO24Ss ;5 43
T8 18,176.59) 65 HiEY NI E

20. BRWLWEDEE

20.1 TEAFIEHERIE T —EEr5 Y YIRS
WZ &, SFERENRIEE L TRET A 2 &,

20.2 VY YIRBEDT 4 Vb - FTFRry THANTVS, T
RV VOMHBEORESRDONS EZRMEHALZN &,

22. BER
(FIRKRIF> 7T 7E5ugv YV ITKKF])
0.5mL[103> Y > V]
(FIRRIFY PV T 73E0ugy UV ITKKF])
0.5mL[10>) > V]
(FIWNRIFY 7T 7:E15ug¥ U Y ITKKF])
0.5mL[103> ) ¥ V]
(FIWRRIF>Y 7ILT 7iF20ugy UV ITKKF])
0.5mL[103> Y ¥ V]
(FIWRKRIF> 7T 7:E30ugy VY ITKKFL)
0.5mLI1¥ ) >, 1039 ¥ Y]
(FIWRNKRIF> 7T 75F40ug> V> ITKKFL)
0.5mL[1> ) >, 1031 > P]
(FIWRRIF>Y 7ILT 7iE60ugy U ITKKF])
0.5mL[1¥) ¥ V]
(FIWRKRIF> 7T 7:FE120ugy V> ITKKF)
0.5mL[1¥) > Y]
(FILRRIFY FILT 7:E180ug> U Y ITKKF])
0.5mL[1>) > Y]
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